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FORWARD-LOOKING STATEMENTS

 

This Quarterly Report on Form 10-Q contains forward-looking statements that involve substantial risks and uncertainties. In some cases, you can identify forward-looking

statements by terms such as “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “objective,” “ongoing,” “plan,” “potential,” “predict,”

“project,” “should,” “will” and “would,” or the negative of these terms or other similar expressions intended to identify statements about the future. We have based these

forward-looking statements largely on our current expectations and projections about future events and financial trends that we believe may affect our business, financial

condition and results of operations. These forward-looking statements include, without limitation, statements about:

 

  ● the risk that our common stock will be delisted from Nasdaq if we are not able to maintain compliance with applicable listing standards;

     

  ● our estimates regarding expenses, revenue, capital requirements and timing and availability of and the need for additional financing will almost certainly not

match actual amounts and timing;

     

  ● our ability to continue as a going concern for the next twelve months;

     

  ● we have incurred and will continue to incur substantial costs related to our merger with Cy Biopharma, Inc. (“Cy”) and integration of Cy’s business with ours;

     

  ● we may fail to realize the anticipated benefits of the merger with Cy;

     

  ● future results of the combined company may suffer if it cannot effectively manage its expanded operations;

     

  ● the dilutive effect of recent financing transactions which may negatively affect our stock price;

     

  ● the risk that our product candidates PF614 and PF614-MPAR may not be successful in limiting or impeding abuse, overdose, or misuse or providing additional

safety upon commercialization;

     

  ● reliance by us on third-party contract research organizations, or CROs, for our research and development activities and clinical trials;

     

  ● the need for substantial additional funding to complete the development and commercialization of our product candidates;

     

  ● the risk that our clinical trials may fail to replicate positive results from earlier preclinical studies or clinical trials conducted by us or third parties;

     

  ● the risk that the potential product candidates that we develop may not progress through clinical development or receive required regulatory approvals within

expected timelines or at all;
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  ● the risk that clinical trials may not confirm any safety, potency, or other product characteristics described or assumed in this Quarterly Report on Form 10-Q;

     

  ● the risk that we will be unable to successfully market or gain market acceptance of our product candidates;

     

  ● the risk that our product candidates may not be beneficial to patients or successfully commercialized;

     

  ● the risk that we have overestimated the size of the target market, patients’ willingness to try new therapies, and the willingness of physicians to prescribe these

therapies;

     

  ● effects of competition;

     

  ● the risk that third parties on which we depend for laboratory, clinical development, manufacturing, and other critical services will fail to perform satisfactorily;

     

  ● the risk that our business, operations, clinical development plans and timelines, and supply chain could be adversely affected by health epidemics;

     

  ● the risk that we will be unable to obtain and maintain sufficient intellectual property protection for our investigational products or will infringe the intellectual

property protection of others;

     

  ● the loss of key members of our management team;

     

  ● changes in our regulatory environment;

     

  ● the ability to attract and retain key scientific, medical, commercial, or management personnel;

     

  ● changes in our industry;

     

  ● our ability to remediate any material weaknesses or maintain effective internal controls over financial reporting;

     

  ● other factors disclosed in this Quarterly Report on Form 10-Q; and

     

  ● other factors beyond our control.

 

The forward-looking statements contained in this Quarterly Report on Form 10-Q are based on current expectations and beliefs of Ensysce Biosciences, Inc. (“Ensysce”),

concerning future developments and their potential effects on Ensysce. There can be no assurance that future developments affecting Ensysce will be those that Ensysce has

anticipated. These forward-looking statements involve risks, uncertainties (some of which are beyond Ensysce’s control) or other assumptions that may cause actual results or

performance to be materially different from those expressed or implied by these forward-looking statements. These risks and uncertainties include, but are not limited to, those

factors described under the heading “Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2025, the risk factors relating to the acquisition of Cy

Biopharma, Inc. disclosed in our current Report on Form 8-K/A filed with the Securities and Exchange Commission on October 16, 2026, and other filings with the Securities

and Exchange Commission. Should one or more of these risks or uncertainties materialize, or should any of the assumptions prove incorrect, actual results may vary in material

respects from those projected in these forward-looking statements. Moreover, the occurrence of the events described in the “Risk Factors” in our Annual Report on Form 10-K

may adversely affect Ensysce. Ensysce will not undertake any obligation to update or revise any forward-looking statements, whether as a result of new information, future

events or otherwise, except as may be required under applicable securities laws.
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GLOSSARY

 

Definitions:    

     

2021 Omnibus Incentive Plan   Ensysce Biosciences, Inc. Amended and Restated 2021 Omnibus Incentive Plan (“Plan”)

     

2023 Notes   The senior secured convertible promissory notes in the aggregate original principal amount of $1.8 million, sold in two

closings on October 25, 2023, and November 28, 2023, respectively, pursuant to the Securities Purchase Agreement

entered into on October 23, 2023

     

2024 August Warrant Inducement   The Company’s August 2024 transaction including the cash exercise of certain existing warrants at a reduced price and the

issuance of new warrants

     

August Inducement Letter   Inducement offer letter entered into with certain holders of existing warrants to purchase 480,234 shares of the Company’s

common stock (issued in February of 2024) to reduce the exercise price from $15.90 per share to $7.05 per share. The

Company also agreed to amend certain existing warrants to purchase up to an aggregate of 133,334 shares of common

stock that were previously issued in November 2023 and had an exercise price of $23.51 per share such that the amended

warrants have a reduced exercise price of $7.05 per share.

     

2025 Registered Direct Offering   A definitive Securities Purchase Agreement with certain institutional investors, pursuant to which the Company agreed to

issue and sell in a registered direct offering shares of common stock and pre-funded warrants for an aggregate amount of

$1.1 million.

     

2025 April Warrant Inducement   The Company’s April 2025 Inducement offer letter entered into with certain holders of existing warrants to purchase

630,376 shares of the Company’s common stock (issued in March of 2025) and the issuance of new warrants exercisable

for an aggregate of up to 1,260,752 shares of common stock with an exercise price of $1.90 per share.

     

CMOs   Contract manufacturing organizations

     

Company   Ensysce Biosciences, Inc. and its consolidated subsidiaries

     

Covistat   A subsidiary renamed EBIR, Inc.

     

CROs   Contract research organizations

     

Cy   Cy Biopharma, LLC, a wholly owned subsidiary of the Company.

     

Cy Acquisition   The Company’s acquisition of Cy Biopharma, Inc. in August 2026, pursuant to which the Company acquired 100% of the

equity interests of Cy Biopharma, Inc. in exchange for shares of Series C Preferred Stock (the “Cy Acquisition”).

     

EB   Ensysce Biosciences, Inc. prior to its merger with Signature Acquisition Corp. pursuant to the EB-ST Agreement.
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EBIR   Previously known as Covistat, Inc., EBIR, Inc. is a clinical stage pharmaceutical company that is developing a compound

utilized in the Company’s overdose protection program for the treatment of COVID-19 and is a 79.2%-owned subsidiary

of the Company

     

EB-ST Agreement   Agreement and Plan of Merger, dated as of December 28, 2015, by and among Signature, SAQ, and EB

     

Ensysce   Ensysce Biosciences, Inc.

     

Exchange Act   Securities Exchange Act of 1934, as amended

     

FDA   United States Food and Drug Administration

     

GAAP   Generally Accepted Accounting Principles in the United States of America

     

JOBS Act   Jumpstart Our Business Startups Act of 2012

     

MPAR Grant   Research and development grant related to the development of its MPAR
®

 overdose prevention technology initially

awarded to the Company by NIH through NIDA in September 2018, with a second award effective September 2024

     

Nasdaq   The Nasdaq Stock Market LLC

     

NIDA   National Institute on Drug Abuse

     

NIH   National Institutes of Health

     

OUD Grant   Research and development grant related to the development of its TAAP/MPAR
®

 abuse deterrent technology for Opioid

Use Disorder awarded to the Company by NIH/NIDA in September 2019

     

Registered Direct Offering   August 2024 registered direct offering of common stock (236,880 shares), private placement warrants (to purchase up to

473,760 shares) and the cash exercise of certain existing warrants (480,234 warrant shares) at a reduced price and the

issuance of new warrants (to purchase up to 1,440,701 shares).

     

SEC   U.S. Securities and Exchange Commission

     

Securities Act   Securities Act of 1933, as amended

     

Securities Purchase Agreement   The Securities Purchase Agreement, in September 2021, June 2022, October 2023, August 2024, or March 2025, as the

context dictates, by and between Ensysce and the institutional investors party thereto

     

Series B Preferred Stock Financing   The Company’s November 2025 financing transaction of a registered direct offering and concurrent private placement,

involving the issuance of 4,000 shares of convertible Series B Preferred Stock and 992,000 equity classified warrants of

which 880,000 warrants were issued to certain institutional investors and 112,000 warrants to the placement agent.

 

In April 2026, the Company completed an additional financing transaction under the same arrangement, involving the

issuance of 2,000 shares of convertible Series B Preferred Stock. The transaction also included the issuance of 8,989,091

equity classified warrants, of which 8,727,273 warrants were issued to certain institutional investors and 261,818 warrants

to the placement agent.

     

Series C Preferred Stock PIPE Financing   In August 2026, the Company completed a private investment in public equity (“PIPE”) financing transaction in

connection with the Cy Acquisition, involving the issuance of 66,811 shares of Series C Convertible Preferred Stock to

purchase Common Stock.

     

TAAP   Trypsin Activated Abuse Protection
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Ensysce Biosciences, Inc.

Consolidated Balance Sheets

(Unaudited)

 

   

September 30, 2026

(Unaudited)     December 31, 2025  

Assets              

Current assets:              

Cash and cash equivalents   $ 29,670,793    $ 4,310,354 

Unbilled receivable     44,280      420,345 

Prepaid expenses and other current assets     1,082,029      2,514,319 

Total current assets     30,797,102      7,245,018 

Property and equipment, net     156,279      124,129 

Other assets     -      83,332 

Total assets   $ 30,953,381    $ 7,452,479 

Liabilities and stockholders’ equity              

Current liabilities:              

Accounts payable   $ 2,033,669    $ 3,267,610 

Accrued expenses and other liabilities     1,653,060      993,411 

Notes payable and accrued interest     154,874      306,708 

Total current liabilities     3,841,603      4,567,729 

Total liabilities   $ 3,841,603    $ 4,567,729 

Commitments and contingencies (Note 6)               

Stockholders’ equity              

Preferred stock, $0.0001 par value, 1,500,000 shares authorized at September 30, 2026 and December

31, 2025; 358,292 shares issued at September 30, 2026 and 4,000 shares issued at December 31, 2025;

358,292 and 3,305 shares outstanding at September 30, 2026 and December 31, 2025, respectively; $0

and $3,635,500 liquidation preference at September 30, 2026 and December 31, 2025, respectively   $ 34    $ - 

Common stock, $0.0001 par value, 250,000,000 shares authorized at September 30, 2026 and

December 31, 2025; 19,456,794 and 4,574,983 shares issued at September 30, 2026 and December 31,

2025, respectively; 19,456,794 and 4,574,977 shares outstanding at September 30, 2026 and December

31, 2025, respectively     1,948      459 

Additional paid-in capital     255,636,629      142,933,260 

Accumulated other comprehensive loss     (236,991)     - 

Accumulated deficit     (227,960,706)     (139,719,999)

Total Ensysce Biosciences, Inc. stockholders’ equity     27,440,914      3,213,720 

Noncontrolling interests in stockholders’ equity     (329,136)     (328,970)

Total stockholders’ equity     27,111,778      2,884,750 

Total liabilities and stockholders’ equity   $ 30,953,381    $ 7,452,479 

 

The accompanying notes are an integral part of these consolidated financial statements.
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Ensysce Biosciences, Inc.

Consolidated Statements of Operations and Comprehensive Loss

(Unaudited)

 

    Three Months Ended September 30,     Nine Months Ended September 30,  

    2026     2025     2026     2025  

Federal grants   $ 2,181,632    $ 493,104    $ 4,306,945    $ 3,184,314 

Operating expenses:                            

Research and development     3,175,848      2,954,909      8,994,480      6,763,866 

General and administrative     1,594,722      1,279,290      4,040,022      3,879,569 

Acquired in-process research and development     79,907,223      -      79,907,223      - 

Total operating expenses     84,677,793      4,234,199      92,941,725      10,643,435 

                             

Loss from operations     (82,496,161)     (3,741,095)     (88,634,780)     (7,459,121)

                             

Other income (expense):                            

Change in fair value of liability classified warrants     -      998      -      10,061 

Interest expense, net     (3,147)     (6,369)     (7,390)     (13,385)

Foreign exchange gain (loss), net     316,713      -      316,713      - 

Other income and expense, net     69,012      17,338      84,584      54,227 

Total other income (expense), net     382,578      11,967      393,907      50,903 

                             

Net loss   $ (82,113,583)   $ (3,729,128)   $ (88,240,873)   $ (7,408,218)

Net loss attributable to noncontrolling interests     -      -      (166)     (166)

Deemed dividend related to settlement of equity instruments     204,539      -      204,539      - 

Net loss attributable to common stockholders   $ (82,318,122)   $ (3,729,128)   $ (88,445,246)   $ (7,408,052)

                             

Other comprehensive income (loss):                            

Foreign currency translation adjustments, net of tax     (236,991)     -      (236,991)     - 

Total comprehensive income (loss), net   $ (82,555,113)   $ (3,729,128)   $ (88,682,237)   $ (7,408,052)

                             

Net loss per basic and diluted share:                            

Net loss per share attributable to common stockholders, basic

and diluted   $ (4.52)   $ (1.29)   $ (6.95)   $ (3.42)

Weighted average common shares outstanding, basic and

diluted     18,193,164      2,886,059      12,730,983      2,168,247 

 

The accompanying notes are an integral part of these consolidated financial statements.

 

2



 

 

Ensysce Biosciences, Inc.

Consolidated Statements of Changes in Stockholders’ Equity

(Unaudited)

 

    Stockholders’ Equity (Deficit)  

    Preferred Stock     Common Stock                 Accumulated    

   

Number

of

Shares     Amount   

Number

of

Shares     Amount   

Additional

Paid-In

Capital    

Accumulated

Deficit    

Noncontrolling

interests    

other

comprehensive

income (loss)     Total  

                                                       

Balance on June 30, 2026     1,233    $ -      16,227,518    $ 1,624    $145,063,802    $(145,847,123)   $ (329,136)   $ —    $ (1,110,833)

Issuance of Series C Preferred

Stock as acquisition

consideration     282,122      28      -      -      90,784,010      -      -      -      90,784,038 

Issuance of Series C Preferred

Stock in PIPE Financing, net of

issuance costs of $1,920,586     66,811      5      -      -      19,578,520      -      -      -      19,578,525 

Issuance of Series C Preferred

Stock for consulting services     2,176      -      -      -      600,001      -      -      -      600,001 

Extinguishment of Series B

Preferred Stock in exchange for

common stock     (1,233)     -      3,229,276      324      (45,784)     -      -      -      (45,460)

Exchange of common stock

warrants for Series C Preferred

Stock     7,183      1      -      -      (1)     -      -      -      - 

Settlement of common stock

warrants     -      -      -      -      (240,000)     -      -      -      (240,000)

Deemed dividend on

extinguishment of Series B

Preferred Stock     -      -      -      -      (204,539)     -      -      -      (204,539)

Stock-based compensation     -      -      -      -      405      -      -      -      405 

Consultant compensation                               100,215                           100,215 

Foreign currency translation

adjustments     -      -      -      -      -      -      -      (236,991)     (236,991)

Net Loss     -      -      -      -      -      (82,113,583)     -      -      (82,113,583)

Balance on September 30,

2026     358,292    $ 34      19,456,794    $ 1,948    $255,636,629    $(227,960,706)   $ (329,136)   $ (236,991)   $ 27,111,778 

                                                                

Balance on December 31,

2025     3,305    $ -      4,574,977    $ 459    $142,933,260    $(139,719,999)   $ (328,970)   $ —    $ 2,884,750 

Issuance of Series B Preferred

Stock, net of issuance costs of

$171,385     2,000      -      -      -      1,828,615      -      -      -      1,828,615 

Issuance of Series C Preferred

Stock as acquisition

consideration     282,122      28      -      -      90,784,010      -      -      -      90,784,038 

Issuance of Series C Preferred

Stock in PIPE Financing, net of

issuance costs of $1,920,586     66,811      5      -      -      19,578,520      -      -      -      19,578,525 

Issuance of Series C Preferred

Stock for consulting services     2,176      -      -      -      600,001      -      -      -      600,001 

Extinguishment of Series B

Preferred Stock in exchange for

common stock     (1,233)     -      3,229,276      324      (45,784)     -      -      -      (45,460)

Exchange of common stock

warrants for Series C Preferred

Stock     7,183      1      -      -      (1)     -      -      -      - 

Settlement of common stock

warrants     -      -      -      -      (240,000)     -      -      -      (240,000)

Settlement of restricted stock

units     -      -      100,000      10      (10)     -      -      -      - 

Deemed dividend on

extinguishment of Series B

Preferred Stock     -      -      -      -      (204,539)     -      -      -      (204,539)

Conversion of 2023 Notes     -      -      508,614      51      246,118      -      -      -      246,169 

Conversion of preferred stock

into common stock     (4,072)     -      11,043,927      1,104      (1,104)     -      -      -      - 

Stock-based compensation     -      -      -      -      11,018      -      -      -      11,018 

Consultant compensation     -      -      -      -      146,525      -      -      -      146,525 

Foreign currency translation

adjustments     -      -      -      -      -      -      -      (236,991)     (236,991)

Net loss     -      -      -      -      -      (88,240,707)     (166)     -      (88,240,873)

Balance on September 30,

2026     358,292    $ 34      19,456,794    $ 1,948    $255,636,629    $(227,960,706)   $ (329,136)   $ (236,991)   $ 27,111,778 

 

    Stockholders’ Equity  



    Common Stock                              

   

Number

of

Shares     Amount    

Additional

Paid-In

Capital    

Accumulated

Deficit    

Noncontrolling

interests     Total  

                                           

Balance on June 30, 2025     2,393,256    $ 241    $ 136,612,043    $ (133,223,223)   $ (328,649)   $ 3,060,412 

Issuance of common stock upon exercise of warrants     787,818      79      1,496,775      -      -      1,496,854 

Consultant settlement     -      -      718      -      -      718 

Stock-based compensation     -      -      45,858      -      -      45,858 

Net loss     -      -      -      (3,729,128)     -      (3,729,128)

Balance on September 30, 2025     3,181,074    $ 320    $ 138,155,394    $ (136,952,351)   $ (328,649)   $ 874,714 

                                           

Balance on December 31, 2024     1,355,773      136    $ 133,252,585    $ (129,544,299)     (328,483)     3,379,939 

Public offering, net of issuance costs of $204,193     239,594      25      895,789      -      -      895,814 

Issuance of common stock upon exercise of warrants     935,331      94      1,887,615      -      -      1,887,709 

Issuance of common stock upon warrant inducement, net of

issuance costs of $297,021     630,376      63      1,902,928      -      -      1,902,991 

Consultant compensation     20,000      2      63,730      -      -      63,732 

Stock-based compensation     -      -      152,747      -      -      152,747 

Net loss     -      -      -      (7,408,052)     (166)     (7,408,218)

Balance on September 30, 2025     3,181,074    $ 320    $ 138,155,394    $ (136,952,351)   $ (328,649)   $ 874,714 

 

The accompanying notes are an integral part of these consolidated financial statements.
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Ensysce Biosciences, Inc.

Consolidated Statements of Cash Flows

(Unaudited)

 

    Nine Months Ended September 30,  

    2026     2025  

Cash flows from operating activities:              

Net loss   $ (88,240,873)   $ (7,408,218)

Adjustments to reconcile net loss to net cash used in operating activities:              

Accrued interest     3,409      9,268 

Acquired in-process research and development expense     79,907,223      - 

Amortization of debt discount     3,147      - 

Change in fair value of liability classified warrants     -      (10,061)

Consultant compensation     746,526      253,731 

Stock-based compensation     11,018      152,747 

Depreciation     19,599      - 

Changes in operating assets and liabilities:     -        

Unbilled receivable     376,065      119,704 

Prepaid expenses and other current assets     1,683,142      780,894 

Other assets     85,882      - 

Accounts payable     (1,812,269)     (893,621)

Accrued expenses and other liabilities     357,154      715,097 

Net cash used in operating activities     (6,859,977)     (6,280,459)

               

Cash flows from investing activities:              

Acquisition of assets from Cy Biopharma     11,444,083      - 

Purchases of property and equipment     (51,748)     (123,643)

Net cash provided by (used in) investing activities     11,392,335      (123,643)

               

Cash flows from financing activities:              

Proceeds from issuance of Series C preferred stock (PIPE), net of issuance costs     19,595,520      - 

Proceeds from public offerings     -      1,100,007 

Proceeds from warrant exercises, net of issuance costs     -      1,887,709 

Proceeds from warrant inducements, net of issuance costs     -      2,200,012 

Proceeds from issuance of Series B Preferred Stock, net of issuance costs     1,828,615      - 

Public offering costs     -      (204,193)

Warrant inducement costs     -      (297,021)

Payment related to settlement of Series B preferred stock     (250,000)     - 

Repayments of insurance premium financing     (109,063)     (111,271)

Net cash provided by financing activities     21,065,072      4,575,243 

Effect of exchange rate changes on cash and cash equivalents     (236,991)     - 

Net increase (decrease) in cash and cash equivalents     25,360,439      (1,828,859)

Cash and cash equivalents, beginning of period     4,310,354      3,502,077 

Cash and cash equivalents, end of period   $ 29,670,793    $ 1,673,218 

               

Supplemental disclosure of non-cash financing and investing activities:              

Issuance Costs associated with Series C Preferred Stock within accrued expenses   $ 16,995    $ - 

Issuance costs associated with acquisition of assets from Cy Biopharma included in accrued expenses   $ 40,000    $ - 

Financed insurance premiums   $ 196,842    $ 188,046 

Conversion of 2023 Notes into common stock   $ 246,169    $ - 

Settlement of Series B preferred stock in connection with asset acquisition   $ 324    $ - 

Preferred stock conversions to common stock   $ 1,104    $ - 

Consideration for warrant extinguishment within accrued expenses   $ 240,000    $ - 

Incremental fair value of April 2025 Warrant Inducement   $ -    $ 3,483,420 

 

The accompanying notes are an integral part of these consolidated financial statements.
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Ensysce Biosciences, Inc.

Notes to the Consolidated Financial Statements

(Unaudited)

 

NOTE 1 – ORGANIZATION AND PRINCIPAL ACTIVITIES

 

Ensysce Biosciences, Inc. (“Ensysce”), along with its 79.2%-owned subsidiary, EBIR, Inc. (“EBIR”, formerly known as Covistat, Inc.) and its wholly-owned subsidiaries EBI

Operating, Inc., EBI OpCo, Inc., and Cy Biopharma, LLC (collectively, the “Company”), is a clinical-stage biotechnology company focused on developing innovative

neuroplastogenic therapies beyond mood disorders, with an initial focus on Complex Regional Pain Syndrome (“CRPS”). Following the acquisition of Cy Biopharma in August

2026, the Company’s lead development program is CY200, a clinical-stage psilocybin-predominant botanical extract for the treatment of chronic pain conditions, including

CRPS, which has received Orphan Drug Designation from the U.S. Food and Drug Administration. The Company also continues to develop its proprietary TAAP (Trypsin

Activated Abuse Protection) opioid product candidate, PF614, and MPAR® (Multi-Pill Abuse Resistance) technology for overdose protection which will be applied to the

PF614 program. The Company is also applying its TAAP and MPAR® technology to a methadone prodrug for use in the treatment of Opioid Use Disorder.

 

Acquisition of Cy Biopharma, Inc.

 

On August 5, 2026, the Company completed its previously announced acquisition of Cy Biopharma, Inc. pursuant to the terms of an Agreement and Plan of Merger, dated

August 5, 2026 (the “Merger Agreement”), by and among Ensysce, PHRMA Merger Sub I, Inc. (“First Sub”), PHRMA Merger Sub II, LLC (“Second Sub”), and Cy

Biopharma, Inc.

 

Pursuant to the Merger Agreement, First Sub merged with and into Cy Biopharma, Inc., with Cy Biopharma, Inc. surviving the merger as a wholly owned subsidiary of Ensysce

(the “First Merger”). Immediately following the First Merger, Cy Biopharma, Inc. merged with and into Second Sub, with Second Sub surviving as a wholly owned subsidiary

of Ensysce (the “Second Merger,” and together with the First Merger, the “Cy Acquisition”). The surviving entity was subsequently renamed Cy Biopharma, LLC (“Cy”) and

remains a wholly owned subsidiary of Ensysce. The Cy Acquisition brought Cy’s lead investigational candidate, CY200, into the Ensysce pipeline.

 

The Company determined that the transaction did not meet the definition of a business combination and, accordingly, accounted for the Cy Acquisition as an asset acquisition

under ASC 805, Business Combinations (“ASC 805”). The cost of the asset acquisition was determined based on the consideration transferred, including qualifying direct

acquisition costs, and allocated to the assets acquired and liabilities assumed based on their relative fair values, as applicable. See Note 10 for more information.

 

NOTE 2 - BASIS OF PRESENTATION

 

The consolidated financial statements have been prepared in accordance with U.S. Generally Accepted Accounting Principles (“GAAP”) and pursuant to the rules and

regulations of the U.S. Securities and Exchange Commission (“SEC”). The consolidated financial statements include the accounts of Ensysce Biosciences, Inc. and its

subsidiaries. All intercompany balances and transactions have been eliminated in the consolidation.

 

Going Concern

 

The accompanying consolidated financial statements have been prepared assuming the Company will continue as a going concern, which contemplates, among other things, the

realization of assets and satisfaction of liabilities in the normal course of business.

 

The Company has not generated any product revenue. There is no assurance that profitable operations will ever be achieved, and, if achieved, would be sustained on a

continuing basis. Product development activities, clinical and pre-clinical testing, and commercialization of the Company’s product candidates are necessary to develop the

Company’s products and will require significant additional financing. There can be no assurance the Company will be able to obtain such funds. These matters, among others,

raise substantial doubt about the Company’s ability to continue as a going concern.
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While the Company believes in the viability of its strategy to ultimately realize revenues and in its ability to raise additional funds, management cannot be certain that

additional funding will be available on acceptable terms, or at all. The Company’s ability to continue as a going concern is dependent upon its ability to obtain adequate

financing and achieve profitable operations. As a result, these plans do not alleviate substantial doubt about the Company’s ability to continue as a going concern for a period of

12 months following the date these consolidated financial statements were issued.

 

The consolidated financial statements do not include any adjustments that might be necessary should the Company be unable to continue as a going concern.

 

NOTE 3 - SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

 

Use of Estimates and Assumptions

 

Preparation of the consolidated financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the amounts reported in the

consolidated financial statements and disclosed in the accompanying notes. Actual results may differ from those estimates and such differences may be material to the

consolidated financial statements. The more significant estimates and assumptions by management include, but are not limited to, the expense recognition for certain accrued

research and development services.

 

Cash and Cash Equivalents

 

For purposes of the consolidated balance sheets and consolidated statements of cash flows, the Company considers all highly liquid instruments with maturities of three months

or less at the time of issuance to be cash equivalents.

 

Concentrations of Credit Risk and Off-Balance Sheet Risk

 

Cash and cash equivalents are financial instruments that are potentially subject to concentrations of credit risk. The Company’s cash and cash equivalents are deposited in

accounts at large financial institutions and amounts currently exceed federally insured limits. The Company has no financial instruments with off-balance sheet risk of loss.

Additionally, the Company had a concentration in accounts payable, as four research and development vendors made up greater than 10% individually, 78% and 82% in

aggregate, of the outstanding accounts payable balance as of September 30, 2026, and December 31, 2025, respectively.

 

Segments

 

The Company operates and manages its business as one reportable and operating segment. Operating segments are defined as components of an enterprise where separate

financial information is evaluated regularly by the chief operating decision maker (“CODM”) in deciding how to allocate resources and assess performance. The Company’s

CODM is the Chief Executive Officer, who reviews consolidated financial information on a company-wide basis for purposes of allocating resources and assessing financial

performance and does not regularly review expenses or financial results on a more granular level.

 

Property and Equipment

 

Property and equipment are recorded at cost and depreciated using the straight-line method over an estimated useful life of five years. As of September 30, 2026, property and

equipment consists of laboratory equipment. During the three and nine months ended September 30, 2026, the Company recognized depreciation expense of $6,533 and

$19,599, respectively. There was no property and equipment held during the nine month period ended September 30, 2025, and as such, there was no depreciation expense

recognized during the three and nine months ended September 30, 2025.

 

Fair Value Measurement

 

ASC 820, Fair Value Measurements, (“ASC 820”) provides guidance on the development and disclosure of fair value measurements. Under this accounting guidance, fair value

is defined as an exit price, representing the amount that would be received to sell an asset or paid to transfer a liability in an orderly transaction between willing market

participants at the measurement date. As such, fair value is a market-based measurement that should be determined based on assumptions that market participants would use in

pricing an asset or a liability.
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The accounting guidance classifies fair value measurements in one of the following three categories for disclosure purposes:

 

  Level 1: Quoted prices in active markets for identical assets or liabilities.

     

  Level 2: Inputs other than Level 1 prices for similar assets or liabilities that are directly or indirectly observable in the marketplace.

     

  Level 3: Unobservable inputs which are supported by little or no market activity and values determined using pricing models, discounted cash flow methodologies, or

similar techniques, as well as instruments for which the determination of fair value requires significant judgment or estimation.

 

The Company evaluates assets and liabilities subject to fair value measurements on a recurring basis to determine the appropriate level at which to classify them for each

reporting period. This determination requires significant judgments to be made by the Company.

 

As of September 30, 2026 and December 31, 2025, the recorded values of cash and cash equivalents, prepaid expenses, accounts payable, and accrued expenses and other

liabilities approximate their fair values due to the short-term nature of these items.

 

Comprehensive Loss

 

Comprehensive loss includes net loss and other changes in stockholders’ equity resulting from transactions and economic events other than those with stockholders. For the

nine months ended September 30, 2026, other comprehensive income (loss) primarily consisted of foreign currency translation adjustments arising from the Company’s foreign

subsidiaries acquired in the Cy Acquisition. The Company did not have any components of comprehensive loss in the year ended December 31, 2025.

 

Federal Grants

 

In September 2018, the NIH through NIDA awarded the Company a research and development MPAR Grant. The initial grant was extended several times and cumulative

funding under this grant of approximately $10.7 million was completed in December 2023. A second multi-year MPAR Grant was awarded by NIH through NIDA in 2024,

providing total funding of $15.1 million through May 2027, as adjusted. As of September 30, 2026, remaining funding under the grant is $2.7 million.

 

The Company recognizes revenue when costs related to the grants are incurred and assessed as reimbursable. The Company believes this policy is consistent with the

overarching premise in Accounting Standards Codification Topic 606, Revenue from Contracts with Customers (“ASC 606”), applied by analogy, to ensure that it recognizes

revenues to reflect the transfer of promised goods or services to customers in an amount that reflects the consideration to which it expects to be entitled in exchange for those

goods or services, even though there is no “exchange” as defined in ASC 606. The Company believes the recognition of revenue as costs are incurred, and reimbursable

amounts become due is analogous to the concept of transfer of control of a service over time under ASC 606.
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The revenue recognized under the MPAR Grant was as follows:

 

    Three Months Ended September 30,     Nine Months ended September 30,  

    2026     2025     2026     2025  

MPAR   $ 2,181,632    $ 493,104    $ 4,306,945    $ 3,184,314 

Total   $ 2,181,632    $ 493,104    $ 4,306,945    $ 3,184,314 

 

Amounts requested or eligible to be requested through the NIH payment management system, but for which cash has not been received, are presented as an unbilled receivable

on the Company’s consolidated balance sheet. As all amounts are expected to be remitted timely, no valuation allowances are recorded.

 

Research and Development Costs

 

The Company’s research and development expenses consist primarily of third-party research and development expenses, consulting expenses, preclinical and clinical studies,

and any allocable direct overhead, including facilities and depreciation costs, as well as salaries, payroll taxes, and employee benefits for those individuals directly involved in

ongoing research and development efforts. Research and development expenses are charged to expense as incurred. Payments made prior to the receipt of goods or services to

be used in research and development are capitalized until the goods or services are received.

 

Assets that are acquired in an asset acquisition for use in research and development activities that have an alternative future use are capitalized as in-process research and

development (“IPR&D”). Acquired IPR&D that has no alternative future use as of the acquisition date is recognized as research and development expense as of the acquisition

date.

 

General and Administrative Expenses

 

General and administrative expenses consist primarily of personnel costs associated with the Company’s executive, finance, human resources, compliance, and other

administrative personnel, as well as accounting and legal professional services fees.

 

Stock-based Compensation

 

The Company expenses stock-based compensation over the requisite service period based on the estimated grant-date fair value of the awards using a graded amortization

approach. The Company accounts for forfeitures as they occur.

 

The Company estimates the fair value of stock option grants using the Black-Scholes option pricing model. The assumptions used in calculating the fair value of stock-based

awards represent management’s best estimates and involve inherent uncertainties and the application of management’s judgment. Stock-based compensation costs are recorded

in research and development and general and administrative expenses in the consolidated statements of operations.

 

From time-to-time, equity classified awards may be modified. On the modification date, the Company estimates the fair value of the awards immediately before and

immediately after modification. The incremental increase in fair value is recognized as expense immediately to the extent the underlying equity awards are vested and on a

straight-line basis over the same remaining amortization schedule as the unvested underlying equity awards.

 

Foreign Currency Translation and Transactions

 

The Company records foreign currency transaction gains and losses resulting from the remeasurement of monetary assets and liabilities denominated in currencies other than

the applicable functional currency (USD) in Foreign exchange gain (loss), net, in the consolidated statements of operations and comprehensive loss.

 

Assets and liabilities of foreign subsidiaries with functional currencies other than USD are translated into U.S. dollars at period-end exchange rates, while revenues and

expenses are translated at average exchange rates during the period. Foreign currency translation adjustments are recorded in other comprehensive income (loss) and

accumulated in accumulated other comprehensive income (loss) within the consolidated balance sheets.
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Acquisitions

 

The Company evaluates acquisitions in accordance with ASC 805 to determine whether the acquired set meets the definition of a business or should be accounted for as an

asset acquisition or business combination. This assessment includes determining whether substantially all of the fair value of the gross assets acquired is concentrated in a

single identifiable asset or group of similar identifiable assets. Significant judgment may be required in determining the appropriate accounting treatment.

 

For asset acquisitions, the Company measures the cost of the acquisition, including direct transaction costs, and allocates the cost to the identifiable assets acquired and

liabilities assumed based on their relative fair values. Acquired in-process research and development (“IPR&D”) assets are expensed to research and development unless they

have an alternative future use.

 

Income Taxes

 

Income taxes are recorded in accordance with ASC 740, Income Taxes (“ASC 740”), which provides for deferred taxes using an asset and liability approach. The Company

recognizes deferred tax assets and liabilities for the expected future tax consequences of events that have been included in the consolidated financial statements or tax returns.

Deferred tax assets and liabilities are determined based on the difference between the consolidated financial statements and tax basis of assets and liabilities using enacted tax

rates in effect for the year in which the differences are expected to reverse. Valuation allowances are provided if, based upon the weight of available evidence, it is more likely

than not that some or all of the deferred tax assets will not be realized.

 

The Company accounts for uncertain tax positions in accordance with the provisions of ASC 740. When uncertain tax positions exist, the Company recognizes the tax benefit of

tax positions to the extent that the benefit would more likely than not be realized assuming examination by the taxing authority. The determination as to whether the tax benefit

will more likely than not be realized is based upon the technical merits of the tax position as well as consideration of the available facts and circumstances. The Company

recognizes any interest and penalties accrued related to unrecognized tax benefits as income tax expense.

 

Earnings (loss) per Share

 

The basic earnings (loss) per share is calculated by dividing the Company’s net income or loss attributable to common stockholders by the weighted average number of

common shares outstanding during the period. The diluted earnings (loss) per share is calculated by dividing the Company’s net earnings attributable to common stockholders

by the diluted weighted average number of common shares outstanding during the period, determined using the treasury stock method and the average stock price during the

period.

 

The following weighted average shares have been excluded from the calculations of diluted weighted average common shares outstanding because they would have been anti-

dilutive (the Company has utilized the principal balance outstanding and the end of period conversion price for the Convertible Notes for the purposes of the weighted average

share calculation below):

  

    Three Months Ended September 30,     Nine Months Ended September 30,  

    2026     2025     2026     2025  

Stock options     86,405      102,089      86,405      81,745 

Warrants     5,223,842      3,590,293      6,784,556      3,000,380 

Convertible notes     -      2,316      9,187      6,871 

Consultant shares     -      4,600      -      4,600 

Conversions from preferred shares     226,809,380      -      80,473,339      - 

Total     232,119,627      3,699,298      87,353,487      3,093,596 
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Recently Issued Accounting Pronouncements

 

In November 2024, the FASB issued ASU 2024-03, Income Statement—Reporting Comprehensive Income—Expense Disaggregation Disclosures (Subtopic 220-40):

Disaggregation of Income Statement Expenses (“ASU 2024-03”), which requires disclosure about the types of costs and expenses included in certain expense captions

presented on the income statement. The new disclosure requirements are effective for the Company’s annual periods beginning after December 15, 2026, and interim periods

beginning after December 15, 2027, with early adoption permitted. The Company is currently evaluating the impact of this pronouncement on its related disclosures.

 

In November 2024, the FASB issued ASU 2024-04, Debt – Debt with Conversion and other Options (Subtopic 470-20), which set forth to improve the relevance and

consistency in the application of induced conversion guidance in Subtopic 470-20, Debt— Debt with Conversion and Other Options such as clarifying the requirements for

determining whether certain settlements of convertible debt instruments should be accounted for as an induced conversion. ASU 2024-04 is effective for all entities after

December 15, 2025, with early adoption permitted. The Company adopted the standard with an effective date of January 1, 2026. The adoption did not have a significant impact

on the consolidated financial statements for the nine months ended September 30, 2026.

 

In December 2025, the FASB issued ASU 2025-10, Government Grants (Topic 832): Accounting for Government Grants by Business Entities, which set forth new amendments

that require entities to recognize government grants when it is probable that the grant conditions will be met and the grant will be received, and to provide enhanced disclosures

regarding the nature, terms, and financial statement effects of such grants. The new amendments are effective for public companies with annual reporting periods beginning

after December 15, 2028, with early adoption permitted. The Company is currently evaluating the impact of this guidance on its consolidated financial statements.

 

In December 2025, the FASB issued ASU 2025-11, Interim Reporting (Topic 270): Narrow-Scope Improvements, which clarifies the scope, form and content, and disclosures

required for interim financial reporting. For public business entities, the amendments are effective for interim reporting periods within annual reporting periods beginning after

December 15, 2027. Early adoption is permitted. The Company is currently evaluating the impact of this ASU on its interim financial statement disclosures.

 

In December 2025, the FASB issued ASU 2025-12, Codification Improvements, which includes amendments intended to clarify and improve various aspects of existing

accounting guidance across multiple topics under U.S. GAAP. The amendments are effective for all entities for annual reporting periods beginning after December 15, 2026.

Early adoption is permitted. The Company is currently evaluating the impact of ASU 2025-12 on its financial statements and disclosures.

 

In April 2026, the FASB issued ASU 2026-01, Initial Measurement of Paid-in-Kind Dividends on Equity-Classified Preferred Stock which provides guidance on the

measurement of paid-in-kind (PIK) dividends on equity-classified preferred stock. Under the amendments, entities are required to measure such dividends by multiplying the

stated PIK dividend rate by the liquidation preference of the shares. The amendments are effective for all entities for annual reporting periods beginning after December 15,

2026, and interim periods within those annual periods. Early adoption is permitted. The Company is currently evaluating the impact of this ASU on its financial statements.

 

Reclassification

 

Certain reclassifications have been made to the December 31, 2025 financial statements to conform to the September 30, 2026 financial statement presentation. Such

reclassifications had no effect on net loss as previously reported.
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NOTE 4 – PREPAID EXPENSES AND OTHER CURRENT ASSETS

 

Prepaid expenses and other current assets consisted of the following:

  

    September 30, 2026     December 31, 2025  

Prepaid research and development   $ 616,753    $ 2,088,078 

Prepaid insurance     319,700      300,600 

Deferred financing costs     52,493      82,493 

Other prepaid expenses     65,126      22,598 

Other current assets     27,957      20,550 

Total prepaid expenses and other current assets   $ 1,082,029    $ 2,514,319 

 

NOTE 5 – ACCRUED EXPENSES AND OTHER LIABILITIES

 

Accrued expenses and other liabilities consisted of the following:

  

    September 30, 2026     December 31, 2025  

Accrued research and development   $ 836,063    $ 554,680 

Accrued consultant compensation     —      180,000 

Accrued professional fees     313,189      65,497 

Accrued warrant settlement liability     240,000      — 

Other accrued liabilities     263,808      193,234 

Total accrued liabilities   $ 1,653,060    $ 993,411 

 

NOTE 6 - COMMITMENTS AND CONTINGENCIES

 

Purchase Commitments

 

As of September 30, 2026, the Company’s commitments included an estimated $13.3 million related to the Company’s open purchase orders and contractual obligations that

occurred in the ordinary course of business, including commitments with contract research organizations for multi-year pre-clinical and clinical research studies funded by

federal grants. Although open purchase orders are considered enforceable and legally binding, the terms generally allow the Company the option to cancel, reschedule, and

adjust its requirements based on its business needs prior to the delivery of goods or the performance of services.

 

Litigation

 

As of September 30, 2026 and December 31, 2025, there were no pending legal proceedings against the Company that are expected to have a material adverse effect on cash

flows, financial condition or results of operations. From time to time, the Company could become involved in disputes and various litigation matters that arise in the normal

course of business. These may include disputes and lawsuits related to intellectual property, licensing, contract law and employee relations matters. Periodically, the Company

reviews the status of significant matters, if any exist, and assesses its potential financial exposure. If the potential loss from any claim or legal claim is considered probable and

the amount can be estimated, the Company accrues a liability for the estimated loss. Legal proceedings are subject to uncertainties, and the outcomes are difficult to predict.

Because of such uncertainties, accruals are based on the best information available at the time. As additional information becomes available, the Company reassesses the

potential liability related to pending claims and litigation.
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Galephar Agreement

 

In January 2025, the Company entered into a product development and supply agreement with Galephar Pharmaceutical Research, Inc., a Puerto Rico specialty drug

manufacturer (“Galephar”), to support the development, manufacture, packaging and testing of the Company’s PF614 and PF614-MPAR drug products for use in clinical trials

and potential future commercial launch.

 

Upon execution of the agreement, the Company committed to issue 13,801 restricted shares of common stock (“Galephar Initial Shares”) representing approximately 1% of

shares outstanding, subject to vesting in three tranches upon achievement of specific operational and regulatory milestones. The Company accounts for this share grant as

nonemployee share-based compensation under ASC 718.

 

One-third of the Galephar Initial Shares vested immediately upon grant, and the remaining two-thirds vest as services are performed. During the nine months ended September

30, 2026 and 2025, the Company recognized $9,110 and $25,806, respectively, of stock-based compensation related to vesting of these shares. As of September 30, 2026 and

December 31, 2025, 4,600 shares had been issued and outstanding.

 

The agreement also provides for milestone-based payments (“Galephar Milestone Shares”), to be settled in common stock (50% restricted, 50% freely tradeable). The number

of shares issuable upon achievement of each milestone is based on the trailing five-day average closing price at the time of each milestone achievement.

 

Share-based expense for the Galephar Milestone Shares will be recognized as services are rendered. These awards are liability-classified until shares are issued, at which point

they will be reclassified to equity. During the three and nine months ended September 30, 2025, the Company recognized $120,000 and $140,000, respectively, of research and

development stock-based compensation to be settled in shares that was related to milestone progression. During the three and nine months ended September 30, 2026, the

Company recognized $0 and $600,001 of research and development stock-based compensation related to milestone progression, respectively.

 

On July 1, 2026, in anticipation of the Cy Acquisition, the Company entered into an agreement with Galephar to settle the $600,001 of obligations related to the Galephar

Milestone Shares through the future issuance of Series C Preferred Stock instead of common stock. The Company issued 2,176 shares of Series C Preferred Stock to Galephar

in full settlement of these obligations. The fair value of the consideration issued exceeded the carrying amount of the obligations settled, resulting in the recognition of an

additional $100,215 of stock-based compensation expense in accordance with ASC 718 during the three and nine months ended September 30, 2026.

 

As of September 30, 2026, 468,750 shares had been issued pursuant to these milestone-based awards. Fifty percent (50%) of the shares issued have registration rights and fifty

percent (50%) of the shares issued are unregistered shares.

 

Lease

 

The Company’s current lease agreement (as amended) has a term that extends through October 31, 2027, with no option to renew. As of September 30, 2026, the future lease

payments totaled $3,073. The Company recognized total rent expense of $9,443 and $28,329 in the three and nine months ended September 30, 2026, and $9,088 and $27,265

in the three and nine months ended September 30, 2025.

 

NOTE 7 - NOTES PAYABLE

 

The following table provides a summary of the Company’s outstanding debt as of September 30, 2026:

  

   

Principal

balance    

Accrued

interest    

Net debt

balance  

Financed Insurance   $ 154,874    $        -    $ 154,874 

Total   $ 154,874    $ -    $ 154,874 
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The following table provides a summary of the Company’s outstanding debt as of December 31, 2025:

 

   

Principal

balance    

Accrued

interest    

Net debt

balance  

2023 Notes   $ 216,000    $ 26,761    $ 242,761 

Financed Insurance     63,947      -      63,947 

Total   $ 279,947    $ 26,761    $ 306,708 

 

The following table provides a summary of the Company’s interest expense for the three and nine months ended September 30, 2026 and 2025:

 

   

Three months ended

September 30,    

Nine months ended

September 30,  

    2026     2025     2026     2025  

Financed insurance interest expense   $ 3,147    $ 3,208    $ 3,981    $ 4,118 

2023 Notes interest expense     -      3,161      3,409      9,267 

Total   $ 3,147    $ 6,369    $ 7,390    $ 13,385 

 

2023 Notes

 

In October and November 2023, the Company issued senior secured convertible promissory notes (the “2023 Notes”) with an aggregate principal of $1.8 million, together with

warrants to purchase an aggregate of 251,141 shares of common stock, pursuant to a Securities Purchase Agreement (SPA). The warrants have an exercise price of $23.5125 per

share and expire five years from their respective issuance dates. The 2023 Notes were issued at a discount and included $0.2 million issued to a board member. A portion of the

2023 Notes was converted into shares of common stock in prior years.

 

On April 23, 2026, the Company amended the remaining outstanding 2023 Notes, pursuant to which the remaining outstanding balances were converted into an aggregate of

508,614 unregistered shares of common stock and warrants to purchase up to 254,307 unregistered shares of common stock at an exercise price of $0.4840 per share. The

warrants are immediately exercisable and expire two years after the issuance date. Following the conversion, no amounts remained outstanding under the 2023 Notes as of

September 30, 2026.

 

Financed Insurance Premiums

 

In September 2026, the Company renewed and financed its directors’ and officers’ liability insurance in the amount of $0.2 million. Monthly payments were scheduled from

July 2026 through March 2027.

 

NOTE 8 - STOCKHOLDERS’ EQUITY

 

The Company’s Certificate of Incorporation authorizes 250,000,000 shares of common stock and 1,500,000 shares of preferred stock, both with par value equal to $0.0001. As

of September 30, 2026, 454,295 shares of preferred stock were designated as Series C Preferred Stock. On August 5, 2026, the Company filed a Certificate of Elimination,

which eliminated the designation of 4,500 shares of Series B Preferred Stock and returned such shares to the status of authorized but unissued shares of undesignated preferred

stock. The remaining authorized preferred shares were undesignated and available for future issuance.
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Series B Preferred Stock Financing

 

On November 13, 2025 (“Initial Close”), the Company entered into a Securities Purchase Agreement with an institutional investor (the “Purchaser”) providing for a registered

direct offering and concurrent private placement (collectively, the “Offerings”) for aggregate financing of $4.0 million, with the right to purchase up to an additional $16.0

million under the facility. In connection with the Initial Close, the Company issued an aggregate of 4,000 shares of Series B Preferred Stock and warrants to purchase up to

880,000 shares of common stock.

 

On April 6, 2026, the Company completed an additional private placement with the Purchaser pursuant to the Securities Purchase Agreement, and issued 2,000 shares of Series

B Preferred Stock and warrants to purchase up to 8,727,273 shares of common stock for gross proceeds of $2.0 million. In connection with the closing, the Company amended

its Certificate of Designation to increase the stated value per share of all outstanding Series B Preferred Stock from $1,100 to $1,200 per share.

 

On July 1, 2026, in connection with the Cy Acquisition, the Company entered into an agreement with the Purchaser to extinguish all outstanding Series B Preferred Stock and

warrants held by the Purchaser. Pursuant to the agreement, the Company issued 3,229,276 shares of common stock and paid $250,000 in cash in exchange for the outstanding

1,233 shares of Series B Preferred Stock. The Company accounted for the exchange as an extinguishment of the Series B Preferred Stock and recognized a deemed dividend of

$204,539, representing the excess fair value of consideration transferred over the carrying amount of the preferred stock.

 

Additionally, the Company issued 7,183 shares of Series C Preferred Stock in exchange for the outstanding 10,037,366 warrants to purchase common stock held by the

Purchaser. The Company accounted for the exchange as an extinguishment of the existing warrants. The fair value of the Series C Convertible Preferred Stock issued

approximated the fair value of the warrants extinguished, and no incremental deemed dividend was recognized.

 

Following the settlement, no shares of Series B Preferred Stock or warrants held by the Purchaser remained outstanding.

 

Series C Preferred Stock PIPE Financing

 

On August 5, 2026, concurrent with the Cy Acquisition, Ensysce entered into a Securities Purchase Agreement with certain investors (the “PIPE Investors”), pursuant to which

Ensysce agreed to issue and sell an aggregate of 120,260 shares of Series C Preferred Stock for potential aggregate gross proceeds of approximately $43.0 million (the “PIPE

Financing”) in two tranches.

 

At the initial closing of the PIPE Financing on August 5, 2026 (the “Initial Closing”), Ensysce issued 66,811 shares of Series C Preferred Stock at a purchase price of $321.79

per share, or $0.32179 per share on an as-converted basis, resulting in gross proceeds of approximately $21.5 million.

 

Subject to achievement of a specified clinical trial milestone, Ensysce has agreed to issue an additional 53,449 shares of Series C Preferred Stock at a purchase price of $402.24

per share, or $0.40224 per share on an as-converted basis (the “Milestone Purchase Commitment”), which would provide additional gross proceeds of approximately $21.5

million (the “Milestone Closing”). The specified clinical milestone has not been achieved as of September 30, 2026.

 

The Company determined that the Milestone Purchase Commitment represents a freestanding financial instrument and evaluated its classification under ASC 480,

Distinguishing Liabilities from Equity (“ASC 480”), and ASC 815, Derivatives and Hedging (“ASC 815”). The Company concluded that the arrangement does not meet the

criteria for liability classification under ASC 480 and is indexed to the Company’s own stock and meets the requirements for equity classification under ASC 815-40.

Specifically, the arrangement provides for the issuance of a fixed number of shares of Series C Preferred Stock at a fixed purchase price upon achievement of the specified

clinical trial milestone and does not require net cash settlement. Accordingly, the Milestone Purchase Commitment is classified within stockholders’ equity and is not subject to

subsequent fair value remeasurement.
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Upon achievement of the same clinical trial milestone, Ensysce has also agreed to issue an additional 22,166 shares of Series C Preferred Stock at a purchase price of $402.24

per share, or $0.40224 per share on an as-converted basis (the “Cy Milestone Closing”), to certain former Cy equity holders that previously held convertible notes, which would

result in additional gross proceeds of approximately $8.9 million. As of September 30, 2026, the clinical milestone had not been achieved, and no amounts related to the

milestone closing arrangement were recognized in the accompanying condensed consolidated financial statements.

 

The Series C Preferred Stock has the following rights and privileges:

 

Voting – Holders of Series C Preferred Stock generally have no voting rights, except as required by Delaware law or the Certificate of Designation. However, the affirmative

vote or consent of holders of a majority of the outstanding Series C Preferred Stock is required for certain corporate actions, including (i) amendments that adversely affect the

rights, preferences or privileges of the Series C Preferred Stock; (ii) changes to the authorized or issued number of Series C Preferred shares; (iii) certain fundamental

transactions, mergers or consolidations, subject to specified conditions and exceptions; (iv) the authorization or issuance of securities senior to the Series C Preferred Stock

prior to obtaining stockholder approval; and (v) amendments or modifications to the Merger Agreement that could prevent, impede or materially delay stockholder approval or

the automatic conversion of the Series C Preferred Stock.

 

Dividends – Holders of the Series C Preferred Stock are entitled to participate in dividends declared on the Company’s common stock on an as-converted basis, without regard

to the beneficial ownership limitation. Accordingly, whenever the Company declares and pays a dividend on its common stock (other than a dividend payable in additional

shares of common stock), holders of the Series C Preferred Stock are entitled to receive an equivalent dividend in the same form and amount as if their preferred shares had

been converted into common stock immediately prior to the dividend declaration. The Company may not pay dividends on its common stock (other than stock dividends)

unless it simultaneously pays the corresponding dividend to holders of the Series C Preferred Stock.

 

Liquidation – The Series C Preferred Stock shall rank on parity with the Company’s common stock as to distributions of assets upon liquidation, dissolution or winding up of

the Corporation, whether voluntarily or involuntarily.

 

Conversion – Each share of Series C Preferred Stock will automatically convert into 1,000 shares of the Company’s common stock on the third business day following receipt

of stockholder approval in accordance with Nasdaq listing rules, subject to applicable beneficial ownership limitations. Any shares of Series C Preferred Stock that remain

outstanding following the automatic conversion due to beneficial ownership limitations may subsequently be converted at the holder’s election, subject to such limitations.

Holders have no optional conversion rights prior to obtaining stockholder approval.

 

Warrant Settlement

 

In connection with the Cy Acquisition, in September 2026, a warrant holder exercised its contractual right to receive cash consideration upon the occurrence of a fundamental

transaction. Pursuant to the applicable warrant agreements, the holder elected to settle warrants to purchase 516,813 shares of common stock for aggregate cash consideration

of $240,000. As of September 30, 2026, the settlement amount remained unpaid and was included in accrued expenses and other liabilities in the accompanying condensed

consolidated balance sheets. The warrants were extinguished upon the settlement election and were no longer outstanding as of September 30, 2026.
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Warrants

 

The following table provides a summary of outstanding warrants to purchase shares of common stock as of September 30, 2026:

 

Reference  

Shares Underlying

Outstanding

Warrants     Exercise Price     Description   Classification

(a)     254,307    $0.484     Related party warrants   Equity

(b)     752,112    $7.05     August 2024 Warrants   Equity

(c)     29,547    $23.51     2023 Notes Warrants   Equity

(d)     57,931    $54.56 - $41,400     Other Warrants   Equity & Liability

      1,093,897               

 

(a) On April 23, 2026, the Company issued 254,307 equity classified warrants in connection with the 2023 Notes conversions. The warrants have an exercise price of

$0.4840 per share and are immediately exercisable for shares of common stock and expire on April 23, 2028.

(b) On August 29, 2024, in connection with the 2024 Registered Direct Offering and 2024 August Warrant Inducement, the Company issued equity classified warrants to

purchase 1,964,666 shares to certain institutional investors and the placement agent. The warrants were issued in connection with the 2024 Registered Direct Offering

and the 2024 August Warrant Inducement. The 1,914,466 investor warrants have an exercise price of $7.05 per share. One-half of the warrants expired on May 21,

2026, and the other half expire on November 21, 2029.

(c) On October 25, 2023, and November 28, 2023, the Company issued warrants to purchase 83,714 shares and 167,428 shares, respectively. The warrants were

immediately exercisable with an exercise price of $23.51 per share and expire on October 25, 2028, and November 28, 2028, respectively.

(d) At various dates through September 30, 2023, the Company assumed or issued a total of 73,474 warrants to provide holders the right to purchase common stock at

exercise prices ranging from $54.56 - $41,400 per share. A total of 2,901 outstanding warrants (issued in connection with the 2021 and 2022 Notes) are liability-

classified due to certain cash settlement features embedded within the warrant agreements. The remaining warrants are equity classified. The warrants expire through

August 7, 2028.

 

 

NOTE 9 - STOCK-BASED COMPENSATION

 

The Company assumed the 2021 Omnibus Incentive Plan (“Plan”) in 2021. In January 2026, shareholders approved an increase of 600,000 shares available for future grant

under the Plan. In February 2026, the Company’s Board approved an annual increase of 228,749 shares available for future grant under the Plan, for a total of 845,919 shares in

the Plan.

 

The Company recognized within general and administrative expense stock-based compensation expense of $0 and $40,733 for the three and nine months ended September 30,

2026, and $30,298 and $103,431 for the three and nine months ended September 30, 2025.

 

The Company recognized within research and development expense stock-based compensation expense of $100,620 and $716,811 for the three and nine months ended

September 30, 2026, and $66,278 and $267,848 for the three and nine months ended September 30, 2025.
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Option Activity

 

The following table summarizes the Company’s stock option activity during the nine months ended September 30, 2026:

 

          Weighted average        

    Options     Exercise price    

Remaining

contractual life     Intrinsic value  

Outstanding at December 31, 2025     102,785    $ 191.13      8.62      - 

Granted     -      -      -      - 

Exercised     -      -      -      - 

Expired / Forfeited     (16,380)     704.49      -      - 

Outstanding at September 30, 2026     86,405    $ 93.81      7.56          - 

Exercisable at September 30, 2026     85,113      95.19      7.54      - 

Vested and expected to vest     86,405    $ 93.81      7.56      - 

 

Option Valuation

 

The fair value of each stock option is determined on their respective grant date(s) using the Black-Scholes option-pricing model. The material assumptions used in the Black-

Scholes model in estimating the fair value of the options granted are as follows:

 

  ● Expected stock-price volatility. The expected volatility is derived from the historical volatilities of comparable publicly traded companies within the Company’s

industry that the Company considers comparable to the Company’s business over a period approximately equal to the expected term.

     

  ● Expected term. The expected term represents the period that the stock-based awards are expected to be outstanding. The Company’s historical share option exercise

experience does not provide a reasonable basis upon which to estimate an expected term due to a lack of sufficient data. Therefore, the Company estimates the

expected term for employees by using the simplified method provided by the Securities and Exchange Commission. The simplified method calculates the expected

term as the average of the time-to-vesting and the contractual life of the options.

     

  ● Risk-free interest rate. The risk-free interest rate is based on the U.S. Treasury yield in effect at the time of grant for zero coupon U.S. Treasury notes with maturities

approximately equal to the expected term.

     

  ● Expected dividend yield. The expected dividend is assumed to be zero as the Company has never paid dividends and has no current plans to pay any dividends on the

Company’s common stock.

 

As of September 30, 2026, the Company had an aggregate of $1,598 of unrecognized share-based compensation cost, which is expected to be recognized over the weighted

average period of 1.60 years.

 

Restricted Stock Unit Activity

 

The following table summarizes the Company’s restricted stock unit activity during the nine months ended September 30, 2026:

 

   

Restricted Stock

Units    

Weighted

average

fair value  

Outstanding at December 31, 2025     -    $ - 

Granted     100,000      0.37 

Released     (100,000)     0.37 

Cancelled     -      - 

Outstanding at September 30, 2026     -    $ - 
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Shares Reserved for Future Issuance

 

The following shares of common stock are reserved for future issuance:

 

    September 30, 2026  

Awards outstanding under the Plan     86,405 

Awards available for future grant under the Plan     759,514 

Warrants outstanding     1,093,897 

Conversion of Series C preferred stock (see Note 8)     358,292,000 

Total shares of common stock reserved for future issuance     360,231,816 

 

The total number of shares of common stock potentially issuable upon exercise or conversion of outstanding equity instruments and pursuant to the Company’s equity incentive

plan exceeds the number of shares of common stock currently authorized for issuance. The issuance of additional shares of common stock is subject to applicable corporate and

stockholder approvals, as required.

 

NOTE 10 – ACQUISITION OF CY BIOPHARMA, INC.

 

On August 5, 2026 (the “Acquisition Date”), the Company completed the acquisition of Cy Biopharma, Inc., a privately held clinical-stage biotechnology company, pursuant to

an Agreement and Plan of Merger (“Merger Agreement”). Pursuant to the Merger Agreement, Cy became a wholly owned subsidiary of the Company through a series of

merger transactions (the “Cy Acquisition”). Cy is focused on the development of therapies for chronic pain. Its lead product candidate, for the treatment of Complex Regional

Pain Syndrome (CRPS) Type 1, has received Orphan Drug Designation from the U.S. Food and Drug Administration.

 

As consideration for the Cy Acquisition, the Company issued an aggregate of 282,122 shares of Series C Convertible Preferred Stock (the “Series C Preferred Stock”) to the

former equity holders of Cy. Each share of Series C Preferred Stock is convertible into 1,000 shares of the Company’s common stock, subject to the receipt of the requisite

stockholder approval and satisfaction of certain other conditions. Additional information regarding the terms and classification of the Series C Preferred Stock is included in

Note 8.

 

Accounting for the Acquisition

 

The Company determined that the acquired set of activities and assets did not meet the definition of a business and, accordingly, accounted for the Cy Acquisition as an asset

acquisition under ASC 805. The cost of the asset acquisition was determined based on the consideration transferred, including qualifying direct acquisition costs, and allocated

to the assets acquired and liabilities assumed based on their relative fair values, as applicable.

 

The Company determined that the acquired IPR&D had no alternative future use as of the Acquisition Date. Accordingly, the amount of acquisition cost allocated to IPR&D

was expensed immediately and included in Acquired in-process research and development expense in the accompanying consolidated statements of operations and

comprehensive loss for the three and nine months ended September 30, 2026.

 

The financial results of Cy have been included in the Company’s consolidated financial statements beginning on August 5, 2026. As the Acquisition was accounted for as an

asset acquisition, no goodwill was recognized, and no intangible asset was capitalized for the acquired IPR&D.
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Acquisition Consideration

 

The consideration transferred in the Cy Acquisition consisted of 282,122 shares of Series C Preferred Stock, representing an aggregate of 282,122,000 shares of common stock

on an as-converted basis. The Series C Preferred Stock is subject to certain conversion restrictions, including the requirement to obtain stockholder approval prior to

conversion, as further discussed in Note 8.

 

The fair value of the Series C Preferred Stock issued as consideration was determined based on the negotiated equity valuation of the Company in connection with the Cy

Acquisition and its fully diluted capitalization as of the acquisition date. The resulting implied common stock value was adjusted for the contractual conversion ratio and the

applicable terms and restrictions of the Series C Preferred Stock.

 

The Company determined the fair value of the equity consideration issued to be $90,784,038. In addition, the Company incurred qualifying direct acquisition costs of

$5,394,656, which were included in the cost of the acquired asset group. This amount includes $2,000,000 of legal fees incurred by Cy in connection with the Cy Acquisition

that were paid by the Company.

 

In connection with the Cy Acquisition, the Company assumed certain obligations of Cy, including accounts payable, accrued expenses, and other liabilities outstanding as of the

Acquisition Date.

 

The following table summarizes the total acquisition cost:

Fair value of purchase consideration   $ 90,784,038 

Liabilities assumed     583,829 

Direct transaction costs     5,394,656 

Total cost of assets acquired   $ 96,762,523 

 

In connection with the transaction, the Company agreed to grant an aggregate of 4,140,285 restricted stock units (“RSUs”) to certain former Cy shareholders, subject to future

service requirements. The RSUs represent compensation for post-acquisition services and are excluded from the acquisition consideration. The Company will account for the

awards as stock-based compensation under ASC 718, with the related expense recognized over the applicable requisite service periods. As of September 30, 2026, the RSUs

had not been granted.

 

Subject to the receipt of requisite stockholder approval of the conversion of the shares of Series C Preferred Stock issued in the Cy Acquisition into shares of Ensysce’s

common stock, each share of Series C Preferred Stock will automatically convert into 1,000 shares of common stock, subject to certain beneficial ownership limitations

established by each holder. As a result of the Cy Acquisition, equity holders of Ensysce immediately prior to the transaction owned approximately 7.6% of Ensysce’s common

stock, equity holders of Cy immediately prior to the acquisition owned approximately 74.7% of Ensysce’s common stock and the investors in the PIPE Financing owned

approximately 17.7% of Ensysce’s common stock, in each case calculated on a fully-diluted, as-converted-basis (and without giving effect to any beneficial ownership

limitations).

 

Allocation of Acquisition Cost

 

The Company allocated the acquisition cost to the identifiable assets acquired on a relative fair value basis, after recognizing monetary assets and liabilities in accordance with

the applicable accounting guidance.
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The following table summarizes the allocation of acquisition cost to the assets acquired and liabilities assumed as of the Acquisition Date:

Cash and cash equivalents acquired   $ 16,798,739 

Prepaid expenses and other current assets acquired     56,561 

Acquired in-process research and development (IPR&D)     79,907,223 

Total cost of assets acquired   $ 96,762,523 

 

The acquired IPR&D primarily relates to CY200, an investigational product candidate under development for the treatment of Complex Regional Pain Syndrome. As of the

Acquisition Date, CY200 had not received regulatory approval for commercial sale, and the Company determined that the acquired IPR&D had no alternative future use.

Accordingly, $79,907,223 of acquisition cost allocated to IPR&D was recognized as Acquired in-process research and development expense during the three and nine months

ended September 30, 2026.

 

NOTE 11 – RELATED PARTY

 

On April 23, 2026, the Company amended its remaining outstanding senior secured convertible promissory note payable to a board member to provide that the notes were

converted into an aggregate of 508,614 unregistered shares of common stock and unregistered warrants to purchase up to 254,307 unregistered shares of common stock at an

exercise price of $0.4840 per share, immediately exercisable and terminating two years after the issuance date.

 

In connection with the Cy Acquisition, the Company issued 154,821 shares of Series C Preferred Stock to an affiliate of James Morrison, who was appointed President and a

member of the Company's Board of Directors upon consummation of the Cy Acquisition. The shares were issued as part of the purchase consideration transferred and had an

aggregate fair value of approximately $49.8 million at the acquisition date.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

 

The following discussion and analysis provide information which our management believes is relevant to an assessment and understanding of our consolidated results of

operations and financial condition. You should read the following discussion and analysis of our financial condition and results of operations together with our consolidated

financial statements and notes thereto included elsewhere in this report. In addition to historical financial information, this discussion contains forward-looking statements

based upon our current expectations that involve risks and uncertainties. Our actual results could differ materially from those anticipated in these forward-looking statements

as a result of various factors, including those set forth in the section within Part II-Other Information - titled “Item 1A. Risk Factors.”

 

References in the following discussion to “we”, “us”, “our” and the “Company” refer to Ensysce Biosciences, Inc. and its consolidated subsidiaries following the Cy

Acquisition.

 

Overview

 

Ensysce is a clinical stage biotechnology company focused on developing innovative neuroplastogenic therapies beyond mood disorders, with an initial focus on Complex

Regional Pain Syndrome ("CRPS"), using its proprietary technology platforms to develop safer prescription drugs. The Company's lead development program is CY200, a

psilocybin-predominant botanical extract for the treatment of chronic pain conditions, including CRPS. In September 2026, the Company submitted protocol CYBIO 001 in the

UK for combined MHRA and research ethics committee reviews of this Phase 2a study of CY200, whose active ingredient has received FDA Orphan Drug Designation. The

Company intends to provide further information to MHRA in support of its protocol CYBIO 001.

 

In addition to our neuroplastogenic pipeline, we continue to develop our innovative solutions for severe pain relief while reducing the fear of and the potential for opioid

misuse, abuse and overdose. Our product candidate, PF614, is an extended release TAAP prodrug of oxycodone. TAAP modification of prescription drugs removes the ability

to crush, chew or manipulate and inject to achieve the effect of the medication more quickly than by swallowing. MPAR
®

 adds a layer of overdose protection to each TAAP

product.

 

Since our inception, we have devoted substantially all of our efforts and financial resources to organizing and staffing our company, business planning, raising capital,

discovering product candidates and securing related intellectual property rights and conducting research and development activities for our product candidates. We do not have

any products approved for sale and we have not generated any revenue from product sales. We may never be able to develop or commercialize a marketable product.

 

Our lead product candidate, CY200, is being advanced toward Phase 2 clinical development. PF614, is in Phase 3 clinical development, PF614-MPAR is in Phase 1b clinical

development and nafamostat has completed Phase 1 clinical development. Our other product candidates and our research initiatives are in preclinical or earlier stages of

development. Our ability to generate revenue from product sales sufficient to achieve profitability will depend heavily on the successful development and eventual

commercialization of one or more of our product candidates. We have not yet successfully completed any pivotal clinical trials, nor have we obtained any regulatory approvals,

manufactured a commercial-scale drug, or conducted sales and marketing activities.

 

We have incurred significant operating losses since inception, and we expect to continue to incur net losses for the foreseeable future. We expect that our expenses and capital

requirements will increase substantially in connection with our ongoing development activities, particularly if and as we:

 

  ● continue preclinical studies and continue existing and initiate new clinical trials for PF614, PF614-MPAR and nafamostat, our product candidates being tested for

chronic pain;

     

  ● advance the development of our product candidate pipeline of other product candidates, including through business development efforts to invest in or in-license other

technologies or product candidates;

     

  ● maintain, expand and protect our intellectual property portfolio;

     

  ● hire additional clinical, quality control, medical, scientific and other technical personnel to support our clinical operations;

     

  ● seek regulatory approval for any product candidates that successfully complete clinical trials;

     

  ● undertake any pre-commercialization activities to establish sales, marketing and distribution capabilities for any product candidates for which we may receive

regulatory approval;

     

  ● expand our infrastructure and facilities to accommodate our growing employee base; and

     

  ● add operational, financial and management information systems and personnel, including personnel to support our research and development programs, any future

commercialization efforts and our transition to operating as a public company.
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We have incurred and expect to continue to incur additional costs associated with operating as a public company, including significant legal, accounting, insurance, investor

relations and other expenses. We may never become profitable.

 

We require substantial additional funding to support our continuing operations and pursue our growth strategy. Until we can generate significant revenue from product sales, if

ever, we expect to finance our operations through a combination of private and public equity offerings, debt financings or other capital sources, which may include

collaborations with other companies or other strategic transactions, including a product development and manufacturing collaboration that we entered into previously. To the

extent that we raise additional capital through the sale of private or public equity or convertible debt securities, existing ownership interests will be diluted, and the terms of

these securities may include liquidation or other preferences that adversely affect the rights of our equity holders.

 

Debt financing and equity financing, if available, may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as incurring

additional debt, issuing additional equity, making acquisitions or capital expenditures or declaring dividends. If we raise additional funds through collaborations or other

strategic transactions with third parties, we may have to relinquish valuable rights to our technologies, future revenue streams, research programs or drug candidates, or grant

licenses on terms that may not be favorable to us and our stockholders may suffer significant dilution in any such transaction. We may be unable to raise additional funds or

enter into such other agreements or arrangements when needed on favorable terms, or at all. If we fail to raise capital or enter into such agreements as and when needed, we

may have to significantly delay, scale back or discontinue the development and commercialization of one or more of our product candidates or delay our pursuit of potential in-

licenses or acquisitions.

 

Because of the numerous risks and uncertainties associated with product development, we are unable to predict the timing or amount of increased expenses or when or if we

will be able to achieve or maintain profitability. Even if we can generate product sales, we may not become profitable. If we fail to become profitable or are unable to sustain

profitability on a continuing basis, we may be unable to continue our operations at planned levels and be forced to reduce or terminate our operations.

 

We have generated limited revenues and have incurred significant operating losses since our inception and expect to continue to incur operating losses for the foreseeable

future. These factors raise substantial doubt about our ability to continue as a going concern. Our future viability is dependent on our ability to raise additional capital to finance

our operations. We based this estimate on assumptions that may prove to be wrong, and we could exhaust our available capital resources sooner than we expect. See “—

Liquidity and Capital Resources.” Our future viability beyond the twelve months is dependent on our ability to raise additional capital to finance our operations.

 

We expect to incur substantial expenses in the foreseeable future for the development and potential commercialization of our product candidates and ongoing internal research

and development programs. At this time, we cannot reasonably estimate the nature, timing or aggregate amount of costs for our development, potential commercialization, and

internal research and development programs. However, in order to complete our current and future preclinical studies and clinical trials, and to complete the process of

obtaining regulatory approval for our product candidates, as well as to build the sales, marketing and distribution infrastructure that we believe will be necessary to

commercialize our product candidates, if approved, we may require substantial additional funding in the future.

 

Cy Biopharma Inc. Acquisition

 

On August 5, 2026, Ensysce Biosciences, Inc. (“Ensysce” or the “Company”) acquired Cy Biopharma, Inc., pursuant to the terms of an Agreement and Plan of Merger, dated

August 5, 2026 (the “Merger Agreement”), by and among Ensysce, PHRMA Merger Sub I, Inc. (“First Sub”), PHRMA Merger Sub II, LLC (“Second Sub”), and Cy

Biopharma, Inc.
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Pursuant to the Merger Agreement, First Sub merged with and into Cy Biopharma, Inc., with Cy Biopharma, Inc. surviving the merger as a wholly owned subsidiary of Ensysce

(the “First Merger”). Immediately following the First Merger, Cy Biopharma, Inc. merged with and into Second Sub, with Second Sub surviving as a wholly owned subsidiary

of Ensysce (the “Second Merger,” and together with the First Merger, the “Merger”). The surviving entity was subsequently renamed Cy Biopharma, LLC (“Cy”) and remains a

wholly owned subsidiary of Ensysce.

 

At the closing of the Merger on August 5, 2026 (the “Closing”), Ensysce issued to the former equity holders of Cy an aggregate of 282,122 shares of Ensysce Series C Non-

Voting Convertible Preferred Stock (the “Series C Preferred Stock”) in exchange for the outstanding shares of Cy capital stock immediately prior to the First Merger.

 

Each share of Series C Preferred Stock is convertible into 1,000 shares of Ensysce common stock following receipt of the requisite stockholder approval, subject to certain

beneficial ownership limitations and the terms and limitations set forth in the Series C Certificate of Designation.

 

Series B Preferred Stock Financing

 

On November 13, 2025 (“Initial Close”), the Company entered into a Securities Purchase Agreement with an institutional investor (the “Purchaser”) providing for a registered

direct offering and concurrent private placement (collectively, the “Offerings”) for aggregate financing of $4.0 million, with the right to purchase up to an additional $16.0

million under the facility. In connection with the Initial Close, the Company issued an aggregate of 4,000 shares of Series B Preferred Stock and warrants to purchase up to

880,000 shares of common stock.

 

On April 6, 2026, the Company completed an additional private placement with the Purchaser pursuant to the Securities Purchase Agreement and issued 2,000 shares of Series

B Preferred Stock and warrants to purchase up to 8,727,273 shares of common stock for gross proceeds of $2.0 million. In connection with the closing, the Company amended

its Certificate of Designation to increase the stated value per share of all outstanding Series B Preferred Stock from $1,100 to $1,200 per share.

 

On August 5, 2026, in connection with the Cy Acquisition, the Company entered into an agreement with the Purchaser to extinguish all outstanding Series B Preferred Stock

and warrants held by the Purchaser. Pursuant to the agreement, the Company issued 3,229,276 shares of common stock and paid $250,000 in cash in exchange for the

outstanding 1,233 shares of Series B Preferred Stock. The Company accounted for the exchange as an extinguishment of the Series B Preferred Stock and recognized a deemed

dividend of $204,539, representing the excess fair value of consideration transferred over the carrying amount of the preferred stock.

 

Additionally, the Company issued 7,183 shares of Series C Preferred Stock in exchange for the outstanding 10,037,366 warrants to purchase common stock held by the

Purchaser. The Company accounted for the exchange as an extinguishment of the existing warrants. The fair value of the Series C Convertible Preferred Stock issued

approximated the fair value of the warrants extinguished, and no incremental deemed dividend was recognized.

 

Following the settlement, no shares of Series B Preferred Stock or warrants held by the Purchaser remained outstanding as of September 30, 2026.

 

Series C Preferred Stock PIPE Financing

 

On August 5, 2026, concurrently with the Cy Acquisition, Ensysce entered into a Securities Purchase Agreement with certain investors (the “PIPE Investors”), pursuant to

which Ensysce agreed to issue and sell an aggregate of 120,260 shares of Series C Preferred Stock for potential aggregate gross proceeds of approximately $43.0 million (the

“PIPE Financing”) in two tranches.

 

At the initial closing of the PIPE Financing on August 5, 2026 (the “Initial Closing”), Ensysce issued 66,811 shares of Series C Preferred Stock at a purchase price of $321.79

per share, or $0.32179 per share on an as-converted basis, resulting in gross proceeds of approximately $21.5 million.

 

Subject to achievement of a specified clinical trial milestone, Ensysce has agreed to issue an additional 53,449 shares of Series C Preferred Stock at a purchase price of $402.24

per share, or $0.40224 per share on an as-converted basis (the “Milestone Closing”), which would provide additional gross proceeds of approximately $21.5 million. The

Company determined that the milestone closing arrangement represents a freestanding financial instrument that qualifies for equity classification.

 

23



 

 

Upon achievement of the same clinical trial milestone, Ensysce has also agreed to issue an additional 22,166 shares of Series C Preferred Stock at a purchase price of $402.24

per share, or $0.40224 per share on an as-converted basis (the “Cy Milestone Closing”), to certain former Cy equity holders that previously held convertible notes, which would

result in additional gross proceeds of approximately $8.9 million. As of September 30, 2026, the clinical milestone had not been achieved, and no amounts related to the

milestone closing arrangement were recognized in the accompanying condensed consolidated financial statements.

 

Components of Our Operating Results

 

Revenue

 

We have generated limited revenue since our inception and we do not expect to generate any revenue from the sale of products in the near future, if at all. If our development

efforts are successful and we commercialize our products, or if we enter into collaboration or license agreements with third parties, we may generate revenue in the future from

product sales, as well as upfront, milestone and royalty payments from such collaboration or license agreements, or a combination thereof.

 

We have received funding under federal grants from the NIH through NIDA. In September 2018 and August 2024, we were awarded a research and development MPAR Grant.

In September 2019, we were awarded a second research and development OUD grant related to the development of our TAAP/MPAR® abuse deterrent technology. Grant funds

are awarded annually through a Notice of Award which contains certain terms and conditions including, but not limited to, complying with the grant program legislation,

regulation and policy requirements, complying with conditions on expenditures of funds with respect to other applicable statutory requirements such as the federal

appropriations acts, periodic reporting requirements, and budget requirements.

 

Operating Expenses

 

Research and Development Expenses

 

Research and development expenses consist primarily of costs incurred for research activities, including drug discovery efforts and the development of our product candidates.

We expense research and development costs as incurred, which include:

 

  ● expenses incurred to conduct the necessary preclinical studies and clinical trials required to obtain regulatory approval;

     

  ● expenses incurred under agreements with CROs that are primarily engaged in the oversight and conduct of our drug discovery efforts and preclinical studies, clinical

trials and CMOs that are primarily engaged to provide preclinical and clinical drug substance and product for our research and development programs;

     

  ● other costs related to acquiring and manufacturing materials in connection with our drug discovery efforts and preclinical studies and clinical trial materials, including

manufacturing validation batches, as well as investigative sites and consultants that conduct our clinical trials, preclinical studies and other scientific development

services;

     

  ● payments made in cash or equity securities under third-party licensing, acquisition and option agreements;

     

  ● acquired in-process research and development without alternative future use;

     

  ● costs related to compliance with regulatory requirements; and

     

  ● allocated facilities-related costs, depreciation and other expenses, which include rent and utilities.
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We recognize external development costs as incurred. Any advance payments that we make for goods or services to be received in the future for use in research and

development activities are recorded as prepaid expenses. Such amounts are expensed as the related goods are delivered or the related services are performed, or until it is no

longer expected that the goods will be delivered or the services rendered. We estimate and accrue for the value of goods and services received from CROs and other third

parties each reporting period based on an evaluation of the progress to completion of specific tasks using information provided to us by our service providers. This process

involves reviewing open contracts and purchase orders, communicating with our personnel to identify services that have been performed on our behalf and estimating the level

of service performed and the associated cost incurred for the service when we have not yet been invoiced or otherwise notified of actual costs.

 

We do not track our research and development expenses on a program-by-program basis. Our direct external research and development expenses consist primarily of external

costs, such as fees paid to outside consultants, CROs, CMOs and research laboratories in connection with our preclinical development, process development, manufacturing

and clinical development activities. We do not allocate employee costs, costs associated with our discovery efforts, laboratory supplies, and facilities, including depreciation or

other indirect costs, to specific programs because these costs are deployed across multiple programs and, as such, are not separately classified. We use internal resources

primarily to conduct our research and development as well as to manage our preclinical development, process development, manufacturing and clinical development activities.

These employees work across multiple programs and, therefore, we do not track our costs by program and cannot state precisely the total costs incurred for each of our clinical

and preclinical programs on a project-by-project basis.

 

Research and development activities are central to our business model. Product candidates in later stages of clinical development generally have higher development costs than

those in earlier stages of clinical development, primarily due to the increased size and duration of later-stage clinical trials. As a result, we expect that our research and

development expenses will remain elevated as we continue our existing, and commence additional, planned clinical trials for CY200, PF614 and PF614-MPAR
®

, as well as

conduct other preclinical and clinical development, including submitting regulatory filings for our other product candidates, subject to our ability to obtain financing. We also

expect our related personnel costs to increase and, as a result, we expect our research and development expenses, including costs associated with stock-based compensation, to

remain elevated. In addition, we may incur additional expenses related to milestone and royalty payments payable to third parties with whom we may enter into license,

acquisition and option agreements to acquire the rights to future product candidates.

 

At this time, we cannot reasonably estimate or know the nature, timing and costs of the efforts that will be necessary to complete the preclinical and clinical development of any

of our product candidates or when, if ever, material net cash inflows may commence from any of our product candidates. The successful development and commercialization of

our product candidates are highly uncertain. This uncertainty is due to the numerous risks and uncertainties associated with product development and commercialization,

including the uncertainty of the following:

 

  ● the scope, progress, outcome and costs of our preclinical development activities, clinical trials and other research and development activities;

     

  ● establishing an appropriate safety and efficacy profile with investigational new drug (“IND”) enabling studies;

     

  ● successful patient enrollment in and the initiation and completion of clinical trials;

     

  ● the timing, receipt and terms of any marketing approvals from applicable regulatory authorities including the FDA and non-U.S. regulators;

     

  ● the extent of any required post-marketing approval commitments to applicable regulatory authorities;

     

  ● establishing clinical and commercial manufacturing capabilities or making arrangements with third-party manufacturers in order to ensure that we or our third-party

manufacturers are able to make product successfully;
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  ● development and timely delivery of clinical-grade and commercial-grade drug formulations that can be used in our clinical trials and for commercial launch;

     

  ● obtaining, maintaining, defending and enforcing patent claims and other intellectual property rights;

     

  ● significant and changing government regulation;

     

  ● launching commercial sales of our product candidates, if and when approved, whether alone or in collaboration with others; and

     

  ● maintaining a continued acceptable safety profile of our product candidates following approval, if any, of our product candidates.

 

Any changes in the outcome of any of these variables with respect to the development of our product candidates in preclinical and clinical development could mean a

significant change in the costs and timing associated with the development of these product candidates. For example, if the FDA or another regulatory authority were to delay

our planned start of clinical trials or require us to conduct clinical trials or other testing beyond those that we currently expect or if we experience significant delays in

enrollment in any of our planned clinical trials, we could be required to expend significant additional financial resources and time on the completion of clinical development of

that product candidate.

 

General and Administrative Expenses

 

General and administrative expenses consist primarily of employee-related expenses, including salaries and related benefits, travel and stock-based compensation for personnel

in executive, business development, finance, human resources, legal, information technology, and administrative functions. General and administrative expenses also include

direct and allocated facility-related costs as well as insurance costs and professional fees for legal, patent, consulting, investor and public relations, accounting and audit

services. We expense general and administrative costs as incurred.

 

We anticipate that our general and administrative expenses will increase in the future as we increase our headcount to support the continued development of our product

candidates, subject to our ability to obtain financing. We also anticipate that we will continue to incur significant accounting, audit, legal, regulatory, compliance and director

and officer insurance costs as well as investor and public relations expenses. Additionally, if we believe a regulatory approval of a product candidate appears likely, we

anticipate an increase in payroll and other employee-related expenses as a result of our preparation for commercial operations, especially as it relates to the sales and marketing

of that product candidate.

 

Other Income (Expense)

 

Change in fair value of liability classified warrants

 

We use a Black-Scholes option pricing model to estimate the fair value of the warrants. Changes in the fair value of the warrants are recognized through earnings for each

reporting period.

 

Interest Expense

 

Interest expense consists of interest accrued on our financed directors’ and officers’ insurance, and interest from the 2023 Notes based on the stated interest rate. In addition, the

2023 Notes reflects amortization of the debt discount from the original issuance and a discount associated with the warrant issuances and amortization of the associated debt

issuance costs that are all recorded as interest expense.

 

Foreign exchange gain (loss), net

 

Foreign exchange gain (loss) relates to foreign currency transaction gains and losses incurred through foreign subsidiaries with a functional currency other than the US Dollar.

 

Provision for Income Taxes

 

We have not recorded any significant amounts related to income tax expense, we have not recognized any reserves related to uncertain tax positions, nor have we recorded any

income tax benefits for the majority of our net losses we have incurred to date or for our research and development tax credits.

 

We account for income taxes using the asset and liability method, which requires the recognition of deferred tax assets and liabilities for the expected future tax consequences

of events that have been included in the financial statements or our tax returns. Deferred tax assets and liabilities are determined based on the difference between the financial

statement carrying amounts and tax bases of existing assets and liabilities and for loss and credit carryforwards, which are measured using the enacted tax rates and laws in

effect in the years in which the differences are expected to reverse. The realization of our deferred tax assets is dependent upon the generation of future taxable income, the

amount and timing of which are uncertain. Valuation allowances are provided, if, based upon the weight of available evidence, it is more likely than not that some or all of the

deferred tax assets will not be realized. As of September 30, 2026, and December 31, 2025, we continue to maintain a full valuation allowance against all of our deferred tax

assets based on our evaluation of all available evidence.

 

We file income tax returns in the United States federal tax jurisdiction and state jurisdictions and may become subject to income tax audit and adjustments by related tax

authorities. Our tax return period for United States federal income taxes for the tax years since 2022 remain open to examination under the statute of limitations by the Internal

Revenue Service and state jurisdictions. We record reserves for potential tax payments to various tax authorities related to uncertain tax positions, if any. The nature of uncertain

tax positions is subject to significant judgment by management and subject to change, which may be substantial. These reserves are based on a determination of whether and

how much a tax benefit taken by us in our tax filings or whether our position is more likely than not to be realized following the resolution of any potential contingencies

related to the tax benefit. We develop our assessment of uncertain tax positions, and the associated cumulative probabilities, using internal expertise and assistance from third-

party experts. As additional information becomes available, estimates are revised and refined. Differences between estimates and final settlement may occur resulting in

additional tax expense. Potential interest and penalties associated with such uncertain tax positions are recorded as a component of our provision for income taxes. There have

been no material changes in the Company’s unrecognized tax benefits related to uncertain tax positions since December 31, 2025.
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Results of Operations

 

Comparison of the Three Months Ended September 30, 2026 and 2025:

 

    Three Months Ended September 30,        

    2026     2025     Change  

Federal grants   $ 2,181,632    $ 493,104    $ 1,688,528 

Operating expenses:                     

Research and development     3,175,848      2,954,909      220,939 

General and administrative     1,594,722      1,279,290      315,432 

Acquired in-process research and development     79,907,223      —      79,907,223 

Total operating expenses     84,677,793      4,234,199      80,443,594 

Loss from operations     (82,496,161)     (3,741,095)     (78,755,066)

Other income (expense):                     

Change in fair value of liability classified warrants     —      998      (998)

Interest expense, net     (3,147)     (6,369)     3,222 

Foreign exchange gain (loss), net     316,713      —      316,713 

Other income and expense, net     69,012      17,338      51,674 

Total other income (expenses), net     382,578      11,967      370,611 

Net loss   $ (82,113,583)   $ (3,729,128)   $ (78,384,455)

Net loss attributable to noncontrolling interests     —      —      — 

Deemed dividend related to settlement of equity instruments     204,539      —      204,539 

Net loss attributable to common stockholders   $ (82,318,122)   $ (3,729,128)   $ (78,588,994)

Other comprehensive income (loss):                     

Foreign currency translation adjustments, net of tax     (236,991)     —      (236,991)

Total comprehensive income (loss), net   $ (82,555,113)   $ (3,729,128)   $ (78,825,985)

 

Federal Grants

 

Revenue from federal grants totaled $2.2 million for the three months ended September 30, 2026, compared to $0.5 million for the three months ended September 30, 2025,

respectively. This $1.7 million increase is primarily due to the timing of research activities eligible for funding under the MPAR grant.

 

Research and Development Expenses

 

Research and development expenses were $3.2 million for the three months ended September 30, 2026, compared to $3.0 million for the three months ended September 30,

2025, representing an increase of $0.2 million. The change is driven by incremental research and development costs from the Cy Biopharma acquisition. We expect future

research and development expenses to fluctuate with activity under the Phase 2 clinical trial for CY200 and Phase 3 clinical trial for PF614, with such timing dependent upon

our ability to raise capital sufficient to fund these expenses.

 

General and Administrative Expenses

 

General and administrative expenses were $1.6 million for the three months ended September 30, 2026 and $1.3 million for the three months ended September 30, 2025,

representing an increase of $0.3 million. We expect future general and administrative expenses to approximate current levels.

 

Acquired In-Process Research and Development Expenses

 

The $79.9 million expense in 2026 was primarily related to the acquisition of in-process research and development from Cy during August 2026.

 

Other Income and Expense

 

Other income and expense for the three months ended September 30, 2026, consisted primarily of foreign exchange gains from Ensysce’s foreign subsidiaries from the Cy

Acquisition.
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Results of Operations

 

Comparison of the nine months ended September 30, 2026 and 2025:

 

    Nine Months Ended September 30,        

    2026     2025     Change  

Federal grants   $ 4,306,945    $ 3,184,314    $ 1,122,631 

Operating expenses:                     

Research and development     8,994,480      6,763,866      2,230,614 

General and administrative     4,040,022      3,879,569      160,453 

Acquired in-process research and development     79,907,223      —      79,907,223 

Total operating expenses     92,941,725      10,643,435      82,298,290 

Loss from operations     (88,634,780)     (7,459,121)     (81,175,659)

Other income (expense):                     

Change in fair value of liability classified warrants     —      10,061      (10,061)

Interest expense, net     (7,390)     (13,385)     5,995 

Foreign exchange gain (loss), net     316,713      —      316,713 

Other income and expense, net     84,584      54,227      30,357 

Total other income (expenses), net     393,907      50,903      343,004 

Net loss   $ (88,240,873)   $ (7,408,218)   $ (80,832,655)

Net loss attributable to noncontrolling interests     (166)     (166)     — 

Deemed dividend related to settlement of equity instruments     204,539      —      204,539 

Net loss attributable to common stockholders   $ (88,445,246)   $ (7,408,052)   $ (81,037,194)

Other comprehensive income (loss):                     

Foreign currency translation adjustments, net of tax     (236,991)     —      (236,991)

Total comprehensive income (loss), net   $ (88,682,237)   $ (7,408,052)   $ (81,274,185)

 

Federal grant funding

 

Funding from federal grants for the nine months ended September 30, 2026 and 2025 totaled $4.3 million and $3.2 million, respectively. The increase of approximately $1.1

million is primarily due to the timing of research activities eligible for funding under the MPAR grant.

 

Research and development expenses

 

Research and development expenses for the nine months ended September 30, 2026, and 2025 were $9.0 million and $6.8 million, respectively, representing an increase of $2.2

million. The change is driven by external research and development costs related to increased clinical activity for PF614.

 

General and administrative expenses

 

General and administrative expenses for the nine months ended September 30, 2026, and 2025 were $4.0 million and $3.9 million, respectively, representing an increase of $0.2

million.

 

Acquired In-Process Research and Development Expenses

 

The $79.9 million expense in 2026 was primarily related to the acquisition of in-process research and development from Cy during August 2026.
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Other income and expense

 

Other income and expense for the nine months ended September 30, 2026 consisted primarily of foreign exchange gains from Ensysce’s foreign subsidiaries from the Cy

Acquisition.

 

Liquidity and Capital Resources

 

Sources of Liquidity and Capital

 

As of September 30, 2026, we had $29.7 million of cash and cash equivalents. In August 2026, we acquired Cy Biopharma, Inc. and completed a private placement financing

which provided gross aggregate cash of approximately $21.5 million. Since inception, we have generated limited revenues and have incurred significant operating losses and

negative cash flows from our operations, and we anticipate that we will continue to incur losses for at least the foreseeable future. We have not yet commercialized any of our

product candidates and we do not expect to generate revenue from sales of any product candidate for several years, if at all.

 

We have funded our operations to date primarily with proceeds from the sale of common and preferred equity, exercise of warrants for common equity, funding under federal

research grants and borrowings under convertible promissory notes. To fund future operations, we will need to raise additional capital. The amount and timing of future funding

requirements will depend on many factors, including the timing and results of our ongoing research and development efforts and related general and administrative support. We

anticipate that we will fund our operations through public or private equity or debt financings or other sources, such as potential collaboration agreements. We cannot make

assurances that anticipated additional financing will be available to us on favorable terms, if at all.

 

The remaining funding under the MPAR federal research grant totaled $2.7 million at September 30, 2026, and is expected to be utilized by May 31, 2027. Pursuant to the

terms and conditions, we are required to submit progress reports to NIDA on an annual basis and a final research performance progress report within 120 days of the

performance period end date.

 

Going Concern

 

We have generated limited revenues and have incurred significant operating losses since our inception. We expect to continue to incur significant expenses and operating losses

for the foreseeable future. Without capital raised through financing transactions, existing cash resources are sufficient to allow us to fund current planned operations into the

second half of 2027, which raises substantial doubt about our ability to continue as a going concern.

 

Cash Flows for the nine months ended September 30, 2026 and 2025

 

The following table summarizes our cash flows for each of the periods presented:

 

    Nine Months Ended September 30,  

    2026     2025  

Net cash used in operating activities   $ (6,859,977)   $ (6,280,459)

Net cash flows provided by (used in) investing activities     11,392,335      (123,643)

Net cash provided by financing activities     21,065,072      4,575,243 

Effect of exchange rate changes on cash and cash equivalents     (236,991)     - 

Net increase (decrease) in cash and cash equivalents   $ 25,360,439    $ (1,828,859)
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Operating Activities

 

During the nine months ended September 30, 2026 and 2025, we used cash in operating activities of $6.9 million and $6.3 million, respectively. The increase primarily resulted

from the timing of vendor invoicing and payments, particularly related to the Phase 3 clinical trial for PF614.

 

Investing Activities

 

During the nine months ended September 30, 2026, we had net cash inflows related to investing activities of $11.4 million, primarily related to $16.8 million of cash acquired

from Cy, offset by $5.4 million of acquisition related costs. During the nine months ended September 30, 2025, we had net cash outflows related to investing activities of $0.1

million, primarily related to purchases of property and equipment.

 

Financing Activities

 

During the nine months ended September 30, 2026, net cash provided by financing activities was $21.1 million, primarily from $19.6 million of net proceeds from the PIPE

Financing and $1.9 million of net proceeds from the Series B Preferred Stock financing.

 

During the nine months ended September 30, 2025, net cash provided by financing activities was $4.6 million, primarily consisting of net proceeds from warrant inducements,

a public offering of common stock and warrant exercise.

 

Funding Requirements

 

Our primary use of cash is to fund operating expenses, primarily related to our research and development activities. Cash used to fund operating expenses is impacted by the

timing of when we pay these expenses, as reflected in the change in our outstanding accounts payable, accrued expenses and prepaid expenses.

 

We expect our expenses, excluding non-cash expenses to recognize the fair value of warrants and convertible notes, to remain elevated in connection with our ongoing

activities, particularly as we advance the preclinical activities and clinical trials of our product candidates. In addition, we have incurred, and will continue to incur, additional

costs associated with operating as a public company, including significant legal, accounting, insurance, investor relations and other expenses. The timing and amount of our

operating expenditures will depend largely on our ability to:

 

  ● advance preclinical development of our early-stage programs and clinical trials of our product candidates;

     

  ● manufacture, or have manufactured on our behalf, our preclinical and clinical drug material and develop processes for late stage and commercial manufacturing;

     

  ● seek regulatory approvals for any product candidates that successfully complete clinical trials;

     

  ● establish a sales, marketing, medical affairs and distribution infrastructure to commercialize any product candidates for which we may obtain marketing approval and

intend to commercialize on our own;

     

  ● hire additional clinical, quality control and scientific personnel;

     

  ● expand our operational, financial and management systems and increase personnel, including personnel to support our clinical development, manufacturing and

commercialization efforts and our operations as a public company;

     

  ● obtain, maintain, expand and protect our intellectual property portfolio;

     

  ● manage the costs of preparing, filing and prosecuting patent applications, maintaining and protecting our intellectual property rights, including enforcing and

defending intellectual property related claims; and

     

  ● manage the costs of operating as a public company.
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Commitments

 

Our commitments as of September 30, 2026, included an estimated $13.3 million related to open purchase orders and contractual obligations that occurred in the ordinary

course of business, including commitments with contract research organizations for multi-year pre-clinical and clinical research studies. Although open purchase orders are

considered enforceable and legally binding, the terms generally allow us the option to cancel, reschedule, and adjust requirements based on our business needs prior to the

delivery of goods or the performance of services.

 

Working Capital

 

Because of the numerous risks and uncertainties associated with research, development and commercialization of biologic product candidates, we are unable to estimate the

exact amount of our working capital requirements. Our future funding requirements will depend on and could increase significantly as a result of many factors, including:

 

  ● the scope, progress, results and costs of researching and developing our product candidates, and conducting preclinical and clinical trials;

     

  ● the costs, timing and outcome of regulatory review of our product candidates;

     

  ● the costs, timing and ability to manufacture our product candidates to supply our clinical and preclinical development efforts and our clinical trials;

     

  ● the costs of future activities, including product sales, medical affairs, marketing, manufacturing and distribution, for any of our product candidates for which we

receive marketing approval;

     

  ● the costs of manufacturing commercial-grade product and necessary inventory to support commercial launch;

 

  ● the ability to receive additional non-dilutive funding, including grants from organizations and foundations;

     

  ● the revenue, if any, received from commercial sale of our products, should any of our product candidates receive marketing approval;

     

  ● the costs of preparing, filing and prosecuting patent applications, obtaining, maintaining, expanding and enforcing our intellectual property rights and defending

intellectual property-related claims;

     

  ● our ability to establish and maintain collaborations on favorable terms, if at all; and

     

  ● the extent to which we acquire or in-license other product candidates and technologies.

 

Critical Accounting Policies and Significant Judgments and Estimates

 

Our consolidated financial statements are prepared in accordance with GAAP. The preparation of our consolidated financial statements and related disclosures requires us to

make estimates and judgments that affect the reported amounts of assets, liabilities, costs and expenses. We base our estimates on historical experience, known trends and

events and various other factors that we believe are reasonable under the circumstances, the results of which form the basis for making judgments about the carrying values of

assets and liabilities that are not readily apparent from other sources. We evaluate our estimates and assumptions on an ongoing basis. Our actual results may differ from these

estimates under different assumptions or conditions.

 

While our significant accounting policies are described in more detail in Note 3 to our audited consolidated financial statements included in our 2025 Annual Report on Form

10-K, we believe that the following accounting policy is the most critical to the judgments and estimates used in the preparation of our consolidated financial statements.
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Accrued Research and Development Expenses

 

As part of the process of preparing our consolidated financial statements, we are required to estimate our accrued research and development expenses. This process involves

reviewing open contracts and purchase orders, communicating with our applicable personnel to identify services that have been performed on our behalf and estimating the

level of service performed and the associated cost incurred for the service when it has not yet been invoiced or otherwise notified of actual costs. Many of our service providers

invoice us in arrears for services performed, on a pre-determined schedule or when contractual milestones are met; however, some require advance payments. We make

estimates of our accrued expenses as of each balance sheet date in the consolidated financial statements based on facts and circumstances known to us at that time. We

periodically confirm the accuracy of the estimates with the service providers and adjust if necessary. Examples of estimated accrued research and development expenses include

fees paid to:

 

  ● vendors, including research laboratories, in connection with preclinical development activities;

     

  ● CROs and investigative sites in connection with preclinical studies and clinical trials; and

     

  ● CMOs in connection with drug substance and drug product formulation of preclinical studies and clinical trial materials.

 

We base our expenses related to preclinical studies and clinical trials on our estimates of the services received and efforts expended pursuant to quotes and contracts with

multiple research institutions and CROs that supply, conduct and manage preclinical studies and clinical trials on our behalf. The financial terms of these agreements are subject

to negotiation, vary from contract to contract and may result in uneven payment flows. There may be instances in which payments made to our vendors will exceed the level of

services provided and result in a prepayment of the expense. Payments under some of these contracts depend on factors such as the successful enrollment of patients and the

completion of clinical trial milestones. In accruing service fees, we estimate the time period over which services will be performed and the level of effort to be expended in each

period. If the actual timing of the performance of services or the level of effort varies from the estimate, we adjust the accrual or the prepaid expense accordingly. 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 reporting amounts that are too high or too low in any period.

 

Off-Balance Sheet Arrangements

 

We do not have during the periods presented, and do not currently have, any off-balance sheet arrangements, as defined in the rules and regulations of the SEC.

 

Recently Issued Accounting Pronouncements

 

A description of recently issued accounting pronouncements that may potentially impact our financial position and results of operations is disclosed in Note 3 to our

consolidated financial statements included elsewhere in this Quarterly Report on Form 10-Q.

 

Smaller Reporting Company Status

 

We are a “smaller reporting company” as defined in Item 10(f)(1) of Regulation S-K. Smaller reporting companies may take advantage of certain reduced disclosure

obligations, including, among other things, providing only two years of audited financial statements. We will remain a smaller reporting company until the last day of the fiscal

year in which (i) the market value of our common stock held by non-affiliates exceeds $250 million as of the prior September 30, or (ii) our annual revenues exceeded $100

million during such completed fiscal year and the market value of our common stock held by non-affiliates exceeds $700 million as of the prior September 30.

 

Item 3. Quantitative and Qualitative Disclosure About Market Risk

 

We are exposed to market risk in the ordinary course of our business. These risks primarily relate to changes in interest rates and inflation.
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Interest Rate Risk

 

Our cash and cash equivalents as of September 30, 2026, consisted of cash and a money market fund account. Because of the short-term nature of our money market fund, a

sudden change in market interest rates would not be expected to have a material impact on our financial position or results of operations.

 

Inflation Risk

 

We do not believe that inflation and changing prices had a significant impact on our results of operations for any periods presented herein.

 

Item 4. Controls and Procedures.

 

Evaluation of Disclosure Controls and Procedures

 

Our disclosure controls and procedures are designed to ensure that information required to be disclosed in the reports that we file or submit under the Securities Exchange Act

of 1934 as amended (the “Exchange Act”) is recorded, processed, summarized and reported within the time periods specified in the rules and forms of the SEC, 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. Our management, with the participation of our Chief Executive Officer and Chief Financial Officer, evaluated the effectiveness of our disclosure

controls and procedures (as defined in Exchange Act Rule 13a–15(e) and 15d-15(e)) as of September 30, 2026. Based on that evaluation, the Chief Executive Officer and Chief

Financial Officer concluded that the Company’s disclosure controls and procedures were effective as of September 30, 2026. Management has concluded that our financial

statements included in this Quarterly Report on Form 10-Q are fairly stated in all material respects in accordance with GAAP for each of the periods presented therein.

 

Changes in Internal Control Over Financial Reporting

 

Prior to the Cy Acquisition, we implemented internal controls over the review of potential acquisitions, including Board review and management's assessment of the related

accounting implications. In connection with the Acquisition, we also implemented quarterly management review controls over the financial information of the acquired entities.

 

Other than the changes described above, there were no changes in our internal control over financial reporting (as such term is defined in Rules 13a-15(f) and 15d-15(f) under

the Exchange Act) during the fiscal quarter to which this report relates that have materially affected, or are reasonably likely to materially affect, our internal control over

financial reporting.
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PART II—OTHER INFORMATION

 

Item 1. Legal Proceedings.

 

From time to time, we could become involved in disputes and various litigation matters that arise in the normal course of business. These may include disputes and lawsuits

related to intellectual property, licensing, contract law and employee relations matters. Periodically, we review the status of significant matters, if any exist, and assesses its

potential financial exposure. If the potential loss from any claim or legal claim is considered probable and the amount can be estimated, we accrue a liability for the estimated

loss. Legal proceedings are subject to uncertainties, and the outcomes are difficult to predict. Because of such uncertainties, accruals are based on the best information available

at the time. As additional information becomes available, we reassess the potential liability related to pending claims and litigation.

 

Item 1A. Risk Factors.

 

While we attempt to identify, manage and mitigate risks and uncertainties associated with our business to the extent practical, under the circumstances, some level of risk and

uncertainty will always be present. Part I, Item 1A. Risk Factors of our 2025 Annual Report on Form 10-K includes a detailed discussion of our risk factors. Those risks and

uncertainties have the potential to materially affect our financial condition and results of operations.

 

There have been no material updates to our risk factors included in our Annual Report on Form 10-K for the year ended December 31, 2025, or to the risk factors included in

Exhibit 99.2 to our Form 8-K/A (Amendment No. 2) filed with the Securities and Exchange Commission on October 16, 2026, other than as set forth below:

 

Clinical trials of CY200 or CY201 may be delayed, suspended or terminated, including as a result of clinical holds, a failure to obtain or maintain MHRA clinical trial

authorization, an MHRA decision to suspend or terminate a clinical trial, or safety findings, and adverse side effects could result in a restrictive label, a risk mitigation

program or the denial of regulatory approval.

 

We may experience delays in initiating, conducting or completing the randomized Phase 2 clinical trial of CY200 in Complex Regional Pain Syndrome Type 1 (“CRPS Type

1”) or any subsequent trial of CY200 or CY201. Such delays may result from a failure to obtain regulatory approval to commence or modify a trial, including the imposition of

a temporary or permanent clinical hold by regulatory authorities for a number of reasons, such as following review of an investigational new drug application or amendment, a

clinical trial application or amendment, a finding that the trial presents unreasonable risk to clinical trial participants, a negative finding from an inspection of our clinical trial

operations or study sites, or the occurrence of a suspected unexpected serious adverse reaction or a serious adverse event during a trial. The Phase 2 trial will be conducted in

the United Kingdom and will require authorization from the MHRA under the Medicines for Human Use (Clinical Trials) Regulations 2004, as amended by the Medicines for

Human Use (Clinical Trials) (Amendment) Regulations 2025, effective April 28, 2026, together with a favorable opinion from a UK research ethics committee. The MHRA

may suspend or terminate a clinical trial, and any delay, refusal, suspension or termination of the MHRA authorization or the research ethics committee’s favorable opinion

could delay or prevent our Phase 2 trial and delay our development of CY200. On November 6, 2026, the MHRA and the reviewing research ethics committee issued a notice

that our clinical trial application for CY200 (Protocol CYBIO 001) was not approved yet and MHRA requested further information from the Company to more fully evaluate

the application, which the Company intends to do. While such requests from MHRA are not unusual, we cannot assure that our response will be deemed sufficient, that

additional studies will not be required, or that the trial will be approved on the anticipated timeline or at all.

 

We could also encounter delays if a clinical trial is suspended or terminated by us, by the institutional review boards, UK research ethics committees, or other ethics committees

of the institutions in which the trial is being conducted, by the applicable data review committee or data safety monitoring board, by the FDA, MHRA, or other regulatory

authorities, or if the DEA registration of an investigator or site conducting the clinical trial is revoked or an applicable Home Office license is revoked or suspended. As with

pharmaceuticals generally, there may be unexpected or undesirable side effects, adverse events and other risks associated with the use of CY200 or CY201 that future clinical

trials may reveal. There can be no assurance that deaths or serious side effects will not occur, even in a clinical setting. Because of the high variability in how different

individuals react to psilocybin, certain clinical trial participants may have negative experiences with the treatment that could subject us to liability or, if publicized, reputational

harm. In addition to side effects caused by the product candidate itself, the administration process and related procedures can cause adverse side effects; if we are unable to

demonstrate that any such adverse events were caused by the administration process or related procedures, the FDA, MHRA, or other regulatory authorities could order us to

cease further development of, or deny approval of, CY200 or CY201. Undesirable side effects could also result in a more restrictive label, including contraindications or a

boxed warning, a requirement that we implement a Risk Evaluation and Mitigation Strategy (“REMS”) to ensure that the benefits of the treatment outweigh its risks, or the

delay or denial of regulatory approval. Clinical trials are by design based on a limited number of subjects and of limited duration of exposure, and we cannot be sure that all

side effects of CY200 or CY201 will be uncovered; a more complete safety profile may be identified only with a significantly larger number of patients exposed for a longer

duration, and even larger clinical trials may not identify rare serious adverse effects.

 

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds.

 

The Company’s sale of equity securities on August 5, 2026, is disclosed in the Company’s Current Report on Form 8-K filed on August 6, 2026.

 

Item 3. Defaults Upon Senior Securities.

 

Not applicable.

 

Item 4. Mine Safety Disclosures.

 

Not applicable.

 

Item 5. Other Information

 

None.

 

Item 6. Exhibits.

 

The following exhibits are filed as part of this report:

 

Exhibit

Number

 

Description

31.1*   Certification of Principal Executive Officer Pursuant to Rules 13a-14(a) and 15d-14(a) under the Securities Exchange Act of 1934, as Adopted Pursuant to

Section 302 of the Sarbanes-Oxley Act of 2002.

31.2*   Certification of Principal Financial Officer Pursuant to Rules 13a-14(a) and 15d-14(a) under the Securities Exchange Act of 1934, as Adopted Pursuant to

Section 302 of the Sarbanes-Oxley Act of 2002.

32.1*   Certification of Principal Executive Officer Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.

https://content.equisolve.net/ensysce/sec/0001493152-26-051422/for_pdf/ex31-1.htm
https://content.equisolve.net/ensysce/sec/0001493152-26-051422/for_pdf/ex31-1.htm
https://content.equisolve.net/ensysce/sec/0001493152-26-051422/for_pdf/ex31-2.htm
https://content.equisolve.net/ensysce/sec/0001493152-26-051422/for_pdf/ex31-2.htm
https://content.equisolve.net/ensysce/sec/0001493152-26-051422/for_pdf/ex32-1.htm


32.2*   Certification of Principal Financial Officer Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.

101.INS   Inline XBRL Instance Document

101.SCH   Inline XBRL Taxonomy Extension Schema Document

101.CAL   Inline XBRL Taxonomy Extension Calculation Linkbase Document

101.DEF   Inline XBRL Taxonomy Extension Definition Linkbase Document

101.LAB   Inline XBRL Taxonomy Extension Label Linkbase Document

101.PRE   Inline XBRL Taxonomy Extension Presentation Linkbase Document

104   Cover Page Interactive Data File (embedded within the Inline XBRL document)

 

* Filed herewith.
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SIGNATURES

 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned, thereunto duly

authorized.

 

  ENSYSCE BIOSCIENCES, INC.

   

Date: November 12, 2026 /s/ David Humphrey

  David Humphrey

  Chief Financial Officer, Secretary and Treasurer
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Exhibit 31.1

 

CERTIFICATION PURSUANT TO

RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,

AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 

I, Lynn Kirkpatrick, certify that:

 

1. I have reviewed this Quarterly Report on Form 10-Q of Ensysce Biosciences, Inc.;

   

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light

of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

   

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition,

results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

   

4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-

15(e) and 15d-15(e)) for the registrant and have:

 

  a. Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure that material

information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during the period in

which this report is being prepared;

     

  b. (Paragraph omitted pursuant to SEC Release Nos. 33-8238/34-47986 and 33-8392/34-49313);

     

  c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures, and presented in this report our conclusions about the effectiveness of the disclosure

controls and procedures, as of the end of the period covered by this report based on such evaluation; and

     

  d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter (the

registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control

over financial reporting; and

 

5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the registrant’s auditors and

the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

 

  a. All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to adversely

affect the registrant’s ability to record, process, summarize and report financial information; and

     

  b. Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over financial

reporting.

 

Date: November 12, 2026    

    /s/ Lynn Kirkpatrick

  Name: Lynn Kirkpatrick

  Title: Chief Executive Officer

    (Principal Executive Officer)

 

 

 



 

Exhibit 31.2

 

CERTIFICATION PURSUANT TO

RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,

AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 

I, David Humphrey, certify that:

 

1. I have reviewed this Quarterly Report on Form 10-Q of Ensysce Biosciences, Inc.;

   

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light

of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

   

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition,

results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

   

4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-

15(e) and 15d-15(e)) for the registrant and have:

 

  a. Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure that material

information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during the period in

which this report is being prepared;

     

  b. (Paragraph omitted pursuant to SEC Release Nos. 33-8238/34-47986 and 33-8392/34-49313);

     

  c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures, and presented in this report our conclusions about the effectiveness of the disclosure

controls and procedures, as of the end of the period covered by this report based on such evaluation; and

     

  d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter (the

registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control

over financial reporting; and

 

5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the registrant’s auditors and

the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

 

  a. All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to adversely

affect the registrant’s ability to record, process, summarize and report financial information; and

     

  b. Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over financial

reporting.

 

Date: November 12, 2026    

    /s/ David Humphrey

  Name: David Humphrey

  Title: Chief Financial Officer

    (Principal Financial Officer)

 

 

 



 

Exhibit 32.1

 

CERTIFICATION PURSUANT TO

18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

 

In connection with the Quarterly Report of Ensysce Biosciences, Inc. (the “Company”) on Form 10-Q for the period ended September 30, 2026, as filed with the

Securities and Exchange Commission on the date hereof (the “Report”), I, Lynn Kirkpatrick, Chief Executive Officer of the Company, certify, pursuant to 18 U.S.C. Section

1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my knowledge:

 

  (1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

     

  (2) The information contained in the Report fairly presents, in all material respects, the financial condition of the Company at the end of the period covered by the

Report and results of operations of the Company for the period covered by the Report.

 

Date: November 12, 2026 /s/ Lynn Kirkpatrick

  Lynn Kirkpatrick

  Chief Executive Officer

  (Principal Executive Officer)

 

This certification accompanies the Report and shall not be deemed “filed” by the Company with the Securities and Exchange Commission and is not to be

incorporated by reference into any filing of the Company under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended (whether made

before or after the date of the Report), irrespective of any general incorporation language contained in such filing.

 

 

 



 

Exhibit 32.2

 

CERTIFICATION PURSUANT TO

 

18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO

 

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

 

In connection with the Quarterly Report of Ensysce Biosciences, Inc. (the “Company”) on Form 10-Q for the period ended September 30, 2026, as filed with the

Securities and Exchange Commission on the date hereof (the “Report”), I, David Humphrey, Chief Financial Officer of the Company, certify, pursuant to 18 U.S.C. Section

1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my knowledge:

 

  1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

     

  2) The information contained in the Report fairly presents, in all material respects, the financial condition of the Company at the end of the period covered by the

Report and results of operations of the Company for the period covered by the Report.

 

Dated: November 12, 2026 /s/ David Humphrey

  David Humphrey

  Chief Financial Officer

  (Principal Financial Officer)

 

This certification accompanies the Report and shall not be deemed “filed” by the Company with the Securities and Exchange Commission and is not to be

incorporated by reference into any filing of the Company under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended (whether made

before or after the date of the Report), irrespective of any general incorporation language contained in such filing.

 

 

 


