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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q
(Mark one)

☒ Quarterly Report Under Section 13 or 15(d) of the Securities Exchange Act of 1934

For the Quarterly Period Ended September 30, 2023 March 31, 2024

Or

☐ Transition Report Under Section 13 or 15(d) of the Securities Exchange Act of 1934

Commission File Number 001-40536

Acurx Pharmaceuticals, Inc.
(Exact name of registrant as specified in its charter)

Delaware      82-3733567

State or other jurisdiction of


incorporation or organization
 

(I.R.S. Employer


Identification No.)

     

259 Liberty Ave


Staten Island, NY
 

10305

(Address of principal executive offices)   (Zip Code)

Registrant’s telephone number, including area code (917) 533-1469

Securities registered pursuant to Section 12(b) of the Act:
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Title of each class      Trading Symbol     

Name of each exchange on

which registered

Common Stock, $0.001 par value per share ACXP The Nasdaq Capital Market

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of

the Securities Exchange Act of 1934 during the preceding 12 months (or for such shorter period that the registrant

was required to file such reports), and (2)  has been subject to such filing requirements for the past 90  days.

☒Yes     ☐No

Indicate by check mark whether the registrant has submitted electronically every Interactive Data File required to be

submitted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for

such shorter period that the registrant was required to submit such files). ☒Yes     ☐ No

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer,

a smaller reporting company, or an emerging growth company. See the definitions of “large accelerated filer,”

“accelerated filer,” “smaller reporting company,” and “emerging growth company” in Rule 12b-2 of the Exchange Act.

Large accelerated filer ☐      Accelerated filer ☐  

Non-accelerated filer ☒ Smaller reporting company ☒

Emerging growth company ☒

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended

transition period for complying with any new or revised financial accounting standards provided pursuant to Section

13(a) of the Exchange Act. ☐

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). ☐

Yes    ☒ No

As of November 13, 2023 May 14, 2024, there were 13,767,977 15,843,102 shares of common stock, $0.001 par

value, issued and outstanding.
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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report on Form 10-Q (“Quarterly Report”) and certain information incorporated herein by

reference contain forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as

amended (the “Securities Act”), and Section 21E of the Securities Exchange Act of 1934, as amended (the

“Exchange Act”). In this Quarterly Report, we refer to Acurx Pharmaceuticals, Inc., together with its subsidiary, as

the “Company,” “we,” “our” or “us.” All statements other than statements of historical facts contained herein,

including statements regarding our future results of operations and financial position, strategy and plans, and our

expectations for future operations, are forward-looking statements. The words “believe,” “may,” “will,” “estimate,”

“continue,” “anticipate,” “design,” “intend,” “expect” or the negative version of these words and similar

expressions are intended to identify forward-looking statements.

We have based these forward-looking statements on our current expectations and projections about

future events and trends that we believe may affect our financial condition, results of operations, strategy, short-

and long-term business operations and objectives, and financial needs. These forward-looking statements are

subject to a number of risks, uncertainties and assumptions, including those described in Part II, Item 1A “Risk

Factors.” In light of these risks, uncertainties and assumptions, the forward-looking events and circumstances

included herein may not occur, and actual results could differ materially and adversely from those anticipated or

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

6/120

implied in the forward-looking statements. Given these uncertainties, you should not place undue reliance on

these forward-looking statements. Forward-looking statements include, but are not limited to, statements about:

● our ability to enroll patients in our clinical trials;

● our ability to obtain and maintain regulatory approval of ibezapolstat and/or our other product
candidates;

● our ability to successfully commercialize and market ibezapolstat and/or our other product
candidates, if approved;

● our ability to contract with third-party suppliers, manufacturers and other service providers and their
ability to perform adequately;

● the potential market size, opportunity and growth potential for ibezapolstat and/or our other product
candidates, if approved;

● our ability to build our own sales and marketing capabilities, or seek collaborative partners, to
commercialize ibezapolstat and/or our other product candidates, if approved;

● our ability to obtain funding for our operations;

● the initiation, timing, progress and results of our preclinical studies and clinical trials, and our
research and development programs;

● the timing of anticipated regulatory filings;

● the timing of availability of data from our clinical trials;

● the impact of the ongoing COVID-19 pandemic and our response to it;

● the accuracy of our estimates regarding expenses, capital requirements and needs for additional
financing;

● our ability to retain the continued service of our key professionals and to identify, hire and retain
additional qualified professionals;

● our ability to advance product candidates into, and successfully complete, clinical trials;

● our ability to recruit and enroll suitable patients in our clinical trials and the timing of enrollment;
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● the timing or likelihood of the accomplishment of various scientific, clinical, regulatory and other
product development objectives;
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● the pricing and reimbursement of our product candidates, if approved;

● the rate and degree of market acceptance of our product candidates, if approved;

● the implementation of our business model and strategic plans for our business, product candidates
and technology;

● the scope of protection we are able to establish and maintain for intellectual property rights covering
our product candidates and technology;

● developments relating to our competitors and our industry;

● the development of major public health concerns, including the novel coronavirus outbreak or other
pandemics arising globally, and the future impact of it and COVID-19 on our clinical trials, business
operations and funding requirements;

● the effects of the recent disruptions to and volatility in the credit and financial markets in the United
States and worldwide from the conflict between Russia and Ukraine; Ukraine as well as the conflict
in the Middle East between Israel and Hamas;

● the volatility of the price of our common stock;

● our financial performance; and

● other risks and uncertainties, including those listed in “Risk Factors.”

Although we believe that the expectations reflected in the forward-looking statements are reasonable,

we cannot guarantee future results, level of activity, performance or achievements. In addition, neither we nor

any other person assumes responsibility for the accuracy and completeness of any of these forward-looking

statements. Any forward-looking statement made by us in this Quarterly Report speaks only as of the date on

which it is made. We disclaim any duty to update any of these forward-looking statements after the date of this

Quarterly Report to conform these statements to actual results or revised expectations.

Other risks may be described from time to time in our filings made under applicable securities laws. New

risks emerge from time to time. It is not possible for our management to predict all risks. All forward-looking

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

8/120

statements in this Quarterly Report speak only as of the date made and are based on our current beliefs and

expectations. We undertake no obligation to update or revise any forward-looking statement, whether as a result

of new information, future events or otherwise.
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PART I—FINANCIAL INFORMATION

ITEM 1. CONDENSED INTERIM FINANCIAL STATEMENTS.

ACURX PHARMACEUTICALS, INC.

CONDENSED INTERIM BALANCE SHEETS

September 30,       December 31, 

     2023      2022

(unaudited) (Note 2)

ASSETS         

CURRENT ASSETS         

Cash $ 7,052,329 $ 9,111,751

Prepaid Expenses   105,722   264,955

TOTAL ASSETS $ 7,158,051 $ 9,376,706

LIABILITIES AND SHAREHOLDERS’ EQUITY          

CURRENT LIABILITIES       

Accounts Payable and Accrued Expenses $ 3,223,378 $ 2,061,685

TOTAL CURRENT LIABILITIES   3,223,378   2,061,685

TOTAL LIABILITIES   3,223,378   2,061,685

COMMITMENTS AND CONTINGENCIES          
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SHAREHOLDERS' EQUITY

Common Stock; $.001 par value, 200,000,000 shares authorized, 13,005,128

and 11,627,609 shares issued and outstanding at September 30,  2023 and

December 31, 2022, respectively   13,005   11,628

Additional Paid-In Capital   52,025,931   45,944,478

Accumulated Deficit   (48,104,263)   (38,641,085)

 

TOTAL SHAREHOLDERS’ EQUITY   3,934,673   7,315,021

TOTAL LIABILITIES AND SHAREHOLDERS’ EQUITY $ 7,158,051 $ 9,376,706

March 31,       December 31, 

     2024      2023

(unaudited) (Note 2)

ASSETS         

CURRENT ASSETS         

Cash $ 8,920,926 $ 7,474,188

Other Receivable — 129,159

Prepaid Expenses   187,908   105,776

TOTAL ASSETS $ 9,108,834 $ 7,709,123

LIABILITIES AND SHAREHOLDERS’ EQUITY          

CURRENT LIABILITIES    

Accounts Payable and Accrued Expenses $ 3,110,242 $ 3,042,438

TOTAL CURRENT LIABILITIES   3,110,242   3,042,438

TOTAL LIABILITIES   3,110,242   3,042,438

COMMITMENTS AND CONTINGENCIES          

SHAREHOLDERS' EQUITY

Common Stock; $.001 par value, 200,000,000 shares authorized, 15,757,102

and 14,468,229 shares issued and outstanding at March 31,  2024 and

December 31, 2023, respectively   15,757   14,468

Additional Paid-In Capital   63,579,577   57,871,070

Accumulated Deficit   (57,596,742)   (53,218,853)
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TOTAL SHAREHOLDERS’ EQUITY   5,998,592   4,666,685

TOTAL LIABILITIES AND SHAREHOLDERS’ EQUITY $ 9,108,834 $ 7,709,123

See accompanying notes to the condensed interim financial statements.
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ACURX PHARMACEUTICALS, INC.

CONDENSED INTERIM STATEMENTS OF OPERATIONS

     Three Months Ended      Nine Months Ended          Three Months Ended         

September 30,  September 30,  March 31, 

     2023      2022      2023      2022          2024      2023         

(unaudited) (unaudited) (unaudited) (unaudited) (unaudited) (unaudited)

OPERATING

EXPENSES                            

Research and

Development $ 1,348,985 $ 1,591,043 $ 4,100,954 $ 3,321,623 $ 1,555,011 $ 1,015,583

General and

Administrative   1,765,996   1,950,551   5,362,224   5,510,642   2,822,878   1,887,374

TOTAL

OPERATING

EXPENSES   3,114,981   3,541,594   9,463,178   8,832,265   4,377,889   2,902,957

NET LOSS $ (3,114,981) $ (3,541,594) $ (9,463,178) $ (8,832,265) $ (4,377,889) $ (2,902,957)

LOSS PER

SHARE                              
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Basic and

diluted net

loss per

common

share $ (0.24) $ (0.32) $ (0.77) $ (0.84) $ (0.28) $ (0.25)

Weighted

average

common

shares

outstanding

basic and

diluted   13,005,128   11,148,402   12,282,004   10,551,503

Weighted

average

common

shares

outstanding,

basic and

diluted   15,472,507   11,639,395

See accompanying notes to the condensed interim financial statements.
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ACURX PHARMACEUTICALS, INC.

CONDENSED INTERIM STATEMENTS OF CHANGES IN SHAREHOLDERS’ EQUITY (unaudited)

Common Stock Common Stock

Additional Total Additional Total
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                       Paid-In         Accumulated        Shareholders’                       Paid-In         Accumulated        Shareholders

Shares Amount  Capital Deficit  Equity

Balance at January 1, 2022   10,215,792 $ 10,216 $ 38,948,334 $ (26,548,309) $ 12,410,241

Share-Based Compensation   —   —   761,069   —   761,069

Share-Based Payments to Vendors  43,889   44   188,056   —   188,100

Cashless Warrant Exercise 3,521 3 (3) — —

Net Loss   —   —   —   (2,670,138)   (2,670,138)

Balance at March 31, 2022   10,263,202 $ 10,263 $ 39,897,456 $ (29,218,447) $ 10,689,272

Share-Based Compensation   — $ — $ 716,682 $ — $ 716,682

Net Loss   —   —   —   (2,620,533)   (2,620,533)

Balance at June 30, 2022   10,263,202 $ 10,263 $ 40,614,138 $ (31,838,980) $ 8,785,421

Share-Based Compensation — $ — $ 696,965 $ — $ 696,965

Share-Based Payments to Vendors 36,000 36 127,044 — 127,080

Issuance of shares of common

stock and pre-funded warrants in

registered direct offering, net of

$529,805 cash issuance costs 1,159,211 1,159 3,694,024 — 3,695,183

Cashless Warrant Exercise 3,427 4 (4) — —

Pre-funded Warrant Exercise 130,769 131 (118) — 13

Net Loss — — — (3,541,594) (3,541,594)

Balance at September 30, 2022 11,592,609 $ 11,593 $ 45,132,049 $ (35,380,574) $ 9,763,068

Shares Amount  Capital Deficit  Equity
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Balance at January 1, 2023 11,627,609 $ 11,628 $ 45,944,478 $ (38,641,085) $ 7,315,021   11,627,609 $ 11,628 $ 45,944,478 $ (38,641,085) $ 7,315,021

Share-Based Compensation — — 733,472 — 733,472   — — 733,472 —   733,472

Share-Based Payments to Vendors 44,186 44 165,859 — 165,903   44,186 44 165,859 —   165,903

Net Loss — — — (2,902,957) (2,902,957)  — — — (2,902,957)   (2,902,957

Balance at March 31, 2023 11,671,795 $ 11,672 $ 46,843,809 $ (41,544,042) $ 5,311,439   11,671,795 $ 11,672 $ 46,843,809 $ (41,544,042) $ 5,311,439

Balance at January 1, 2024 14,468,229 $ 14,468 $ 57,871,070 $ (53,218,853) $ 4,666,685

Share-Based Compensation — $ — $ 806,485 $ — $ 806,485 — — 894,523 — 894,523

Issuance of shares of common

stock and pre-funded warrants in

registered direct offering, net of

$456,314 cash issuance costs 601,851 602 3,543,010 — 3,543,612

Share-Based Payments to Vendors 90,000 90 305,510 — 305,600

Pre-funded Warrant Exercise 731,482 731 (658) — 73

Issuance of shares of common

stock in At-the-Market sales

agreement, net of $135,741 cash

issuance costs 1,139,662 1,140 4,298,334 — 4,299,474

Warrant Exercise 59,211 59 210,140 — 210,199

Net Loss — — — (3,445,240) (3,445,240) — — — (4,377,889) (4,377,889

Balance at June 30, 2023 13,005,128 $ 13,005 $ 51,192,646 $ (44,989,282) $ 6,216,369

Balance at March 31, 2024 15,757,102 $ 15,757 $ 63,579,577 $ (57,596,742) $ 5,998,592

Share-Based Compensation — $ — $ 833,285 $ — $ 833,285

Net Loss — — — (3,114,981) (3,114,981)
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Balance at September 30, 2023 13,005,128 $ 13,005 $ 52,025,931 $ (48,104,263) $ 3,934,673

See accompanying notes to the condensed interim financial statements.
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ACURX PHARMACEUTICALS, INC.

CONDENSED INTERIM STATEMENTS OF CASH FLOWS

Nine Months Ended Three Months Ended

September 30,  March 31, 

2023 2022 2024 2023

(unaudited) (unaudited) (unaudited) (unaudited)

Cash Flow from Operating Activities:                    

Net Loss $ (9,463,178) $ (8,832,265) $(4,377,889) $(2,902,957)

Adjustments to Reconcile Net Loss to Net Cash

Used in Operating Activities:                    

Share-Based Compensation   2,373,242   2,174,716   894,523   733,472

Share-Based Payments to Vendors   165,903   315,180   305,600   165,903

(Increase)/Decrease in:                    

Other Receivable 129,159 —

Prepaid Expenses   159,233   (42,503)   (82,132)   58,354

Accounts Payable and Accrued Expenses 1,161,693 338,171 67,804 12,297

Net Cash Used in Operating Activities (5,603,107) (6,046,701) (3,062,935) (1,932,931)

Cash Flow from Financing Activities:                    

Proceeds from Registered Direct Offering, net of

issuance costs 3,543,612 3,695,183

Pre-funded Warrant Exercise 73 13

Warrant Exercise 210,199 —
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Proceeds from At-the-Market Offering, net of

issuance costs 4,299,474 —

Net Cash Provided by Financing Activities 3,543,685 3,695,196 4,509,673 —

Net Decrease in Cash   (2,059,422)   (2,351,505)

Net Increase/(Decrease) in Cash   1,446,738   (1,932,931)

Cash at Beginning of Period 9,111,751 12,958,846 7,474,188 9,111,751

Cash at End of Period $ 7,052,329 $ 10,607,341 $ 8,920,926 $ 7,178,820

         

SUPPLEMENTAL DISCLOSURE OF NON-CASH

FINANCING ACTIVITIES

2023 Registered Direct offering costs (Note 4) $ 1,990,153 $ —

Accrued 2022 Registered Direct Offering costs $ — $ 16,847

Warrants issued in connection with 2022

offerings (Note 4) $ — $ 171,409

See accompanying notes to the condensed interim financial statements.
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ACURX PHARMACEUTICALS, INC.

NOTES TO THE CONDENSED INTERIM FINANCIAL STATEMENTS (UNAUDITED)

NOTE 1 – NATURE OF OPERATIONS

Business

Acurx Pharmaceuticals, Inc., a Delaware corporation, formerly Acurx Pharmaceuticals, LLC (the “Company”) is a

clinical stage biopharmaceutical company formed in July 2017, with operations commencing in February 2018.

The Company is focused on developing a novel class of antibiotics that address serious or life threatening life-

threatening bacterial infections.
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In March 2020, the World Health Organization declared the outbreak of COVID-19, a novel strain of coronavirus,

a global pandemic. This outbreak caused major disruptions to businesses and markets worldwide as the virus

continued to spread. The COVID-19 COVID-19 pandemic has disrupted, and the Company expects it will 

continue to disrupt, its operations. The extent of the effect on the Company’s operational and financial 

performance will depend on future developments, including the duration, spread and intensity of the pandemic, 

and governmental, regulatory and private sector responses, direct and indirect economic effects as a result of 

inflation, supply chain disruptions and labor shortages all of which are uncertain and difficult to predict. Although

the Company is unable to estimate the financial effect of the pandemic, at this time, if the pandemic and post-

pandemic behavioral patterns continue continues over a long period of time, it could have a material adverse 

effect on the Company’s business, results of operations, financial condition, and cash flows. The financial 

statements do not reflect any adjustments as a result of the pandemic.

In February 2018, the Company purchased the active pharmaceutical ingredient, the intellectual property and

other rights to an antibiotic product candidate known as GLS362E (renamed ACX-362E and now approved for

non-proprietary name, ibezapolstat) (the “Asset”) from GLSynthesis, Inc. The Company paid $110,174 in cash,

along with granting 100,000 Class  B Membership Interests, profits interests as defined in the operating

agreement, with an exercise price of $0.10 per share. The Company was also required to make certain

milestone payments totaling $700,000 in aggregate if certain milestones are achieved, $50,000 of which has

already been paid by the Company and royalty payments equal to 4% of net sales for a period of time equal to

the last to expire of any applicable patents, as defined in the asset purchase agreement. The purchase of the

Asset has resulted in our lead antibiotic product candidate, ibezapolstat, which targets the treatment of C. difficile

infections (“CDI”).

The Company’s primary activities since inception aside from organizational activities have included performing

research and development activities relating to the development of its two antibiotic candidates and raising funds

through equity offerings including its initial public offering (“IPO”) consummated in June 2021 and registered

direct offerings consummated in July 2022 and May 2023. 2021. The Company has not generated any revenues

since inception.

The Company has experienced net losses and negative cash flows from operations since inception and expects

these conditions to continue for the foreseeable future. The Company has needed to raise capital from sales of

its securities to sustain operations. On June 29, 2021, the Company completed the IPO, issuing 2,875,000

shares of common stock at a price of $6.00 per share, with gross proceeds of approximately $17.3 million. On 

July 27, 2022, the Company completed a registered direct offering and a concurrent private placement, issuing

 1,159,211 shares of common stock and 130,769 pre-funded warrants series and Series A warrants Warrants to

purchase 1,289,980 shares of common stock and series Series B warrants Warrants to purchase 1,289,980

shares of common stock for gross proceeds of approximately $4.2 million. On May 18, 2023, the Company 

completed a registered direct offering and a concurrent private placement, issuing 601,851 shares of common

stock, 731,482 pre-funded warrants, series Series C warrants Warrants to purchase 1,333,333 shares of

common stock and series Series D warrants Warrants to purchase 1,333,333 shares of common stock for gross

proceeds of approximately $4.0 million. On November 15, 2023, the Company entered into a Sales Agreement
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and established an “At-the-Market” offering (the “ATM Program”), pursuant to which the Company may offer and

sell, from time to time through A.G.P/Alliance Global Partners, as sales agent, shares of its common stock

having an aggregate offering price of up to $17.0 million. Under the ATM Program, the Company sold a total of

 1,819,914 shares of common stock for gross proceeds of approximately $7.1 million. As of September 30,

2023 March 31, 2024, the Company had a cash balance of approximately $7.1 $8.9 million, which based on 

current estimates will not be sufficient to meet its anticipated cash requirements for at least 12 months from the 

issuance of the condensed financial statements for the period ended September 30, 2023 March 31, 2024. 

Management believes that the Company will continue to incur losses for the foreseeable future and will need 

additional resources to sustain its operations until it can achieve profitability and positive cash flows, if ever. 

Management plans to seek additional equity financing and grant funding, but cannot assure that such financing 

and funding will be available at acceptable terms, or at all. These matters raise substantial doubt about the 

Company’s ability to continue as a going concern. The accompanying condensed financial statements do not 

include any adjustments that might result from the outcome of this uncertainty. There can be no assurance that 

the Company’s research and development will be successfully completed or that any Company product 

candidate will

9
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be approved by the Food and Drug Administration (“FDA”) or any other worldwide regulatory authority or become 

commercially viable. The Company is subject to risks common to companies in the biopharmaceutical industry 

including, but not limited to, dependence on collaborative arrangements, development by the Company or its 

competitors of new technological innovations,
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dependence on key personnel, protection of proprietary technology, and compliance with FDA and other 

governmental regulations and approval requirements.
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NOTE 2 – SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

Basis of Presentation

The accompanying unaudited condensed interim financial statements have been prepared in accordance with

accounting principles generally accepted in the United States of America (“GAAP”) and in accordance with the

rules  and regulations of the United States Securities and Exchange Commission for interim reporting. In the

opinion of management, these unaudited interim financial statements include all adjustments, consisting only of

normal, recurring adjustments, necessary for a fair statement of the Company’s financial position, results of

operations, and cash flows. The unaudited interim results of operations are not necessarily indicative of the

results that may occur for the full fiscal  year. The  year-end condensed balance sheet data was derived from

audited financial statements, but does not include all disclosures required by GAAP. Management believes that

the disclosures provided herein are adequate when these unaudited condensed interim financial statements are

read in conjunction with the audited financial statements and notes thereto as of December 31, 2022 December

31, 2023 filed in Form 10-K.

Use of Estimates

The preparation of financial statements in conformity with GAAP requires management to make estimates and 

assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets and 

liabilities at the date of the financial statements and the reported amounts of expenses during the reporting 

period. Actual results could differ from those estimates.

Income Taxes

The Company estimates an annual effective tax rate of 0% as the Company incurred net losses for the three and

nine months ended September 30, 2023 March 31, 2024, resulting in an estimated net loss for both financial

statement and tax purposes. Therefore, no current federal or state income tax expense has been recorded in the

financial statements.

Based on the Company’s history of generating operating losses and its anticipation of operating losses for the

foreseeable future, the Company has determined that it is more likely than not that the tax benefits from those

net operating losses would not be realized and a full valuation allowance against all deferred tax assets has

been recorded. Should the Company’s assessment change, tax benefits associated with the historic net

operating loss carryforwards could be limited due to future ownership changes.

Concentration of Credit Risk

The Company maintains the majority of its cash balance in one financial institution. The balance is insured up to

the maximum allowable by the Federal Deposit Insurance Corporation (“FDIC”). The Company has not

experienced any losses in such accounts and does not believe it is exposed to any significant risk of loss on

cash. At times, the cash balance may exceed the maximum insured limit of the FDIC. As of September 30,
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2023 March 31, 2024, the Company had cash of approximately $7.1 million $8.9 million in U.S. bank accounts

which was not fully insured by the FDIC.

Research and Development

The Company expenses research and development costs when incurred. At times, the Company may make

cash advances for future research and development services. These amounts are deferred and expensed in the

period the service is provided. The Company incurred research and development expenses in the amount of

$1,348,985 $1,555,011 and $1,591,043 $1,015,583 for the three months ended September 30 March 31, 2024

and 2023, and 2022, respectively, and $4,100,954 and $3,321,623 for the nine months ended September 30,

2023 and 2022, respectively.

Costs for certain research and development activities, such as the provision of services for clinical trial activity,

are estimated based on an evaluation of the progress to completion of specific tasks which may use data such

as subject enrollment, clinical site activations or information provided to the Company by its vendors with respect

to their actual costs incurred. Payments for these activities are based

10
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on the terms of the individual arrangements, which may differ from the pattern of costs incurred, and are

reflected in the financial statements as prepaid or accrued research and development expense, as the case may

be. applicable. The estimates are adjusted to reflect the best
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information available at the time of the financial statement issuance. The Company's Company’s estimate of the

status and timing of services performed could differ from the actual status and timing of services performed.

Share-Based Compensation
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The Company accounts for the cost of services performed by officers employees, directors and

directors consultants received in exchange for an award of Company membership interests, the Company’s

common stock or stock options, based on the grant-date fair value of the award. The Company recognizes

compensation expense based on the requisite service period.

Compensation expense associated with stock option awards is recognized over the requisite service period

based on the fair value of the option at the grant date determined based on the Black-Scholes option pricing

model. Option valuation models require the input of highly subjective assumptions including the expected price

volatility. The Company’s employee stock options have characteristics significantly different from those of traded

options, and changes in the subjective input assumptions can materially affect the fair value computation using

the Black-Scholes option pricing model. Because there is no public market for the Company’s stock options and

very little historical experience with the Company’s stock, similar public companies were used for the comparison

of volatility and the dividend yield. The risk-free rate of return was derived from U.S. Treasury notes with

comparable maturities.

Share-Based Payments to Vendors

The Company accounts for the cost of services performed by vendors in exchange for an award of common

stock, stock options, or warrants based on the grant-date fair value of the award or the fair value of the services

rendered, whichever is more readily determinable. The Company recognizes the expense in the same period

and in the same manner as if the Company had paid cash for the services.

Major Vendor

The Company had a major vendor that accounted for approximately 59% 24% and 66% 2% of the research and 

development expenditures for the three months ended September 30, 2023 March 31, 2024 and 2022, 

respectively, and 66% and 50% for the nine months ended September 30, 2023 and 2022, respectively. The 

same vendor also accounted for approximately 82% and 56% of the total accounts payable and accrued 

expenses as of September 30, 2023 and December 31, 2022, 2023, respectively. The Company continues to 

maintain this vendor relationship and anticipates incurring significant expenses with this vendor over the next 12 

months.

The Company had an additional major vendor that accounted for approximately 13% and 60% of the research

and development expenditures for the three months ended March 31, 2024 and 2023, respectively. The same

vendor also accounted for approximately 54% and 53% of the total accounts payable and accrued expenses as

of March 31, 2024 and December 31, 2023, respectively.

NOTE 3 - – ACCOUNTS PAYABLE AND ACCRUED EXPENSES

Accounts payable and accrued expenses as of September 30, 2023 March 31, 2024 and December 31,

2022 December 31, 2023 were as follows:
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    September 30, 2023    December 31, 2022    March 31, 2024    December 31, 2023

Accrued compensation expenses $ 206,812 $ 542,895 $ 21,423 $ 716,307

Accrued research and development   2,973,770   1,405,536   2,763,110   2,263,934

Accrued professional fees   31,074   83,715   316,507   58,388

Other accounts payable and accrued

expenses   11,722   29,539   9,202   3,809

Total $ 3,223,378 $ 2,061,685 $ 3,110,242 $ 3,042,438

NOTE 4 – ISSUANCE OF EQUITY INTERESTS

On June 23, 2021, Acurx Pharmaceuticals, LLC was converted into a corporation and renamed Acurx

Pharmaceuticals, Inc. The Company’s certificate of incorporation authorizes 200,000,000 shares of common

stock of which 13,005,128 15,757,102 were outstanding as of September 30, 2023 March 31, 2024.

On June 29, 2021, the Company completed an IPO issuing 2,875,000 shares of common stock at a price of

$6.00 per share, resulting in net cash proceeds of approximately $14.8 million, with cash issuance costs of

approximately $2.4 million. The outstanding Class A
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and Class B Membership Interests were converted to shares of common stock pursuant to a conversion ratio of

one-for-two of the Membership Interests outstanding, resulting in the conversion of 14,082,318 Class A and

Class B Membership Interests into 7,041,208 shares of common stock. Warrants to purchase Class A

Membership Interests were converted to warrants to purchase common stock
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at the same one-for two conversion ratio, resulting in 1,437,577 warrants to purchase common stock with a

weighted average exercise price of $2.88.

In connection with the IPO, the Company issued 150,000 warrants to the underwriter. Each warrant is

exercisable for 4.5 years from December 21, 2021 at an exercise price of $7.50 per share. The Company used

the Black-Scholes model to calculate the value of the warrants with an estimated fair value of $618,000. The

inputs utilized in the calculation were as follows: four and a half-year term, 0.79% risk-free rate, stock price at

grant date of $6.26, and a 94% volatility utilizing comparable companies. This amount was recorded as both an

increase to additional paid-in capital and as a non-cash issuance cost of the offering.

On July 25, 2022, the Company entered into securities purchase agreements with two of the Company’s

executives and a member of the Company’s board of directors (collectively, the “Affiliate Investors”), and a single

U.S. institutional investor (the “Investor”) pursuant to which the Company issued and sold in a registered direct

offering an aggregate of 1,159,211 shares of common stock and pre-funded warrants to purchase an aggregate

of 130,769 shares of common stock. The Affiliate Investors purchased an aggregate of 59,211 shares of

common stock at a purchase price of $3.80 per share. The Investor purchased an aggregate of 1,100,000

shares of common stock at a purchase price of $3.25 per share and an aggregate of 130,769 pre-funded

warrants at a purchase price of $3.2499 per pre-funded warrant. The pre-funded warrants sold to the Investor

have an exercise price of $0.0001 and were immediately exercisable. As of September 30, 2023 March 31, 2024, 

all of the pre-funded warrants were exercised. The Company also issued to the Affiliate Investors and the 

Investor in a concurrent private placement, series Series A warrants Warrants to purchase 1,289,980 shares of

common stock and series Series B warrants Warrants to purchase 1,289,980 shares of common stock, all of

which are deemed equity classified. These warrants included 59,211 series Series A warrants Warrants and an

aggregate of 59,211 series Series B warrants Warrants to the Affiliate Investors with an exercise price per share

of $3.55 and an aggregate of 1,230,769 series Series A warrants Warrants and an aggregate of 1,230,769

series Series B warrants Warrants to the Investor with an exercise price per share of $3.25. The series Series A

warrants Warrants were exercisable commencing on January 27, 2023 and will expire on May 18, 2029.  for the

Investor and January 27, 2028 for the Affiliates Investors. The series Series B warrants Warrants were

exercisable commencing on January 27, 2023 and will expire on May 18, 2029 for the Investor and the Affiliate

Investors’ were due to expire on January 27, 2024. The registered direct offering closed on July 27, 2022. On

October 13, 2023, the Investors exercised 682,769 of Series B Warrants and the Company received

approximately $2.2 million in proceeds from these warrant exercises. In January 2024, the Affiliate Investors 

exercised 59,211 of Series B Warrants which generated approximately $0.2 million in proceeds for the Company.

The gross proceeds to the Company from the registered direct offering were $4.2 million and net proceeds after

deducting the placement agents’ fees and other offering expenses payable by the Company were approximately

$3.7 million.

On July 25, 2022, the Company entered into a co-placement agent agreement (the “Placement Agent

Agreement”), with two placement agents in connection with the registered direct offering pursuant to which the

Company paid the Placement Agents a cash fee of $287,874 and issued to the Placement Agents an aggregate
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of 63,018 warrants to purchase shares of common stock. The warrants have an exercise price of $3.60 per

share (representing 110% of the weighted average public offering price of the aggregate number of shares of 

common stock sold in the registered direct offering to the Investor and Affiliate Investors) and expire on July 27, 

2027. The Company used the Black-Scholes model to calculate the value of the warrants with an estimated fair 

value of $171,409. The inputs utilized in the calculation were as follows: five year term, 2.82% risk free rate,

stock price at grant date of $3.70 and a 95% volatility utilizing comparable companies. This amount was 

recorded as both an increase to additional paid-in capital and as a non-cash issuance cost of the offering.

On May 16, 2023, the Company entered into a securities purchase agreement with a single healthcare-focused

U.S. institutional investor named therein (the “2023 Investor”), pursuant to which the Company issued and sold,

in a registered direct offering by the Company directly to the 2023 Investor (the “2023 Registered Offering”), an

aggregate of 601,851 shares of common stock at an offering price of $3.00 per share and an aggregate of

731,482 pre-funded warrants exercisable for shares of common stock at an offering price of $2.9999 per pre-

funded warrant. The pre-funded warrants sold to the 2023 Investor have an exercise price of $0.0001 and were 

immediately exercisable. As of September 30, 2023 March 31, 2024, all of the pre-funded warrants were 

exercised.

The gross proceeds to the Company from the registered direct offering 2023 Registered Offering were

approximately $4.0 million and net proceeds after deducting the placements agent’s fees and other offering

expenses payable by the Company were approximately $3.5 million.
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In a concurrent private placement (the “2023 Private Placement” and together with the 2023 Registered Offering,

the “2023 Offerings”), the Company issued to the Investor series Series C warrants exercisable for an aggregate

of 1,333,333 shares of common stock at an exercise price of $3.26 per share and series Series D

warrants Warrants exercisable for an aggregate of 1,333,333 shares of common stock at an exercise price of

$3.26 per share. The Series C Warrants will be were exercisable commencing on November 18, 2023 and will

expire on November 18, 2025. The Series D Warrants will be were exercisable commencing on November 18,

2023 and will expire on November 19, 2029.
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In connection with the 2023 Offerings, the Company also entered into a Warrant Amendment Agreement with the

2023 Investor. Under the Warrant Amendment Agreement, the Company amended its existing series A warrants

to purchase up to an aggregate of 1,230,769 shares of the Company's common stock and series B warrants to

purchase up to an aggregate of 1,230,769 shares of the Company's common stock (collectively, the “Existing 

Warrants”) that were previously issued in July 2022, such that effective upon the closing of the offering, the 

amended Existing Warrants will have a termination date of May 18, 2029. The Company used the Black-Scholes 

model to calculate the change in the value of the aforementioned series A and series B warrants attributable to 

the change in the termination date, with an estimated increase in fair value of approximately $2.0 million. This

amount was recorded as both an increase to additional paid-in capital and as a non-cash issuance cost of the

offerings. The following table summarizes information with respect to outstanding warrants to purchase common

stock of the Company as of September 30, 2023 March 31, 2024:

Weighted Average Weighted Average

     Number of Warrants      Exercise Price      Number of Warrants     Exercise Price

Balance at December 31, 2022 4,217,809 $ 3.29

Balance at December 31, 2023 6,195,456 $ 3.28

Issued   3,398,148 2.56   — —

Exercised   (731,482) 0.0001   (59,211) 3.55

Balance at September 30, 2023   6,884,475 $ 3.28

Balance at March 31, 2024   6,136,245 $ 3.28

The weighted average contractual life of the outstanding warrants is 4.81 4.26 years.

On November 15, 2023, the Company entered into a Sales Agreement and established the ATM Program,

pursuant to which the Company may offer and sell, from time to time through A.G.P./Alliance Global Partners, as

sales agent, shares of its common stock having an aggregate offering price of up to $17.0 million. Under the 

Sales Agreement, the sales agent is entitled to compensation of 3.0% of the gross offering proceeds of all

shares sold through it pursuant to the Sales Agreement.

The Company sold 1,121,793 shares of its common stock under the ATM Program at a weighted-average price

of $3.95 per share, raising $4.4 million of gross proceeds and net proceeds of $4.3 million, after deducting

commissions to the sales agent for the three months ended March 31, 2024.

As of March 31, 2024, the Company sold a total of 1,819,914 shares of its common stock under the ATM

Program, at a weighted-average price of $3.88 per share, raising $7.1 million of gross proceeds and net

proceeds of $6.7 million, after deducting commissions to the sales agent and other ATM Program related 

expenses.
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As of March 31, 2024, the Company has $9.9 million available under the ATM Program.

NOTE 5 – SHARE-BASED COMPENSATION

In April 2021, the board of directors approved the creation of the 2021 Equity Incentive Plan (the “Plan”). The

Plan became effective as of the completion of the corporate conversion, with an annual evergreen provision

pursuant to the Plan. The Plan currently reserves an aggregate of 2,874,063 3,454,915 shares of common stock,

subject to adjustments as provided in the Plan, of which 485,868 231,720, are currently still available for

issuance as of September 30, 2023 March 31, 2024. The purpose of the Plan is to attract, retain and incentivize

directors, officers, employees, and consultants.

In June 2021, the Company granted stock options to purchase a total of 807,500 shares of common stock to its

three executives and three non-employee management team members to replace the Class B Membership

Interests that were cancelled in March 2021. The options were issued at an exercise price of $6.26, with the

employee options vesting 40% upon issuance and the balance over 36 months, and the non-employee options

vesting at grant date. The Company recorded general and administrative expenses of $181,720 and $545,160 

for each of the three and nine months ended September 30, 2023 March 31, 2024 and 2022, 2023, respectively, 

related to compensation expense for these options.

In July 2021, the Company granted stock options to purchase a total of 1,550,000 shares of common stock to its

three executives pursuant to their respective employment agreements, the independent directors, and one

consultant, pursuant to the Plan. The options were issued at an exercise price of $6.18, the grant date fair value,

with one-quarter of the executive’s options vesting upon issuance and the balance over 36 months, and the

options granted to the directors and consultants vesting over 36 months. The Company recorded general and

administrative expenses of $490,916 and $1,472,750 for each of the three and nine months ended September

30, 2023 March 31, 2024 and 2022, 2023, respectively, related to compensation expense for these options.
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In January 2022, the Company granted stock options to purchase a total of 80,000 shares of common stock to

seven consultants pursuant to the Plan. The options were issued at an exercise price of $4.44, the grant date fair

value, with one-quarter of the options vesting upon issuance and the balance over 36 months. The Company

recorded general and administrative expenses of $18,950 for each of the three months ended September 30,

2023 March 31, 2024 and 2022, respectively, and $56,850 and $126,333 for the nine months ended September

30, 2023 and 2022, 2023, respectively, related to compensation expense for these options.
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In April 2022, the Company granted stock options to purchase a total of 30,000 shares of common stock to a

new employee pursuant to the Plan. The options were issued at an exercise price of $3.79, the grant date fair

value, with one-quarter of the options vesting upon issuance and the balance over 36 months. The Company

recorded general and administrative expenses of $5,378 for each of the three months ended September 30,

2023 March 31, 2024 and 2022, respectively, and $16,133 and $30,473 for nine months ended September 30,

2023 and 2022, 2023, respectively, related to compensation expense for these options.
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In February 2023, the Company granted stock options to purchase a total of 467,500 shares of common stock to 

its four employees and seven consultants pursuant to the Plan. The options were issued at an exercise price of

 $3.41, the grant date fair value, with the options vesting monthly over 36 months. The Company recorded 

general and administrative expenses of $109,521 and $255,549 $36,508 for the three and nine months ended

September 30, 2023, March 31, 2024 and 2023, respectively, related to compensation expense for these options.

In June 2023, the Company granted stock options to purchase a total of 50,000 shares of common stock to its 

five independent board of directors pursuant to the Plan. The options were issued at an exercise price of $2.75,

the grant date fair value, with the options vesting on the one-year anniversary of the grant date. The Company 

recorded general and administrative expenses of $26,800 and $0 for the three and nine months ended

September 30, 2023, March 31, 2024 and 2023, respectively, related to compensation expense for these options.

In February 2024, the Company granted stock options to purchase a total of 835,000 shares of common stock to 

its four employees and a number of consultants pursuant to the Plan. The options were issued at an exercise 

price of $3.15, the grant date fair value, with the options vesting monthly over 36 months. The Company 

recorded general and administrative expenses of $61,238 for the three months ended March 31, 2024 related to

compensation expense for these options.

Compensation expense associated with these awards is recognized over the vesting period based on the fair

value of the option at the grant date determined based on the Black-Scholes model. Option valuation models

require the input of highly subjective assumptions including the expected price volatility. The Company’s

employee stock options have characteristics significantly different from those of traded options, and changes in

the subjective input assumptions can materially affect the fair value computation using the Black-Scholes option

pricing model. Because there is no public market for the Company’s stock options and very little historical

experience with the Company’s stock, similar public companies were used for the comparison of volatility and

the dividend yield. The risk-free rate of return was derived from U.S. Treasury notes with comparable maturities.
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The Company determined the fair value of the option awards using the Black-Scholes option pricing model using

the following weighted average assumptions:

Three Months Ended

Nine Months Ended   March 31,

     September 30, 2023   2024 2023

Expected term   6.90 years 6.8 years 7.0 years

Volatility   98 % 103 % 98 %

Dividend yield   — % — % — %

Risk-free interest rate   3.85 % 4.28 % 3.85 %

Weighted average grant date fair value $ 2.75 $2.64 $2.81

14
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A summary of the Company’s stock option activity is as follows:

Nine Months Ended    Weighted Average Weighted

    September 30, 2023      Exercise Price Average

Outstanding at the

beginning of the period   2,467,500   $ 6.12

Weighted Remaining Aggregate

Number of      Average Contractual Term Intrinsic

Options     Exercise Price (in years) Value

Outstanding, vested and

expected to vest at

December 31, 2023 2,985,000 $ 5.64 7.81 $251,550

Granted   517,500 3.35 835,000 3.15 9.92

Exercised   — — — — —

Forfeited — — — — —

Outstanding at the end

of the period 2,985,000 5.64
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Outstanding, vested and

expected to vest at

March 31, 2024 3,820,000 $ 5.10 8.07 $ —

Exercisable 2,091,861 $ 6.02 2,492,056 $ 5.92 7.40 $ —

The total non-cash compensation expense for these options not yet recognized as of September 30, 2023 March

31, 2024 was $3,292,136. $3,768,883. The weighted average vesting period for the unvested options is 1.46 2.25

years. The intrinsic weighted average grant date fair value of the stock all options at September 30, 2023 was $0

with a remaining weighted average contractual life granted is $3.96 as of 8.06 years. March 31, 2024. The 

Company records the impact of any forfeitures of options as they occur.

NOTE 6 – SHARE-BASED PAYMENTS TO VENDORS

In the fourth quarter of 2021, the Company entered into an agreement with a consultant to provide financial

advisory services for a six-month term. Pursuant to the agreement, the Company granted $150,000 of common

stock over the term of service. In January 2022, the Company granted 13,889 shares of common stock at grant

date fair value, pursuant to the agreement and recorded general and administrative expenses of $0 for the three

months ended September 30, 2023, and 2022, respectively, and $0 and $75,000 for the nine  months ended

September 30, 2023 and 2022, respectively.

In the first quarter of 2022, the Company entered into an agreement with a consultant to provide investor relation

services for a six-month term. Pursuant to the agreement, the Company granted 30,000 shares of common stock

with a grant date fair value of $3.77 and

14
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paid $25,000 of cash compensation. The cash component was expensed over the service period and the equity

component expensed consistent with the contractual vesting. The Company recorded general and administrative

expenses of $0 for the three months ended September 30, 2023, and 2022, respectively, and $0 and $113,100

for the nine months ended September 30, 2023 and 2022, respectively.

In the third quarter of 2022, the Company entered into an agreement with a company to provide consulting

services for a six-month term. Pursuant to the agreement, the Company granted 36,000 shares of common stock

with a grant date fair value of $3.53, which was expensed consistent with the contractual vesting. The Company 
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recorded general and administrative expenses of $0 for the three and nine months ended September 30, 2023,

respectively, and $127,080 for the three and nine months ended September 30, 2022, respectively.

In the fourth quarter of 2022, the Company entered into a number of agreements with vendors pursuant to which

the Company made grants of a total of 43,186 shares of common stock with grant date fair values ranging from

$3.30 to $3.67, up to 10,096 of warrants, and cash payments. These contracts have six-month terms with 

various contractual vesting periods. The cash payments were expensed over the service period and the equity 

components were expensed consistent with the various contractual vesting periods. The Company recorded 

general and administrative expenses of $0 and $46,742 $46,743 for the three and nine months ended

September 30, 2023, March 31, 2024 and 2023, respectively.

In the first quarter of 2023, the Company entered into an agreement with a consultant to provide investor relation

services for a six-month term. The Company granted 36,000 shares of common stock at a grant date fair value

of $3.31, pursuant to the agreement and recorded general and administrative expenses of $0 and $119,160 for

the three and nine months ended September 30, 2023 March 31, 2024 and 2023, respectively.

In the fourth quarter of 2023, the Company entered into a number of agreements with vendors pursuant to which

the Company made grants of a total of 116,000 shares of common stock with grant date fair values ranging from

$1.50 to $5.18 and cash payments. These contracts had four to six-months terms with various contractual 

vesting periods. The cash payments were expensed over the service period and the equity components were 

expensed consistent with the various contractual vesting periods. The Company recorded general and 

administrative expenses of $76,600 and $0 for the three months ended March 31, 2024 and 2023, respectively.

In the first quarter of 2024, the Company entered into two respective agreements with consultants to provide

investor relation services for four-month terms. The cash payments are expensed over the service period and 

the equity components are expensed consistent with the various contractual vesting periods. Per the 

agreements, the Company will issue a total of 120,000 shares of common stock, evenly over the four-month 

service period. As of March 31, 2024, respectively. the Company granted 70,000 shares with grant date fair

values ranging from $2.84 to $4.81, pursuant to the agreements and recorded general and administrative

expenses of $229,000 for the three months ended March 31, 2024.

NOTE 7 – NET LOSS PER SHARE

Basic and diluted net loss per shares of common stock for the nine three months ended September 30,

2023 March 31, 2024 and 2022 2023 was determined by dividing net loss by the weighted average shares of

common stock outstanding during the period. The Company’s potentially dilutive shares, consisting of

6,884,475 6,136,245 warrants and 2,985,000 3,820,000 stock options, have not been included in the computation

of diluted net loss per share for all periods as the result would be antidilutive.
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NOTE 8 – COMMITMENTS AND CONTINGENCIES

In conjunction with the Asset purchase in February 2018, the Company is required to make certain milestone

payments related to the ongoing development of ACX-362E totaling $700,000 in the aggregate if certain

milestones are achieved (which includes $50,000 already paid after the acquisition in February 2018). There

were no additional milestones reached for During the nine months ended September 30, 2023 fourth quarter of

2023, the Company achieved the Phase 2 clinical trial milestone and 2022, respectively. included $150,000 as a

part of accounts payable and accrued expenses as of March 31, 2024 and December 31, 2023. The Company is

also obligated to make royalty payments equal to 4% of net sales of ACX-362E for a period of time equal to the

last to expire of any applicable patents, as defined in the purchase agreement.

NOTE 9 – SUBSEQUENT EVENT

As of November 13, 2023, the Company had 13,767,977 shares of common stock issued and  which

is an increase of 762,849 shares as of September 30, 2023, primarily due to certain warrant exercises that

resulted in the issuance of 682,769 shares. The Company received approximately $2.2 million in proceeds from

these warrant exercises.

15 16
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ITEM 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF

OPERATIONS

The following discussion and analysis of our financial condition and results of operations should be read

in conjunction with our unaudited condensed financial statements and related notes appearing elsewhere in this

Quarterly Report on Form 10-Q and our audited consolidated financial statements and the related notes and the

discussion under the heading “Management’s Discussion and Analysis of Financial Condition and Results of
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Operations” for the fiscal year ended December 31, 2022 December 31, 2023 included in the Annual Report on

Form 10-K (the “2022 “2023 Annual Report”) and filed with the Securities and Exchange Commission (the “SEC”)

on March 15, 2023 March 15, 2024. This discussion, particularly information with respect to our future results of

operations or financial condition, business strategy and plans, and objectives of management for future

operations, includes forward-looking statements that involve risks and uncertainties as described under the

heading “Special Note Regarding Forward-Looking Statements” in this Quarterly Report on Form 10-Q. You

should review the disclosure under the heading “Risk Factors” in this Quarterly Report on Form 10-Q for a

discussion of important factors that could cause our actual results to differ materially from those anticipated in

these forward-looking statements.

Overview

Acurx Pharmaceuticals, Inc., We are a Delaware corporation, formerly Acurx Pharmaceuticals, LLC (the

“Company”) is a clinical stage late-stage biopharmaceutical company focused on developing a new class of small

molecule antibiotics for infections caused by difficult-to-treat bacterial infections. Our approach is to develop

antibiotic candidates with a Gram-positive selective spectrum (“GPSS®”) that block the active site of the Gram

positive specific bacterial enzyme deoxyribonucleic acid (“DNA”) polymerase IIIC ("pol IIIC”), inhibiting DNA

replication and leading to Gram-positive bacterial cell death. Our research and development (“R&D”) pipeline

includes antibiotic product candidates that target Gram-positive bacteria, including Clostridioides difficile,

methicillin-resistant Staphylococcus aureus (“MRSA”), vancomycin resistant Enterococcus (“VRE”) and drug-

resistant Streptococcus pneumoniae (“DRSP”).

These bacterial targets are listed as priority pathogens by the World Health Organization (“WHO”), the

United States (“U.S.”) Centers for Disease Control and Prevention (“CDC”) and the U.S. Food and Drug

Administration (“FDA”). Priority pathogens are those which require new antibiotics to address the worldwide

crisis of antimicrobial resistance (“AMR”) as identified by the WHO, CDC and FDA.

Our Market Opportunity

The CDC estimates that, in the U.S., antibiotic-resistant pathogens infect one individual every 11

seconds and result in one death every 15 minutes. The WHO recently stated that growing antimicrobial

resistance is equally as dangerous as the ongoing recent COVID-19 pandemic, threatens to unwind a century of

medical progress and may leave us defenseless against infections that today can be treated easily. According to

the WHO, the current clinical development pipeline remains insufficient to tackle the challenge of the increasing

emergence and spread of antimicrobial resistance.

Our approach is to develop a new class of antibiotic candidates that block the DNA polymerase IIIC (“Pol

IIIC”). We believe we are developing the first Pol DNA pol IIIC inhibitor to enter Phase 3 clinical trials and have

clinically validated the bacterial target by demonstrating the efficacy of our Phase 2 clinical trial has provided

positive clinical trial results for our lead pol IIIC antibiotic candidate in a Phase 2a clinical trial. candidate.
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Pol IIIC is the primary catalyst for DNA replication of several Gram-positive bacterial cells. Our research

and development pipeline includes clinical stage and early stage early-stage antibiotic candidates that target

Gram-positive bacteria for oral and/or parenteral treatment of infections caused by ClostridiumClostridioides

difficile (“C. difficile”), Enterococcus (including vancomycin-resistant strains (“VRE”) VRE), Staphylococcus

(including methicillin-resistant strains) MRSA), and Streptococcus (including antibiotic resistant strains).

Pol IIIC is required for the replication of DNA in certain Gram-positive bacterial species. By blocking this

enzyme, our antibiotic candidates are believed to be bactericidal and inhibit proliferation of several common

Gram-positive bacterial pathogens, including both sensitive and resistant C. difficile methicillin-resistant

Staphylococcus aureus (“MRSA”), MRSA, vancomycin-resistant Enterococcus, penicillin-resistant Streptococcus

pneumonia (“PRSP”) and other resistant bacteria.

We intend expect to “de-risk” this new class of antibiotics through our drug development activities and

potentially partner with a fully-integrated pharmaceutical company for late-stage clinical trials and

commercialization. commercialization or conduct Phase 3 clinical trials prior to such partnership and continue to

review partnership opportunities on an ongoing basis up to FDA approval.

17
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Our lead antibiotic candidate, ibezapolstat (formerly named ACX-362E), has a novel mechanism of

action that targets the Pol pol IIIC enzyme, a previously unexploited scientific target. A Phase 2 clinical trial,

comprised of a Phase 2a segment and a Phase 2b segment, provided data that demonstrates positive clinical

efficacy of trial results for our lead antibiotic validate the Pol candidate and demonstrates pol IIIC as an

appropriate bacterial target. On December 3, 2021, we commenced enrollment in a Phase 2b 64-patient,

randomized (1-to-1), non-inferiority, double-blind trial of oral ibezapolstat compared to oral vancomycin, a

standard of care to treat C. difficile infections (“CDI”).

Prior to that, we completed our Phase 2a clinical trial of ibezapolstat to treat patients with CDI and reported the

top-line data in November 2020. The Phase 2a clinical trial was terminated early based upon the

recommendation of our Scientific Advisory Board (the “SAB”). The SAB reviewed the study data presented by

management, including adverse events and efficacy outcomes, and discussed its clinical impressions. The SAB

unanimously supported the early termination of the Phase 2a trial after 10 patients were enrolled in the trial

instead of 20 patients as originally planned. The early termination was further based on the evidence of meeting

the treatment goals of eliminating the infection with an acceptable adverse event profile.
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The SAB noted that 10 out of 10 patients enrolled in the Phase 2a trial reached the Clinical Cure

endpoint, defined in the study protocol as the resolution of diarrhea in the 24-hour period immediately before the

end of treatment that is maintained for 48 hours after end of treatment. Such cure was sustained, meaning that

the patients showed no sign of infection recurrence, for 30 days thereafter. This constitutes a 100% response

rate for the primary and secondary endpoints of the trial. All 10 patients enrolled in the Phase 2a trial met the

study’s primary and secondary efficacy endpoints, namely, Clinical Cure at end of treatment and Sustained

Clinical Cure of no recurrence of CDI at the 28-day follow-up visit. No treatment-related serious adverse events

(“SAEs”) were reported by the investigators who enrolled patients in the trial. We believe these results represent

the first-ever clinical data showing Pol IIIC has potential as a therapeutically relevant antibacterial target. Our

Phase 2b clinical trial commenced enrollment on December 3, 2021. Lead Product Candidate

Currently available antibiotics used to treat CDIC. difficile infections “(CDI”) utilize other mechanisms of

action. We believe ibezapolstat is the first antibiotic candidate to work by blocking the DNA Pol pol IIIC enzyme in

C. difficile. difficile. This enzyme is necessary for replication of the DNA of certain Gram-positive bacteria, like C.

difficile. difficile.

Our Other Candidates

We also have an early stage early-stage pipeline of antibiotic product candidates with the same

previously unexploited mechanism of action, which has established proof of concept in animal studies. This

pipeline includes ACX-375C, a potential oral and parenteral treatment targeting Gram-positive bacteria, including

MRSA, VRE and PRSP.

17

Table We continue to evaluate strategic transactions for the Company, including a partner for the further

development and potential commercialization of Contentsour lead antibiotic candidate, ibezapolstat, as well as a

potential sale, merger, third-party licensing arrangement or other strategic transaction. At this time, we have no

commitments from potential partners or others to provide the Company with capital.
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Recent Developments

Completion of the Phase 2b Segment of our Phase 2 Clinical Trial

On October 2, 2023, we discontinued our the Phase 2b segment of our clinical trial of our lead antibiotic 

candidate, ibezapolstat, targeting the treatment of patients with CDI and we anticipate advancing to Phase 3 

clinical trials more expeditiously than originally planned. We made the decision to discontinue the Phase 2b 

segment of our clinical trial in consultation with our medical and scientific advisors and statisticians based upon 

observed aggregate blinded data and other factors, including the cost to maintain clinical trial sites and slow 

enrollment due to COVID-19.

The Company We determined that the Phase 2b segment of our clinical trial has performed as 

anticipated for each of ibezapolstat, our lead antibiotic candidate, and vancomycin, the control agent and a 

standard of care to treat patients with CDI, with high rates of clinical cure observed across the trial and no 

emerging safety concerns reported to date. Accordingly, the Independent Data Monitoring Committee will was 

not be required to perform an interim analysis of the Phase 2b clinical trial data as originally planned but is was 

supportive of the Company’s our decision to early discontinue the Phase 2b segment of our clinical trial early 

and will remain involved for the Company’s our Phase 3 clinical trials. Prior to discontinuing the Phase 2b clinical 

trial, the Companywe notified FDA of its our decision to early discontinue the trial. The trial was not discontinued 

due to safety concerns.

Top-Line Ibezapolstat Phase 2 Efficacy Clinical Results

On November 2, 2023, the Company we announced top-line Phase 2 efficacy and safety results from the

 Phase 2b segment of our Phase 2 clinical trial of ibezapolstat in patients with CDI. The overall In the Phase 2b 

segment of the clinical trial, the observed Clinical Cure rate in the per protocol population was 15 of 16 patients

(94%) in the ibezapolstat arm and 14 out of 14 patients (100%) in the vancomycin arm, respectively. In the 

Phase 2a segment of the clinical trial that evaluated ibezapolstat in patients with CDI, the observed Clinical Cure 

rate in the per protocol population was 10 out of 10 patients (100%).  In a post hoc analysis conducted with the 

data available at the time of discontinuation of the trial, the overall observed Clinical Cure rate for ibezapolstat in 

the combined Phase 2 trials 2a and Phase 2b segments of the clinical trial in patients with CDI was 96% (25 out 

of 26 patients), based on 10 out of 10 patients (100%) in the Phase 2a segment in the modified intent to treat per 

protocol population, plus 15 out of 16 (94%) patients in the Phase 2b in segment  We believe that, based on the 

per protocol population, who experienced post hoc pooled Phase 2 ibezapolstat Clinical Cure during 

treatment rate of 96% and the historical vancomycin cure rate of approximately 81% (Vancocin® Prescribing 

Information, January 2021), Phase 3 trials conducted in accordance with ibezapolstat. the applicable FDA 

Guidance for Industry (October 2022) would be able to demonstrate the non-inferiority of ibezapolstat to 

vancomycin, though there can be no assurance that these early-stage, Phase 2 data will predict results in Phase 

3 clinical trials.
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Further analysis of the secondary and exploratory endpoints from the Phase 2b segment showed the

following:

● 15 of 15 (100%) of the ibezapolstat-treated patients who achieved Clinical Cure (CC) at end of treatment
(EOT) remained free of C. difficile Infection (CDI) recurrence through one month after EOT, for a
Sustained Clinical Cure (SCC) rate of 100%. In the Phase 2a segment, 10 of 10 (100%) of the
ibezapolstat-treated patients who had achieved CC at EOT remained free of CDI recurrence through
one month after EOT, for an SCC rate of 100%;  

● 2 of 14 patients treated with standard of care, vancomycin, experienced recurrent infection within one
month after EOT for a SCC of 86%;

For extended clinical cure, data also showed that 100% (5 of 5) of ibezapolstat-treated patients who

agreed to observation for up to three months following CC at EOT experienced no recurrence of infection;

● Additional microbiology and microbiome analysis of patients in the Phase 2b segment data showed that
ibezapolstat outperformed vancomycin showing eradication of fecal C. difficile at Day 3 of treatment in
15 of 16 treated patients (94%), versus vancomycin which had eradication of C. difficile in 10 of 14
treated patients (71%); and

● Ibezapolstat, but not vancomycin, consistently preserved and allowed regrowth of key gut bacterial
species believed to confer health benefits including to prevent recurrence of CDI.

Ibezapolstat was well-tolerated with in the Phase 2 clinical trial.   In the Phase 2b segment, there were

three patients each experiencing one mild adverse event assessed by the blinded investigator to be drug-related.

All three events were gastrointestinal in nature and resolved without treatment. In the Phase 2a segment, there

were seven adverse events reported in four patients, with only one (nausea) likely related to ibezapolstat.  One

severe adverse event occurred (an exacerbation of a migraine headache) but was considered to be unrelated to

ibezapolstat.   There were no drug-related treatment withdrawals or no drug-related serious adverse events, or

other safety findings of concern. In concern in either segment of the Phase 2b vancomycin control arm, 14 out of

14 patients experienced 2 clinical cure. The Company is confident that based on the pooled Phase 2 ibezapolstat

clinical cure rate of 96% and the historical vancomycin cure rate of approximately 81% (Vancocin® Prescribing

Information, January 2021), we will demonstrate non-inferiority of ibezapolstat to vancomycin in Phase 3 trials in

accordance with the applicable FDA Guidance for Industry (October, 2022). The Phase 2b clinical trial met the

protocol primary objective of assessing the primary efficacy endpoint of the Clinical Cure rate after 10 days of

oral treatment. trial.

Further analyses will be forthcoming regarding secondary and other exploratory endpoints including

Sustained Clinical Cure data, Extended Clinical Cure data up to 94 days and comparative effects on from the gut

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

36/120

microbiome.

Phase 2b segment of the Phase 2 clinical trial later this year. The Company is currently preparing

for anticipates presenting data from the Phase 2 clinical trial at one or more scientific conferences throughout

2024.

We convened an End-of-Phase 2 Meeting with FDA in April 2024 and advancement expect to Phase 3.

Warrant Exercise and Share Issuance

As report the results of November 13, 2023, the FDA meeting as soon as the Company had 

13,767,977 receives final meeting minutes from FDA which we anticipate in May 2024.

2023 At-the-Market Offering

On November 15, 2023, we entered into a Sales Agreement and established an “ATM Program”,

pursuant to which we may offer and sell, from time to time through A.G.P/Alliance Global Partners, as sales

agent, shares of our common stock having an aggregate offering price of up to $17.0 million. Under the Sales 

Agreement, the sales agent is entitled to compensation of 3.0% of the gross offering proceeds of all shares of

common stock issued sold through it pursuant to the Sales Agreement.

As of the period ended March 31, 2024, we sold a total of 1,819,914 shares of our common stock under 

the ATM Program at a weighted-average price of $3.88 per share, raising $7.1 million of gross proceeds and 

outstanding which is an increase net proceeds of 762,849 $6.7 million, after deducting commissions to the sales 

agent and other ATM Program related expenses. There remains approximately $9.9 million available for future 

sales of shares as of September 30, 2023, primarily due to certain warrant exercises that resulted in common 

stock under the issuance of 682,769 shares. The Company received approximately $2.2 million in proceeds from 

these warrant exercises. ATM Program.

2023 Registered Direct Offering

On May 16, 2023, the Company we entered into a Securities Purchase Agreement (the “Purchase 

Agreement”) with a single healthcare-focused U.S. institutional investor named therein (the “2023 Investor”), 

pursuant to which the Company we issued and sold, in a registered direct offering by the Company us directly to 

the 2023 Investor (the “2023 Registered Offering”), an aggregate of 601,851 shares of common stock at an 

offering price of $3.00 per share and an aggregate of 731,482 pre-funded warrants exercisable for shares of 

common stock at an offering price of $2.9999 per pre-funded warrant. The pre-funded warrants sold to the 2023 

Investor have an exercise price of $0.0001 and were immediately exercisable. As of September 30, 2023 March 

31, 2024, all of the pre-funded warrants were exercised.
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The gross proceeds to the Company us from the registered direct offering 2023 Registered Offering were 

approximately $4.0 million and net proceeds after deducting the placements agent’s fees and other offering 

expenses payable by the Company us were approximately $3.5 million.

18
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The Securities securities were offered by the Company us pursuant to a registration statement on Form S-3 (File 

No. 333-265956) previously filed with the SEC on July 1, 2022, and which was declared effective by the SEC on 

July 11, 2022.

In a concurrent private placement (the “2023 Private Placement” and together with the 2023 Registered

Offering, the “2023 Offerings”), the Company we issued to the 2023 Investor series Series C warrants Warrants

exercisable for an aggregate of 1,333,333 shares of common Stock stock at an exercise price of $3.26 per share

and series Series D warrants Warrants exercisable for an aggregate of 1,333,333 shares of common stock at an

exercise price of $3.26 per share. Each Series C Warrant will be was exercisable commencing on November 18,

2023 and will expire on November 18, 2025. Each Series D Warrant will be was exercisable commencing on

November 18, 2023 and will expire on November 19, 2029.

The 2023 Offerings closed on May 18, 2023.

In connection with the 2023 Offerings, the Company we also entered into a Warrant Amendment

Agreement with the 2023 Investor. Under the Warrant Amendment Agreement, the Company we amended its our

existing series Series A warrants Warrants to purchase up to an aggregate of 1,230,769 shares of the

Company's our common stock and series Series B warrants Warrants to purchase up to an aggregate of

1,230,769 shares of the Company's our common stock (collectively, the “Existing Warrants”) that were previously

issued in July 2022, such that effective upon the closing of the offering, 2023 Offerings, the amended Existing

Warrants will were amended to have a termination date of May 18, 2029.

On May 16, 2023, the Company entered into a placement agency agreement (the “2023 Placement

Agent Agreement”) with Maxim Group LLC (the “Placement Agent”) pursuant to which the Company engaged

Maxim as the placement agent in connection with the 2023 Offerings. The Placement Agent agreed to use its
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reasonable best efforts to arrange for the sale of the Securities. The Company paid the Placement Agent a

placement agent fee in cash equal to 5.75% of the gross proceeds from the sale of the Shares, Warrants and

Pre-Funded Warrants. The Company also reimbursed the Placement Agent for all reasonable travel and other

out-of-pocket expenses, including the reasonable fees of legal counsel not to exceed $50,000. The 2023

Placement Agent Agreement also contains representations, warranties, indemnification and other provisions

customary for transactions of this nature.

Effects of Coronavirus (COVID-19) on Our Business

Public health crises such as pandemics or similar outbreaks could adversely impact our business.

Notably, the COVID-19 pandemic continues to evolve. The World Health Organization (“WHO”)

recognized extent to which COVID-19 as a public health emergency impacts our operations or those of

international concern on January 30, 2020 and as a global pandemic on March 11, 2020. The global pandemic

and actions taken to contain COVID-19 have adversely affected the global economy and financial markets.

Vaccines for COVID-19 continue to be administered in the United States our collaborators, vendors, contractors,

suppliers, clinical trial sites and other countries around material business relations and governmental agencies

will depend on future developments, which are highly uncertain and cannot be predicted with confidence,

including the world, but ultimate duration of the extent and rate of vaccine adoption, outbreak, new information

that will emerge concerning the long-term efficacy of these vaccines and other factors remain uncertain.

Authorities throughout the world have implemented measures to contain or mitigate the spread severity of the

virus including at various times physical distancing, travel bans and restrictions, closure of non-essential

businesses, quarantines, work-from-home directives, mask requirements, shelter-in-place orders the actions to

contain it or treat its impact, among others. While the potential economic impact brought by, and vaccination

programs. Despite these efforts, COVID-19 has persisted, has mutated into new variants, and is expected to

become endemic. Additionally, new waves of COVID-19 or its variants could cause the reinstatement of such

limitations. The impact of COVID-19 and its variants, including direct and indirect economic effects as a result of

inflation, supply chain disruptions and labor shortages, have been and remain unpredictable.

Since the start ultimate duration of, the COVID-19 pandemic, we continued have been, and continue to

enroll patients in our Phase 2a and Phase 2b clinical trial be, difficult to assess or predict, the spread of our lead

antibiotic candidate, ibezapolstat, although enrollment rates decreased significantly compared to expectations at

certain of our clinical trial sites. Other areas of our business experienced no change, including our research and

development activities with key vendors. We believe that the COVID-19 pandemic has highlighted the

importance of antibiotic development in responding to global health issues particularly because many

hospitalized COVID-19 patients were also prescribed antibiotics which only accelerates the current antimicrobial

resistance crisis described by several regulatory bodies worldwide.

caused a broad impact globally. The extent to which the COVID-19 pandemic will ultimately may impact

our business results of operations, financial condition and cash flows depends on future developments that

are continues to be highly uncertain rapidly evolving and difficult to predict at this time. While we are not

experiencing material adverse impacts at this time given the global economic slowdown, the overall disruption of

global supply chains and distribution systems and the other risks and uncertainties associated cannot be
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predicted with the COVID-19 pandemic, our business, financial condition, results of operations and growth

prospects could be materially and adversely affected. While we believe that we are well positioned for the future

as we navigate the crisis and prepare for an eventual return to a more normal operating environment, we

continue to closely monitor the COVID-19 pandemic as we evolve our business continuity plans and response

strategy. confidence.
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Components of our Results of Operations

Revenue

We have not generated any revenue since our inception and do not expect to generate any revenue

from the sale of products in the near future, if at all.

Research and Development Expenses

To date, our research and development expenses have related primarily to development of ibezapolstat,

preclinical studies and other preclinical activities related to our portfolio. Research and development expenses

are recognized as incurred and 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.

Research and development expenses include:

● external research and development expenses incurred under agreements with contract research
organizations (“CROs”) and consultants to conduct our preclinical, toxicology and other preclinical
studies;

● laboratory supplies;

● costs related to manufacturing product candidates, including fees paid to third-party manufacturers
and raw material suppliers;
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● license fees and research funding; and

● facilities, depreciation and other allocated expenses, which include direct and allocated expenses
for rent, maintenance of facilities, insurance, equipment and other supplies.

Clinical trial costs are a significant component of research and development expenses and include costs

associated with third-party contractors. We outsource a substantial portion of our clinical trial activities, utilizing

external entities such as CROs, independent clinical investigators and other third-party service providers to

assist us with the execution of our clinical trials.

We plan to substantially increase our research and development expenses for the foreseeable future as

we continue the development of our product candidates and seek to discover and develop new product

candidates. Due to the inherently unpredictable nature of preclinical and clinical development, we cannot

determine with certainty the timing of the initiation, duration or costs of future clinical trials and preclinical studies

of product candidates. Clinical and preclinical development timelines, the probability of success and the amount

of development costs can differ materially from expectations. We anticipate that we will make determinations as

to which product candidates and development programs to pursue and how much funding to direct to each

product candidate or program on an ongoing basis in response to the results of ongoing and future preclinical

studies and clinical trials, regulatory developments and our ongoing assessments as to each product candidate’s

commercial potential. In addition, we cannot forecast which product candidates may be subject to future

collaborations, when such arrangements will be secured, if at all, and to what degree such arrangements would

affect our development plans and capital requirements.

Our future clinical development costs may vary significantly based on factors such as:

● per-patient trial costs;

● the number of trials required for regulatory approval;

● the number of sites included in the trials;

● the countries in which the trials are conducted;
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● the length of time required to enroll eligible patients;

● the number of patients that participate in the trials;

● the number of doses that patients receive;

● the drop-out or discontinuation rates of patients;

● potential additional safety monitoring requested by regulatory agencies;

● the duration of patient participation in the trials and follow-up;

● the phase of development of the product candidate; and

● the efficacy and safety profile of the product candidate.

General and Administrative Expenses

General and administrative expenses consist primarily of salaries and employee-related costs, including

share-based compensation, for personnel in our executive, finance and other administrative functions. Other

significant costs include facility-related costs, legal fees relating to intellectual property and corporate matters,

professional fees for accounting and consulting services and insurance costs. We anticipate that our general and

administrative expenses will increase in the future to support our continued research and development activities,

pre-commercialization and, if any product candidates receive marketing approval, commercialization activities.

We also anticipate increased expenses related to audit, legal, regulatory and tax-related services
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associated with maintaining compliance with exchange listing and SEC requirements, director and officer

insurance premiums and investor relations costs associated with operating as a public company.

Results of Operations

Three Months Ended September 30, 2023 March 31, 2024 Compared to the Three Months Ended

September 30, 2022 March 31, 2023

The following table presents a summary of the changes in our results of operations for the three months

ended September 30, 2023 March 31, 2024 compared with the three months ended September 30, 2022 March

31, 2023:
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Three Months Ended   Three Months Ended  

September 30,  Percentage March 31,  Percentage

     2023      2022      Change        2024      2023      Change  

(in thousands)  

(in thousands)  

OPERATING EXPENSES:                          

Research and Development $ 1,349 $ 1,591   (15)% $ 1,555 $ 1,016   53 %

General and Administrative   1,766   1,951   (9)%   2,823   1,887   50 %

TOTAL OPERATING EXPENSES   3,115   3,542   (12)%   4,378   2,903   51 %

Net Loss $ (3,115) $ (3,542)  (12)% $(4,378) $(2,903)  51 %

Research and Development Expenses

Research and development expenses were $1.3 million for the three months ended September 30, 2023

and $1.6 million for the three months ended September 30, 2022 March 31, 2024 and $1.0 million for the three

months ended March 31, 2023, a decrease an increase of $0.3 million $0.6 million primarily due to the timing of

Phase 2b clinical trial increase in manufacturing related costs.

General and Administrative Expenses

General and administrative expenses were $1.8 million $2.8 million for the three months ended

September 30, 2023 March 31, 2024 and $2.0 million $1.9 million for the three months ended September 30,

2022 March 31, 2023, a decrease an increase of $0.2 million $0.9 million. The decrease increase was primarily

due to $0.2 million decrease in professional fees.
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Net Loss

Net loss was $3.1 million for the three months ended September 30, 2023, and $3.5 million for the three

months ended September 30, 2022, a decrease of $0.4 million, due to the reasons stated above.

Nine Months Ended September 30, 2023 Compared to the Nine Months Ended September 30,

2022

The following table presents a summary of the changes in our results of operations for the nine months

ended September 30, 2023 compared with the nine months ended September 30, 2022:

     Nine Months Ended           

September 30,  Percentage

     2023      2022      Change  

(in thousands)  

OPERATING EXPENSES:             

Research and Development $ 4,101 $ 3,322   23 %

General and Administrative   5,362   5,510   (3)%

TOTAL OPERATING EXPENSES   9,463   8,832   7 %

Net Loss $ (9,463) $ (8,832)  7 %

Research and Development Expenses

Research and development expenses were $4.1 million for the nine months ended September 30, 2023

and $3.3 million for the nine months ended September 30, 2022, an $0.7 million increase of $0.8 million due to

Phase 2b clinical trial related costs and increased consulting costs.

General and Administrative Expenses

General and administrative expenses were $5.4 million for the nine months ended September 30, 2023

and $5.5 million for the nine months ended September 30, 2022, a decrease of $0.1 million. The decrease was

primarily due to $0.3 million decrease in professional fees offset by and $0.2 million increase in share-based

compensation. compensation costs.

Net Loss

Net loss was $9.4 million $4.4 million for the nine three months ended September 30, 2023 March 31,

2024, and $8.8 million $2.9 million for the nine three months ended September 30, 2022 March 31, 2023, an

increase of $0.6 million $1.5 million, due to the reasons stated above.

Liquidity and Capital Resources
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Overview

Since inception, we have generated no revenue from operations and we have incurred cumulative 

losses of approximately $48 million $57.6 million as of September 30, 2023 March 31, 2024. We have funded our 

operations primarily from equity issuances. We received net cash proceeds of approximately $12.9 million from 

equity financings closed between March 2018 and October 2020. On June 29, 2021, we completed our IPO 

resulting in net proceeds of approximately $14.8 million after deducting underwriter discounts of $1.4 million and 

offering costs of approximately $1.1 million. On July 27, 2022, we completed a registered direct offering and

concurrent private placement resulting in net proceeds of approximately $3.7 million after deducting placement 

agents fees of $0.3 million and offering costs of $0.2 million. On May 18, 2023, we completed a registered direct 

offering and a concurrent private placement resulting in net proceeds of approximately $3.5 million after 

deducting placement agents fee of $0.2 million and offering costs of $0.2 million. On November 15, 2023, we 

entered into a Sales Agreement and established the ATM Program, pursuant to which we may offer and sell, 

from time to time, through A.G.P./Alliance Global Partners, as sales agent, shares of our common stock having 

an aggregate offering price of up to $17.0 million. Under the ATM Program, we raised net proceeds of 

approximately $6.7 million after deducting sales agent commissions and other related expenses of $0.2 million.

Based upon our lack of revenue expected for the foreseeable future, and because of numerous risks and

uncertainties associated with the research, development and future commercialization of our product candidates,

we are unable to estimate with
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certainty the amounts of increased capital outlays and operating expenditures associated with our anticipated

clinical trials and development activities.
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As of September 30, 2023 March 31, 2024, we had working capital of $3.9 million $6.0 million, consisting

primarily of $7.1 million $8.9 million of cash and $0.1 million $0.2 million of prepaid expenses, offset by $3.2

million $3.1 million of accounts payable and accrued expenses.

The following table sets forth selected cash flow information for the periods indicated:

     For the nine months ended      Three Months Ended

     September 30,       March 31, 

     2023      2022      2024      2023

(in thousands)

(in thousands)

Net cash (used in)/provided by:                 

Operating activities $ (5,603) $ (6,047) $(3,063) $(1,933)

Financing activities   3,544   3,695   4,510   —

Net decrease in cash $ (2,059) $ (2,352)

Net increase/(decrease) in cash $ 1,447 $(1,933)

Net Cash Used in Operating Activities

Net cash used in operating activities was $5.6 million $3.1 million for the nine three months ended

September 30, 2023 March 31, 2024. The net loss was greater than the net cash used in operating activities by

$3.8 million $1.3 million, primarily attributable to share-based compensation and share-based vendor payments

of $2.5 million and an increase in accounts payable and accrued expenses of $1.2 million and decrease in

prepaid expenses of $0.1 million.

Net cash used in operating activities was $6.0 million $1.9 million for the nine three months ended

September 30, 2022 March 31, 2023. The net loss was greater than the net cash used in operating activities by

$2.8 million $1.0 million, primarily attributable to share-based compensation and share-based vendor payments

of $2.5 million and an increase in accrued expenses of $0.3 million $0.9 million.

Net Cash Provided by Financing Activities

Net cash provided from financing activities was $3.5 million $4.5 million for the nine three months ended

September 30, 2023 March 31, 2024, which was primarily attributable to the net proceeds from the 2023

registered direct offering. ATM Program.
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Net There was no cash provided by from financing activities was $3.7 million for the nine three months

ended September 30, 2022, which was attributable to the net proceeds from the 2022 registered direct

offering. March 31, 2023.

Critical Accounting Policies and Estimates

Our management’s discussion and analysis of our financial condition and results of operations are based

on our financial statements, which have been prepared in accordance with U.S. generally accepted accounting

principles. The preparation of these financial statements requires us to make estimates and judgments that affect

the reported amounts of assets, liabilities, revenues and expenses and the disclosure of contingent assets and

liabilities in our financial statements. On an ongoing basis, we evaluate our estimates and judgments, including

those related to accrued expenses and share-based compensation. We base our estimates on historical

experience, known trends and events, and various other factors that we believe to be 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. 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 2, “Summary of Significant

Accounting Policies,” we believe the following accounting policies and estimates to be most critical to the

preparation of our financial statements.

Research and Development

The Company expenses We expense research and development costs when incurred. At times, the

Company we may make cash advances for future research and development services. These amounts are

deferred and expensed in the period the service is services are provided.

Costs for certain research and development activities, such as the provision of services for clinical trial

activity, are estimated based on an evaluation of the progress to completion of specific tasks which may use data

such as subject enrollment, clinical site activations or information provided to the Company us by its our vendors

with respect to their actual costs incurred. Payments for these activities are based on the terms of the individual

arrangements, which may differ from the pattern of costs incurred, and are reflected in the financial statements

as prepaid or accrued research and development expense, as the case may be. applicable. The estimates are

adjusted to reflect the
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reflect the best information available at the time of the financial statement issuance. The Company's Although we

do not expect our estimates to be materially different from amounts actually incurred, our estimate of the status

and timing of services performed could differ from relative to the actual status and timing of services

performed. performed may vary.

Share-Based Compensation

The Company accounts We account for the cost of services performed by employees, officers directors

and directors consultants received in exchange for an award of Company membership interests, the Company’s,

common stock or stock options, based on the grant-date fair value of the award. The Company recognizes We

recognize compensation expense based on the requisite service period.

Compensation expense associated with stock option awards is recognized over the requisite service 

period based on the fair value of the option at the grant date determined based on the Black-Scholes option 

pricing model. Option valuation models require the input of highly subjective assumptions including the expected 

price volatility. The Company’s Our employee stock options have characteristics significantly different from those 

of traded options, and changes in the subjective input assumptions can materially affect the fair value 

computation using the Black-Scholes option pricing model. Because there is no public market for the 

Company’s our stock options and very little historical experience with the Company’s our stock, similar public 

companies were used for the comparison of volatility and the dividend yield. The risk-free rate of return was 

derived from U.S. Treasury notes with comparable maturities. We will continue to analyze the expected stock 

price volatility and will adjust our Black-Scholes option pricing assumptions as appropriate. Any changes in the 

foregoing Black-Scholes assumptions, or if we were to elect to utilize an alternative method for valuing stock 

options granted to employees, officers and directors, could potentially impact our share-based stock-based 

compensation expense and our results of operations.

Share-Based Payments to Vendors

The Company accounts We account for the cost of services performed by vendors in exchange for an 

award of our common stock or stock options, based on the grant-date fair value of the award or the fair value of 

the services rendered, whichever is more readily determinable. We also use Black-Scholes option pricing model 

for the purpose of estimating the fair value of options and warrants. Changes in our Black-Scholes assumptions, 

or if we were to utilize an alternative method for valuing options or warrants issued to our vendors, could impact 

our expense and our results of operations.

Other Company Information

Emerging Growth Company Status

We are an emerging growth company as defined in the Jumpstart Our Business Startups Act of 2012

(the “JOBS Act”). Under the JOBS Act, companies have extended transition periods available for complying with

new or revised accounting standards. We have elected this exemption to delay adopting new or revised

accounting standards until such time as those standards apply to private companies.
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In addition, we intend to rely on the other exemptions and reduced reporting requirements provided by

the JOBS Act. Subject to certain conditions set forth in the JOBS Act, we are entitled to rely on certain

exemptions as an emerging growth company; we are not required to, among other things, (i) provide an auditor’s

attestation report on our system of internal controls over financial reporting pursuant to Section 404(b),

(ii) provide all of the compensation disclosure that may be required of non-emerging growth public companies

under the Dodd-Frank Wall Street Reform and Consumer Protection Act, (iii) comply with any requirement that

may be adopted by the Public Company Accounting Oversight Board regarding mandatory audit firm rotation or

a supplement to the auditor’s report providing additional information about the audit and the financial statements

(auditor discussion and analysis), and (iv)  disclose certain executive compensation-related items. These

exemptions will apply for a period of five years following the completion of our IPO or until we no longer meet the

requirements of being an emerging growth company, whichever is earlier.

Recent Accounting Pronouncements

The Financial Accounting Standards Board has issued certain accounting pronouncements as of

September 30, 2023 March 31, 2024 that will become effective in subsequent periods; however, we do not

believe that any of those pronouncements would have significantly affected our financial accounting

measurements or disclosures had they been in effect, or that they will have a significant impact on us at the time

they become effective.
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ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

As a smaller reporting company, we are not required to provide the information required by this Item.

ITEM 4. CONTROLS AND PROCEDURES

Evaluation of Disclosure Controls and Procedures

We maintain “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under

the Securities Exchange Act of 1934, as amended, or the Exchange Act, that are designed to ensure that

information required to be disclosed in the reports that we file or submit under the Exchange Act is recorded,

processed, summarized and reported within the time periods specified in the SEC’s rules and forms. Disclosure
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controls and procedures include, without limitation, controls and procedures designed to ensure that information

required to be disclosed in the reports that we file or submit under the Exchange Act is accumulated and

communicated to our management, including our principal executive and principal financial officers, or persons

performing similar functions, as appropriate to allow timely decisions regarding required disclosure. Our

management recognizes that any controls and procedures, no matter how well designed and operated, can

provide only reasonable assurance of achieving their objectives and our management necessarily applies its

judgment in evaluating the cost-benefit relationship of possible controls and procedures.

As required by Rule 13a-15(e) and Rule 15d-15(e) of the Exchange Act, our management, including our

principal executive officer and our principal financial officer, conducted an evaluation as of the end of the period

covered by this Quarterly Report on Form 10-Q of the effectiveness of the design and operation of our disclosure

controls and procedures. In designing and evaluating our disclosure controls and procedures, our management

recognizes that any controls and procedures, no matter how well designed and operated, can provide only

reasonable assurance of achieving the desired control objectives. Based on that evaluation, our principal

executive officer and principal financial officer concluded that our disclosure controls and procedures were

effective at the reasonable assurance level as of the end of the period covered by this Quarterly Report on Form

10-Q.

Disclosure controls and procedures include, without limitation, controls and procedures designed to

ensure that information required to be disclosed by us in the reports we file or submit under the Exchange Act is

accumulated and communicated to our management, including our principal executive officer and principal

financial officer, as appropriate to allow timely decisions regarding required disclosure.

We can give no assurance that weaknesses in our internal control over financial reporting will not be

identified in the future. Our failure to implement and maintain effective internal control over financial reporting

could result in errors in our financial statements that could result in a restatement of our financial statements and

cause us to fail to meet our reporting obligations.

Changes in Internal Control over Financial Reporting

There were no changes in our internal control over financial reporting identified in management’s

evaluation pursuant to Rules 13a-15(d)  or 15d-15(d)  of the Exchange Act during the period covered by this

Quarterly Report on Form 10-Q that materially affected, or are reasonably likely to materially affect, our internal

control over financial reporting.

Inherent Limitations over Internal Controls

Our management, including our Chief Executive Officer and Chief Financial Officer, believes that our

disclosure controls and procedures and internal control over financial reporting are designed to provide

reasonable assurance of achieving their objectives and are effective at the reasonable assurance level.

However, management does not expect that our disclosure controls and procedures or our internal control over

financial reporting will prevent or detect all errors and all fraud. A control system, no matter how well conceived
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and operated, can provide only reasonable, not absolute, assurance that the objectives of the control system are

met. Because of the inherent limitations in all control systems, no evaluation of controls can provide absolute

assurance that all control issues and instances of fraud, if any, within the Company have been detected. The

design of any system of controls also is based in part upon certain assumptions about the likelihood of future

events, and there can be no assurance that any design will succeed in achieving its stated goals under all

potential future conditions. Over time, controls may become inadequate because of changes in conditions, or the

degree of compliance with the policies or procedures may deteriorate. Because of the inherent limitations in a

cost-effective control system, misstatements due to error or fraud may occur and not be detected.
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PART II—OTHER INFORMATION

ITEM 1.    LEGAL PROCEEDINGS

From time to time, we may become involved in litigation or other legal proceedings. We are not currently

a party to any litigation or legal proceedings that, in the opinion of our management, are likely to have a material

adverse effect on our business. Regardless of outcome, litigation can have an adverse impact on us because of

defense and settlement costs, diversion of management resources and other factors.

ITEM 1A.    RISK FACTORS

The following risk factors and other information included in this Quarterly Report on Form 10-Q should

be carefully considered. The risks and uncertainties described below are not the only ones we face. Additional

risks and uncertainties not presently known to us or that we presently deem less significant may also impair our

business operations. Please see page 3 of this Quarterly Report on Form 10-Q for a discussion of some of the

forward-looking statements that are qualified by these risk factors. If any of the following risks occur, our

business, financial condition, results of operations and future growth prospects could be materially and adversely

affected.

Our business is subject to a number of risks of which you should be aware before making an investment

decision. These risks include the following:

● We are a clinical-stage company and have a limited operating history, which may make it difficult to
evaluate our current business and predict our future performance.
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● We have incurred significant net losses in each period since our inception and anticipate that we will
continue to incur net losses for the foreseeable future and may never achieve or maintain
profitability.

● Our limited operating history may make it difficult for you to evaluate the success of our business to
date and to assess our future viability.

● We may need substantial additional funding. If we are unable to raise capital when needed, we
could be forced to delay, reduce or eliminate our product development programs or
commercialization efforts.

● Raising additional capital may cause dilution to our existing stockholders, restrict our operations or
require us to relinquish rights to our technologies or product candidates.

● We are reliant on the success of our lead product candidate, ibezapolstat, which we are developing
for the treatment of CDI. If we are unable to commercialize ibezapolstat, or experience significant
delays in doing so, our business will be materially harmed.

● If serious adverse or inappropriate side effects are identified during the development of ibezapolstat
or any other product candidate, we may need to abandon or limit our development of that product
candidate.

● Ibezapolstat or our other product candidates may never achieve sufficient market acceptance even
if we obtain regulatory approval.

● We are exposed to product liability, and non-clinical and clinical liability risks which could place a
substantial financial burden upon us, should lawsuits be filed against us.

● Our current and future operations substantially depend on our management team and our ability to
hire other key personnel, the loss of any of whom could disrupt our business operations.

● Our failure to complete or meet key milestones relating to the development of our technologies and
proposed products and formulations would significantly impair our financial condition.

● We will compete with larger and better capitalized companies, and competitors in the drug
development or pharmaceutical industries may develop competing products which outperform or
supplant our proposed products.

● The A pandemic, epidemic, or outbreak of an infectious disease, such as the novel coronavirus
disease, COVID-19 pandemic, could materially and adversely affect our business.

● Global market and economic conditions may negatively impact our business, including our
preclinical studies financial condition and clinical trials. share price.

● Because results of preclinical studies and early clinical trials are not necessarily predictive of future
results, any product candidate we advance may not have favorable results in later clinical trials or
receive regulatory approval. Moreover, interim, “top-line,” and preliminary data from our clinical trials
that we announce or publish may change, or the perceived product profile may be negatively
impacted, as more patient data or additional endpoints (including efficacy and safety) are analyzed.

26

Table of Contents

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

52/120

● If clinical trials of our lead product candidate fail to demonstrate safety and efficacy to the
satisfaction of the FDA, or the EMA, or do not otherwise produce favorable results, we may incur
additional costs or experience delays in completing, or ultimately be unable to complete the
development and commercialization of ibezapolstat or any other product candidate.

● If we experience any of a number of possible unforeseen events in connection with our clinical trials,
potential marketing approval or commercialization of our product candidates could be delayed or
prevented.

● Our failure We may be unable to obtain costly government approvals, including required FDA
approvals, regulatory approval in the United States or foreign jurisdictions and, as a result, be
unable to comply with ongoing governmental regulations relating commercialize our product
candidates and our ability to our proposed products and formulations could delay or limit
introduction of our proposed formulations and products and result in failure to achieve revenues or
maintain our ongoing business. generate revenue will be materially impaired.

● Risks associated with operating in foreign countries could materially adversely affect our product
development should we elect to extend development outside the U.S.

● Our results of operations may be adversely affected by current and potential future healthcare
legislative and regulatory actions.

● If we are unable to establish sales and marketing capabilities or enter into agreements with third
parties to market and sell our product candidates, we may not be successful in commercializing
ibezapolstat or any other product candidate if and when such product candidates are approved.

● We contract with third parties for the manufacture of our product candidates for preclinical studies
and our ongoing clinical trials, and expect to continue to do so for additional clinical trials and
ultimately for commercialization. This reliance on third parties increases the risk that we will not
have sufficient quantities of our product candidates or drugs or such quantities at an acceptable
cost, which could delay, prevent or impair our development or commercialization efforts.

● If ultimate users of our product candidates are unable to obtain adequate reimbursement from third-
party payers, or if new restrictive legislation is adopted, market acceptance of our proposed
products may be limited and we may not achieve material revenues.

● We may be involved in lawsuits to protect or enforce our patents.
● Intellectual property litigation could cause us to spend substantial resources and distract our

personnel from their normal responsibilities.
● Because we do not anticipate paying any cash dividends on our common stock in the foreseeable

future, capital appreciation, if any, will be your sole source of gain.
● The price of our stock may be volatile, and you could lose all or part of your investment.
● Our largest stockholders will exercise significant influence over our company for the foreseeable

future, including the outcome of matters requiring stockholder approval.
● Cyber incidents or attacks directed at us could result in information theft, data corruption,

operational disruption and/or financial loss.
● We may fail to comply with evolving privacy and data protection laws, which could adversely affect

our business, results of operations and financial condition.
● There may be limitations on the effectiveness of our internal controls, and a failure of our control

systems to prevent error or fraud may materially harm us.

Risks Related Relating to Our Business

We are a clinical-stage company and have a limited operating history, which may make it difficult to

evaluate our current business and predict our future performance.
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We are a clinical-stage biopharmaceutical company that was formed in July 2017. We acquired the

rights to our lead product candidate, ibezapolstat, in February 2018 and we have a limited operating history. Our

operations to date have been limited to securing our initial product candidate, generating a second product

candidate in-house, conducting clinical and regulatory development for our lead program and raising capital. We

have no products approved for commercial sale and have not generated any revenue.

Investing in an early-stage company with limited history, financial or otherwise, includes a high degree of

risk. As an early-stage company, our prospects must be considered in light of the uncertainties, risks, expenses,

and difficulties frequently encountered by companies in their early stages of operations. We have generated

losses since inception and we expect to continue to run at a loss for several years until our initial program, or one

of our pipeline products, is approved by the FDA or another worldwide regulatory body. We expect to incur

substantial operating expenses over the next several years as our product development activities and related
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costs increase. No assurance can be given that we will be able to successfully implement any or all of our

business plan, or if implemented, that we will accomplish the desired objectives, including achieving profitability.

Our short history as an operating company makes any assessment of our future success or viability subject to

significant uncertainty. We will encounter risks and
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difficulties frequently experienced by early-stage companies in rapidly evolving fields. If we do not address these

risks successfully, our business will suffer.

We have incurred significant net losses in each period since our inception and anticipate that we will

continue to incur net losses in for the foreseeable future and may never achieve or maintain profitability.
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We are not profitable and have incurred significant losses in each period since our inception, including

net losses of $9.4 million $4.4 million for the nine three months ended September 30, 2023, $12.1 million March

31, 2024 and $14.6 million for the year ended December 31, 2022 December 31, 2023. We have not

commercialized any products and have never generated any revenue from product sales. We expect these

losses to increase as we continue to incur significant research and development and other expenses related to

our ongoing operations, seek regulatory approvals for our product candidates, scale-up manufacturing

capabilities and hire additional personnel to support the development of our product candidates and to enhance

our operational, financial and information management systems.

A critical aspect of our strategy is to invest significantly in our clinical and regulatory development for our

lead program. To become and remain profitable, we must develop and eventually commercialize products with

significant market potential, which we may never achieve. Even if we succeed in commercializing one or more of

these product candidates, we will continue to incur losses for the foreseeable future relating to our substantial

research and development expenditures to develop our product candidates. We may encounter unforeseen

expenses, difficulties, complications, delays and other unknown factors that may adversely affect our business.

The size of our future net losses will depend, in part, on the rate of future growth of our expenses and our ability

to generate revenue. Our prior losses and expected future losses have had and will continue to have an adverse

effect on our stockholders’ equity and working capital. Further, the net losses we incur may fluctuate significantly

from quarter-to-quarter and year-to-year, such that a period to period comparison of our results of operations

may not be a good indication of our future performance. If we do achieve profitability, we may not be able to

sustain or increase profitability on a quarterly or annual basis. Our failure to become and remain profitable would

decrease the value of the company and could impair our ability to raise capital, maintain our discovery and

preclinical development efforts, expand our business or continue our operations and may require us to raise

additional capital that may dilute your ownership interest. A decline in the value of our company could also cause

you to lose all or part of your investment.

Our independent registered public accounting firm has expressed substantial doubt about our ability to

continue as a going concern.

Our independent registered public accounting firm noted in its report accompanying our financial

statements for the period fiscal year ended December 31, 2022 December 31, 2023 that we had suffered

significant accumulated deficit and had negative operating cash flows and that the development and

commercialization of our product candidates are expected to require substantial expenditures. We have not yet

generated any revenue material revenues from our operations to fund our activities, and are therefore dependent

upon external sources for financing our operations. There can be no assurance that we will succeed in obtaining

the necessary financing to continue our operations. As a result, our independent registered public accounting

firm has expressed substantial doubt about our ability to continue as a going concern. The financial statements

do not include any adjustments that might result from the outcome of this uncertainty. If we cannot successfully

continue as a going concern, our stockholders may lose their entire investment in our common stock.
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We may need substantial additional funding. If we are unable to raise capital when needed, we could be

forced to delay, reduce or eliminate our product development programs or commercialization efforts.

We expect our expenses to increase in connection with our ongoing activities, particularly as we

continue research and development and initiate additional clinical trials of our product candidates and seek

regulatory approval for these and potentially other product candidates. In addition, if we obtain regulatory

approval for any of our product candidates, we expect to incur significant commercialization expenses related to

product manufacturing, marketing, sales and distribution. In particular, the costs that may be required for the

manufacture of any product candidate that receives marketing approval may be substantial. Accordingly, we may

need to obtain substantial additional funding in connection with our continuing operations. If we are unable to

raise capital when needed or on attractive terms, we could be forced to delay, reduce or eliminate our research

and development programs or any future commercialization efforts.
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As of September 30, 2023 March 31, 2024, we had approximately $7.1 million $8.9 million in cash. In 

June 2021, we completed the IPO for net cash proceeds of $14.8 million after deducting underwriting discounts 

and commissions and offering expenses. In July 2022, we completed a registered direct offering and concurrent 

private placement for net cash proceeds of $3.7 million after deducting placement agent fees and offering 

expenses. In May 2023, we completed a registered direct offering and concurrent private placement for net cash
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proceeds of $3.5 million after deducting placement agent fees and offering expenses. In November 2023, we 

entered into a Sales Agreement and established an ATM Program, pursuant to which we may offer and sell, from 

time to time through A.G.P./Alliance Global Partners, as sales agent, shares of our common stock having an 

aggregate offering price of up to $17.0 million. As of the period ended March 31, 2024, we sold a total of

1,819,914 shares of our common stock under the ATM Program, at a weighted-average price of $3.88 per share,

raising $7.1 million of gross proceeds and net proceeds of $6.7 million after deducting commissions to the sales
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agent and other ATM Program related expenses. There remains approximately $9.9 million available for future 

sales of shares of common stock under the Sales Agreement. We believe that, based upon our current operating

plan, our existing capital resources will not be sufficient to fund our anticipated operations for at least 12 months

from the issuance of our financial statements for the period ended September 30, 2023 March 31, 2024. Our

future capital requirements and the period for which we expect our existing resources to support our operations

may vary significantly from what we expect. Our monthly spending levels vary based on new and ongoing

research and development and other corporate activities. Because the length of time and activities associated

with successful research and development of our product candidates is highly uncertain, we are unable to

estimate the actual funds we will require for development and any approved marketing and commercialization

activities.

Our future capital requirements will depend on many factors, including:

● the timing, progress, and results of our ongoing and planned clinical trials of our product candidates;

● our ability to manufacture sufficient clinical supply of our products candidates and the costs thereof;

● discussions with regulatory agencies regarding the design and conduct of our clinical trials and the
costs, timing and outcome of regulatory review of our product candidates;

● the cost and timing of future commercialization activities, including product manufacturing,
marketing, sales and distribution, for any of our product candidates for which we receive marketing
approval;

● the costs of any other product candidates or technologies we pursue;

● our ability to establish and maintain strategic partnerships, licensing or other arrangements and the
financial terms of such agreements;

● the revenue, if any, received from commercial sales of any product candidates for which we receive
marketing approval; and

● the costs and timing of preparing, filing and prosecuting patent applications, maintaining and
enforcing our intellectual property rights and defending any intellectual property-related claims.

We cannot be certain that additional funding will be available on acceptable terms, or at all. Any

additional fundraising efforts may divert our management from their day-to-day activities, which may adversely

affect our ability to develop and commercialize our product candidates. Our ability to raise additional funding will

depend on financial, economic and market conditions and other factors, over which we may have no or limited

control, including the conflict between Russia and Ukraine. Ukraine and the conflict in the Middle East between

Israel and Hamas. In addition, our ability to obtain future funding when needed through equity financings, debt

financings or strategic collaborations may be particularly challenging in light of the uncertainties and

circumstances regarding the COVID-19 pandemic. We have no committed source of additional capital and if we

are unable to raise additional capital in sufficient amounts or on terms acceptable to us, we may have to

significantly delay, scale back or discontinue the development or commercialization of our product candidates or
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other research and development initiatives. We could be required to seek collaborators for our product

candidates at an earlier stage than otherwise would be desirable or on terms that are less favorable than might

otherwise be available or relinquish or license on unfavorable terms our rights to our product candidates in

markets where we otherwise would seek to pursue development or commercialization ourselves.
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Any of the above events could significantly harm our business, prospects, financial condition and results

of operations and cause the price of our common stock to decline.

Raising additional capital may cause dilution to our existing stockholders, restrict our operations or

require us to relinquish rights to our technologies or product candidates.

Until such time as we can generate substantial revenue from product sales, if ever, we expect to finance

our cash needs through a combination of public and private equity offerings, debt financings, strategic

partnerships, and alliances and licensing arrangements. To the extent that we raise additional capital through the

sale of equity or debt securities, your ownership interest will be diluted, and the terms may include liquidation or

other preferences that adversely affect your rights as a stockholder. The
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incurrence of indebtedness would result in increased fixed payment obligations and could involve restrictive

covenants, such as limitations on our ability to incur additional debt, limitations on our ability to acquire or license

intellectual property rights and other operating restrictions that could adversely impact our ability to conduct our

business. If we raise additional funds through strategic partnerships and alliances and licensing arrangements

with third parties, we may have to relinquish valuable rights to our technologies or product candidates, or grant

licenses on terms unfavorable to us. If we are unable to raise additional capital through equity or debt financings

when needed, (including if we are unable to do so as a result of the COVID-19 pandemic), we may be required
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to delay, limit, reduce or terminate our product development or future commercialization efforts, or grant rights to

develop and market product candidates that we would otherwise develop and market ourselves.

We are reliant on the success of our lead product candidate, ibezapolstat, which we are developing for

the treatment of CDI. If we are unable to commercialize ibezapolstat, or experience significant delays in

doing so, our business will be materially harmed.

Our ability to generate product revenues, which may not occur for several years, if ever, currently

depends heavily on the successful development and commercialization of ibezapolstat. The success of

ibezapolstat will depend on a number of factors, including the following:

● successful completion of clinical development;

● receipt of marketing approvals from applicable regulatory authorities;

● establishing commercial manufacturing arrangements with third-party manufacturers;

● obtaining and maintaining patent and trade secret protection and regulatory exclusivity;

● protecting our rights in our intellectual property portfolio;

● establishing sales, marketing and distribution capabilities;

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

● acceptance of ibezapolstat, if and when approved, by patients, the medical community and third-
party payors;

● effectively competing with other CDI therapies; and

● maintaining a continued acceptable safety profile of ibezapolstat following approval.

If we do not achieve one or more of these factors in a timely manner or at all, we could experience

significant delays or an inability to successfully commercialize ibezapolstat, which would materially harm our

business.

If serious adverse or inappropriate side effects are identified during the development of ibezapolstat or

any other product candidate, we may need to abandon or limit our development of that product

candidate.

Our product candidates are in clinical development and its risk of failure is high. It is impossible to predict

when our product candidates will prove effective or safe in humans or will receive marketing approval. If our

product candidates are associated with undesirable side effects or have characteristics that are unexpected, we

may need to abandon their development or limit development
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to certain uses or subpopulations in which the undesirable side effects or other characteristics are less prevalent,

less severe or more acceptable from a risk-benefit perspective.

Many compounds that initially show promise in clinical or earlier stage testing have later been found to

cause side effects or other safety issues that prevented further development. If we elect or are forced to suspend

or terminate any clinical trial of our product candidates, the commercial prospects of such product candidate will

be harmed and our ability to generate product revenues from such product candidate will be delayed or

eliminated. Any of these occurrences could materially harm our business.
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Ibezapolstat or our other product candidates may never achieve sufficient market acceptance even if we

obtain regulatory approval.

If ibezapolstat or any of our other future product candidates receive marketing approval, such products

may nonetheless fail to gain sufficient market acceptance by physicians, patients, third-party payors and others

in the medical community. If these products do not achieve an adequate level of acceptance, we may not

generate significant product revenues or revenue from collaboration agreements or any profits from operations.

The degree of market acceptance of our product candidates, if approved for commercial sale, will depend on a

number of factors, including:

● the efficacy and potential advantages compared to alternative treatments or competitive products;

● the prevalence and severity of any side effects;

● the ability to offer our product candidates for sale at competitive prices;

● convenience and ease of administration compared to alternative treatments;

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

60/120

● the willingness of the target patient population to try new therapies and of physicians to prescribe
these therapies;

● obtaining regulatory clearance of marketing claims for the uses that we are developing;

● our ability to timely and effectively manufacture, market and distribute our products, either on our
own or through third parties;

● pricing and reimbursement policies of government and third-party payers such as insurance
companies, health maintenance organizations and other health plan administrators;

● the timing of any such marketing approval in relation to other product approvals;

● support from patient advocacy groups;

● our ability to attract corporate partners, including pharmaceutical companies, to assist in
commercializing our proposed formulations or products; and

● any restrictions on concomitant use of other medications.

If our products do not achieve an adequate level of acceptance by the relevant constituencies, or

adequate pricing, we may not generate significant product revenue and may not become profitable.

We are exposed to product liability, and non-clinical and clinical liability risks which could place a

substantial financial burden upon us, should lawsuits be filed against us.

Our business exposes us to potential product liability and other liability risks that are inherent in the

testing, manufacturing and marketing of pharmaceutical formulations and products. We expect that such claims

are likely to be asserted against us at some point, although we do carry product liability and clinical trial

insurance to mitigate this risk. In addition, the use in our clinical trials of pharmaceutical formulations and

products and the subsequent sale of these formulations or products by us or our potential

31

Table of Contents

collaborators may cause us to bear a portion of or all product liability risks. A successful liability claim or series of

claims brought against us could have a material adverse effect on our business, financial condition and results of

operations.
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Our current and future operations substantially depend on our management team and our ability to hire

other key personnel, the loss of any of whom could disrupt our business operations.

Our business does and will depend in substantial part on the continued services of David P. Luci, Robert

J. DeLuccia and Robert G. Shawah. The loss of the services of any of these individuals would significantly

impede implementation and execution of
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our business strategy and result in the failure to reach our goals. We do not carry key person life insurance on

any member of our management, which would leave us uncompensated for the loss of any member of our

management.

Our future financial condition and ability to achieve profitability will also depend on our ability to attract,

retain and motivate highly qualified personnel in the diverse areas required for continuing our operations. There

is a risk that we will be unable to attract, retain and motivate qualified personnel, both near term or in the future,

and our failure to do so may severely damage our prospects.

Our failure to complete or meet key milestones relating to the development of our technologies and

proposed products and formulations would significantly impair our financial condition.

In order to be commercially viable, we must research, develop and obtain regulatory approval to

manufacture, introduce, market and distribute formulations or products incorporating our technologies. For each

drug that we formulate, we must meet a number of critical developmental milestones, including:

● demonstration of the benefit of each specific drug through our drug delivery technologies;

● demonstration, through non-clinical and clinical trials, that our drug delivery technologies are safe
and effective; and

● establishment of a viable current good manufacturing process (“cGMP”) capable of potential scale-
up.

The estimated required capital and time frames necessary to achieve these developmental milestones is

subject to inherent risks, many of which are beyond our control. As such, we may not be able to achieve these or

similar milestones for any of our proposed product candidates or other product candidates in the future. Our

failure to meet these or other critical milestones would adversely affect our financial condition.
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Conducting and completing the clinical trials necessary for FDA approval is costly and subject to intense

regulatory scrutiny as well as the risk of failing to meet the primary endpoint of such trials. We will not be able to

commercialize and sell our proposed products and formulations without completing such trials.

In order to conduct clinical trials that are necessary to obtain approval by the FDA to market a

formulation or product, it is necessary to receive clearance from the FDA to conduct such clinical trials. The FDA

can halt clinical trials at any time for safety reasons or because we or our clinical investigators did not follow the

FDA’s requirements for conducting clinical trials. If we are unable to receive clearance to conduct clinical trials or

the trials are permanently halted by the FDA, we would not be able to achieve any revenue from such product as

it is illegal to sell any drug or medical device for human consumption or use without FDA approval. Moreover,

there is a risk that our clinical trials will fail to meet their primary endpoints, which would make them

unacceptable in having the subject product approved by the FDA. If this were to occur, such event would

materially and adversely affect our business, results of operations and financial condition.

We will compete with larger and better capitalized companies, and competitors in the drug development

or pharmaceutical industries may develop competing products which outperform or supplant our

proposed products.

Drug companies and/or other technology companies have developed (and are currently marketing in

competition with us), have sought to develop and may in the future seek to develop and market similar product

candidates and drug delivery technologies which may become more accepted by the marketplace or which may

supplant our technology entirely. In addition, many of our current competitors are, and future competitors may

be, significantly larger and better financed than we are, thus giving them a significant advantage over us. Our

competitors may also have significantly greater expertise in research and development, manufacturing,

preclinical testing, conducting clinical trials, obtaining regulatory approvals and marketing approved products

than we do. These
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competitors also compete with us in recruiting and retaining qualified scientific advisors and consultants as well

as management personnel and establishing clinical trial sites and patient registration for clinical trials, as well as

in acquiring technologies complementary to, or necessary for, our programs. Other small or early stage

companies may also prove to be significant competitors, particularly through collaborative arrangements with

large and established companies. We may be unable to respond to competitive forces presently in the

marketplace which would severely impact our business.
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We may not be able to effectively manage our growth and expansion or implement our business

strategies, in which case our business and results of operations may be materially and adversely

affected.

The expected growth of our business, if it occurs, will place increased demands on our management,

operational and administrative resources. These increased demands and operating complexities could cause us

to operate our business less effectively which, in turn, could cause a deterioration in our financial performance

and negatively impact our growth. Any planned growth will also require that we continually monitor and upgrade

our management information and other systems, as well as our infrastructure.

There can be no assurance that we will be able to grow our business and achieve our goals. Even if we

succeed in establishing new strategic partnerships, we cannot assure that we will achieve planned revenue or

profitability levels in the time periods estimated by us, or at all. If any of these initiatives fails to achieve or is

unable to sustain acceptable revenue and profitability levels, we may incur significant costs.

The A pandemic, epidemic, or outbreak of an infectious disease, such as the novel coronavirus disease,

COVID-19  pandemic, could materially and adversely affect our business.

Public health crises such as pandemics or similar outbreaks could adversely impact our business, 

including our preclinical studies and clinical trials.

In March 2020, the World Health Organization characterized COVID-19 as a pandemic, and the

President of the United States declared business. Notably, the COVID-19 outbreak a national emergency.

Authorities throughout the world have implemented measures pandemic continues to contain or mitigate the

spread of the virus, including at various times physical distancing, travel bans and restrictions, closure of non-

essential businesses, quarantines, work-from-home directives, mask requirements, shelter-in-place orders and

vaccination programs. Despite these efforts, COVID-19 has persisted, has mutated into new variants, and is

expected to become endemic. Additionally, new waves of COVID-19 or its variants could cause the

reinstatement of such restrictions and limitations. The impact of COVID-19 and its variants, including direct and

indirect economic effects as a result of inflation, supply chain disruptions and labor shortages, have been and

remain unpredictable. We are unable to fully evaluate the ever-changing impact of the coronavirus outbreak on

our business, but coronavirus may continue to affect our ability to complete enrollment for our clinical trials and

may slow our ability to conduct our clinical trials in a timely manner or to conduct research and development of

our complement programs in our planned time frame. evolve. The extent to which the coronavirus COVID-19

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

64/120

impacts our operations or those of our collaborators, contractors, suppliers, CROs, clinical sites, CMOs and

other material business relations and governmental agencies will continue to evolve and depends depend on

future developments, which are highly uncertain and cannot be predicted with confidence, including the duration

and severity of the outbreak, new information that will emerge concerning the severity of the virus and the

actions that may be required to contain the coronavirus it or treat its impact. In particular, as a result impact,

among others. Previously, our clinical trial operations were directly and indirectly adversely impacted, and could

continue to be directly and indirectly adversely impacted, by the COVID-19 pandemic.

The spread of COVID-19 could also have adverse economic impacts to us. While the potential economic

impact brought by, and the duration of, the COVID-19 pandemic, we may have been, and continue to experience

supply-chain disruptions be, difficult to assess or predict, the spread of COVID-19 has caused a broad impact

globally.

Global, market and enrollment challenges that could economic conditions may negatively impact our

business, preclinical studies, drug manufacturing financial condition and clinical trials including: share

price.

● delays or difficulties in enrolling potential trial participants in our clinical trials;

● delays or difficulties in clinical site initiation, including difficulties in recruiting clinical site
investigators and clinical site staff;

● diversion of healthcare resources away from the conduct of clinical trials;

● interruption of key clinical trial activities, such as clinical trial site data monitoring, due to limitations
on travel imposed or recommended by federal or state governments, employers and others or
interruption of clinical trial subject visits and study procedures, which may impact the integrity of
subject data and clinical study endpoints;

● interruption or delays in the operations of the Food and Drug Administration, European Medicines
Agency or other regulatory authorities, which may impact review and approval timelines;

● interruption of, or delays in receiving, supplies of our product candidates from our contract
manufacturing organizations due to staffing shortages, production slowdowns or stoppages and
disruptions in delivery systems;

● interruptions in preclinical studies due to restricted or limited operations at laboratory facilities;

● suspension or termination of our clinical trials for various reasons, such as a finding that the
participants are being exposed to infectious diseases like COVID-19 or the participants involved in
our clinical trials have become infected with COVID-19;

The results of our operations could be adversely affected by general conditions in the global economy,

the global financial markets and the global political conditions. The U.S. and global economies are facing

growing inflation, higher interest rates and a potential recession. Furthermore, a severe or prolonged economic

downturn, including a recession or depression resulting from the ongoing COVID-19 pandemic or political
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disruption such as the war between Ukraine and Russia and the conflict involving Israel and Hamas could result

in a variety of risks to our business, including weakened demand for our programs and development candidates,

if approved, relationships with any vendors or business partners located in affected geographies and our ability

to raise additional capital when needed on acceptable terms, if at all. A weak or declining economy or political

disruption, including any international trade disputes, could also strain our manufacturers or suppliers, possibly

resulting in supply disruption, or cause our customers to delay making payments for our potential products. Any

of the foregoing could seriously harm our business, and we cannot anticipate all of the ways in which the political

or economic climate and financial market conditions could seriously harm our business.

Increases in inflation could raise our costs for commodities, labor, materials and services and other costs 

required to grow and operate our business, and failure to secure these on reasonable terms may adversely 

impact our financial condition. Additionally, increases in inflation, along with the uncertainties surrounding 

geopolitical developments and global supply chain disruptions, have caused, and may in the future cause, global 

economic uncertainty and uncertainty about the interest rate environment. A failure to adequately respond to 

these risks could have a material adverse impact on our financial condition, results of operations or cash flows. 

In response to high levels of inflation and recession fears, the U.S. Federal Reserve, the European Central Bank, 

and the Bank of
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● limitations on employee resources that would otherwise be focused on the conduct of our preclinical
studies and clinical trials, including because of sickness of employees or their families or the desire
of employees to avoid contact with large groups of people; and

● material delays and complications with respect to our research and development programs.

Furthermore,England have raised, and may continue to raise, interest rates and implement fiscal policy 

interventions. Even if these interventions lower inflation, they may also reduce economic growth rates, create a 

recession, or market correction resulting from the spread of COVID-19 could materially affect our operations and 

the value of our common stock. have other similar effects.

Disruption The U.S. debt ceiling and budget deficit concerns have increased the possibility of credit-

rating downgrades and economic slowdowns, or a recession in our the U.S. Although U.S. lawmakers have 

previously passed legislation to raise the federal debt ceiling on multiple occasions, there is a history of ratings 

agencies lowering or threatening to lower the long-term sovereign credit rating on the United States given such 

uncertainty. On August 1, 2023, Fitch Ratings downgraded the U.S.’s long-term foreign currency issuer default 
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rating to AA+ from AAA as a result of these repeated debt ceiling and budget deficit concerns. The impact of this 

or any further downgrades to the U.S. government’s sovereign credit rating or its perceived creditworthiness 

could adversely affect the U.S. and global supply chain could negatively impact our businesses. financial markets 

and economic conditions.

The materials we need for our researchIf the equity and development activities and the drug supply we 

use for our clinical trials, in each case, are sourced from a wide variety of domestic and international vendors, 

and credit markets deteriorate, it may make any future disruption in our supply chain necessary equity or 

inability debt financing more difficult to find qualified vendors and access products and/ secure, more costly or 

supplies that meet requisite quality and safety standards more dilutive. Failure to secure any necessary financing 

in a timely manner and efficient manner on favorable terms could harm our growth strategy, financial 

performance and stock price and could require us to delay or abandon plans with respect to our business, 

including clinical development plans. Further, recent developments in the banking industry could adversely 

impact affect our businesses. The loss business. If the financial institutions with which we do business enter 

receivership or disruption become insolvent in the future, there is no guarantee that the Department of such 

supply arrangements for the Treasury, the Federal Reserve and the Federal Deposit Insurance Corporation, or 

FDIC, will intercede to provide us and other depositors with access to balances in excess of the $250,000 FDIC 

insurance limit, that we would be able to access our existing cash, cash equivalents and investments, that we 

would be able to maintain any reason, including for issues such as COVID-19 required letters of credit or other 

health epidemics credit support arrangements, or pandemics, labor disputes, loss that we would be able to 

adequately fund our business for a prolonged period of time or impairment at all, any of key manufacturing sites, 

inability to procure sufficient raw materials, quality control issues, ethical sourcing issues, a supplier’s financial 

distress, natural disasters, looting, vandalism or acts of war or terrorism, trade sanctions or other external factors 

over which we have no control, could interrupt product supply and, if not effectively managed and remedied, 

have a material adverse impact effect on our business, operations, financial condition and results of operations.  

We cannot predict the impact that the high market volatility and instability of the banking sector more broadly 

could have on economic activity and our business in particular. In addition, there is a risk that one or more of our 

current service providers, manufacturers or other third parties with which we conduct business may not survive 

difficult economic times, including the current global situation resulting from the COVID-19 pandemic, the 

ongoing conflict between Russia and Ukraine, the war between Israel and Hamas, the instability of the banking 

sector, and the uncertainty associated with current worldwide economic conditions, which could directly affect 

our ability to attain our operating goals on schedule and on budget.

Climate change or legal, regulatory or market measures to address climate change may negatively affect

our business, results of operations, cash flows and prospects.

We believe that climate change has the potential to negatively affect our business and results of 

operations, cash flows and prospects. We are exposed to physical risks (such as extreme weather conditions or 

rising sea levels), risks in transitioning to a low-carbon economy (such as additional legal or regulatory 

requirements, changes in technology, market risk and reputational risk) and social and human effects (such as 
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population dislocations and harm to health and well-being) associated with climate change. These risks can be 

either acute (short-term) or chronic (long-term).

The adverse impacts of climate change include increased frequency and severity of natural disasters 

and extreme weather events such as hurricanes, tornados, wildfires (exacerbated by drought), flooding, and 

extreme heat. Extreme weather and sea-level rise pose physical risks to our facilities as well as those of our 

suppliers. Such risks include losses incurred as a result of physical damage to facilities, loss or spoilage of 

inventory, and business interruption caused by such natural disasters and extreme weather events. Other 

potential physical impacts due to climate change include reduced access to high-quality water in certain regions 

and the loss of biodiversity, which could impact future product development. These risks could disrupt our 

operations and supply chains, which may result in increased costs.

New legal or regulatory requirements may be enacted to prevent, mitigate, or adapt to the implications of 

a changing climate and its effects on the environment. These regulations, which may differ across jurisdictions, 

could result in us being subject to new or expanded carbon pricing or taxes, increased compliance costs, 

restrictions on greenhouse gas emissions, investment in new technologies, increased carbon disclosure and 

transparency, upgrade of facilities to meet new building codes, and the redesign of
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utility systems, which could increase our operating costs, including the cost of electricity and energy used by us. 

Our supply chain would likely be subject to these same transitional risks and would likely pass along any 

increased costs to us.

The insurance coverage and reimbursement status of newly approved products is uncertain. Failure to

obtain or maintain adequate coverage and reimbursement for new or current products could limit our

ability to market those products and decrease our ability to generate revenue.

The availability and extent of reimbursement by governmental and private payors is essential for most

patients to be able to afford expensive treatments. Sales of our product candidates will depend substantially,

both domestically and abroad, on the extent to which the costs of our product candidates will be paid by health

maintenance, managed care, pharmacy benefit and similar healthcare management organizations, or

reimbursed by government health administration authorities, private health coverage insurers and other third-

party payors. If reimbursement is not available, or is available only to limited levels, we may not be able to

successfully commercialize our product candidates. Even if coverage is provided, the approved reimbursement
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amount may not be high enough to allow us to establish or maintain pricing sufficient to realize a sufficient return

on our investment.

There is significant uncertainty related to the insurance coverage and reimbursement of newly approved

products. Moreover, increasing efforts by governmental and third-party payors, in the U.S. and abroad, to cap or

reduce healthcare costs may cause such organizations to limit both coverage and level of reimbursement for

new products approved and, as a result, they may not cover or provide adequate payment for our product

candidates. We expect to experience pricing pressures in connection with the sale of any of our product

candidates, due to the trend toward managed healthcare, the increasing influence of health maintenance

organizations and additional legislative changes. The downward pressure on healthcare costs in general has

become very intense. As a result, increasingly high barriers are being erected to the entry of new products.

Because results of preclinical studies and early clinical trials are not necessarily predictive of future

results, any product candidate we advance may not have favorable results in later clinical trials or

receive regulatory approval. Moreover, interim, “top-line,” and preliminary data from our clinical trials

that we announce or publish may change, or the perceived product profile may be negatively impacted,

as more patient data or additional endpoints (including efficacy and safety) are analyzed.

Pharmaceutical development has inherent risks. The outcome of preclinical development testing and

early clinical trials may not be predictive of the outcome of later clinical trials, and interim results of a clinical trial

do not necessarily predict final results. Moreover, preclinical and clinical data are often susceptible to varying

interpretations and analyses, and many companies that have believed their product candidates performed

satisfactorily in preclinical studies and clinical trials have nonetheless failed to obtain marketing approval of their

product candidates. Once a product candidate has displayed sufficient preclinical data to warrant clinical

investigation, we will be required to demonstrate through adequate and well-controlled clinical trials that our

product candidates are effective with a favorable benefit-risk profile for use in populations for their target

indications before we can seek regulatory approvals for their commercial sale. Many drug candidates fail in the

early stages of clinical development for safety and tolerability issues or for insufficient clinical activity, despite

promising pre-clinical results. Accordingly, no assurance can be made that a safe and
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efficacious dose can be found for these compounds or that they will ever enter into advanced clinical trials alone

or in combination with other product candidates. Moreover, success in early clinical trials does not mean that

later clinical trials will be successful because product candidates in later-stage clinical trials may fail to
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demonstrate sufficient safety or efficacy despite having progressed through initial clinical testing. Companies

frequently experience significant setbacks in advanced clinical trials, even after earlier clinical trials have shown

promising results. There is an extremely high rate of failure of pharmaceutical candidates proceeding through

clinical trials.

Individually reported outcomes of patients treated in clinical trials may not be representative of the entire

population of treated patients in such studies. In addition, larger scale Phase 3 studies, which are often

conducted internationally, are inherently subject to increased operational risks compared to earlier stage studies,

including the risk that the results could vary on a region to region or country to country basis, which could

materially adversely affect the outcome of the study or the opinion of the validity of the study results by

applicable regulatory agencies.

From time to time, we may publicly disclose top-line or preliminary data from our clinical trials, which is

based on a preliminary analysis of then available data, and the results and related findings and conclusions are

subject to change following a more comprehensive review of the data related to the particular study or trial. We

also make assumptions, estimations, calculations and conclusions as part of our analyses of such data, and we

may not have received or had the opportunity to fully and carefully evaluate all data from the particular study or

trial, including all endpoints and safety data. As a result, top-line or preliminary results that we
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report may differ from future results of the same studies, or different conclusions or considerations may qualify

such results, once additional data have been received and fully evaluated. Top-line or preliminary data also

remain subject to audit and verification procedures that may result in the final data being materially different from

the topline, interim, or preliminary data we previously published. When providing top-line results, we may

disclose the primary endpoint of a study before all secondary endpoints have been fully analyzed. A positive

primary endpoint does not translate to all, or any, secondary endpoints being met. As a result, top-line and

preliminary data should be viewed with caution until the final data are available, including data from the full safety

analysis and the final analysis of all endpoints.

Further, from time to time, we may also disclose interim data from our preclinical studies and clinical

trials. Interim data from clinical trials that we may complete are subject to the risk that one or more of the clinical

outcomes may materially change as patient enrollment continues and more patient data become available. For

example, time-to-event based endpoints such as duration of response and progression free survival have the

potential to change, sometimes drastically, with longer follow-up. In addition, as patients continue on therapy,
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there can be no assurance given that the final safety data from studies, once fully analyzed, will be consistent

with prior safety data presented, will be differentiated from other similar agents in the same class, will support

continued development, or will be favorable enough to support regulatory approvals for the indications studied.

Further, others, including regulatory agencies, may not accept or agree with our assumptions, estimates,

calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which could

impact the value of the particular program, the approvability or commercialization of the particular product

candidate or product and our company in general. The information we choose to publicly disclose regarding a

particular study or clinical trial is based on what is typically extensive information, and regulators or others may

not agree with what we determine is material or otherwise appropriate information to include in our disclosure. If

the interim, top-line or preliminary data that we report differ from final results, or if others, including regulatory

authorities, disagree with the conclusions reached, our ability to obtain approval for, or successfully

commercialize, our product candidates may be harmed, which could harm our business, operating results,

prospects or financial condition.

Risks Related to Regulatory Approval

If clinical trials of our lead product candidate fail to demonstrate safety and efficacy to the satisfaction of

the FDA, or the EMA, or do not otherwise produce favorable results, we may incur additional costs or

experience delays in completing, or ultimately be unable to complete the development and

commercialization of ibezapolstat or any other product candidate.

In connection with obtaining marketing approval from regulatory authorities for the sale of any product

candidate, we must complete extensive clinical trials to demonstrate the safety and efficacy of our product

candidates in humans. Clinical testing is expensive, difficult to design and implement, can take many years to

complete and is uncertain as to outcome. A failure of one or more clinical trials can occur at any stage of testing.

The outcome of preclinical testing and early clinical trials, particularly with a small number of patients, may not be

predictive of the success of later clinical trials, and interim results of a clinical trial do not necessarily predict final

results. The design of a clinical trial can determine whether its results will support approval of a product, and
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flaws in the design of a clinical trial may not become apparent until the clinical trial is well advanced or

completed. We have limited experience in designing clinical trials and may be unable to design and execute a

clinical trial to support marketing approval.
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Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses, and

many companies that believe their product candidates performed satisfactorily in preclinical studies and clinical

trials have failed to obtain marketing approval of their products.

If we experience any of a number of possible unforeseen events in connection with our clinical trials,

potential marketing approval or commercialization of our product candidates could be delayed or

prevented.

We may experience numerous unforeseen events during, or as a result of, clinical trials that could delay

or prevent our ability to receive marketing approval or commercialize our product candidates, including:

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

● the number of patients required for clinical trials of our product candidates may be larger than we
anticipate, enrollment in these clinical trials may be slower than we anticipate or participants may
drop out of these clinical trials at a higher rate than we anticipate;
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● we may be unable to enroll a sufficient number of patients in our clinical trials to ensure adequate
statistical power to detect any statistically significant treatment effects;

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

● regulators, institutional review boards or independent ethics committees may not authorize us or our
investigators to commence a clinical trial or conduct a clinical trial at a prospective trial site;

● we may have delays in reaching or fail to reach agreement on acceptable clinical trial contracts or
clinical trial protocols with prospective trial sites;

● we may have to suspend or terminate clinical trials of our product candidates for various reasons,
including a finding that the participants are being exposed to unacceptable health risks;

● regulators, institutional review boards or independent ethics committees may require that we or our
investigators suspend or terminate clinical research for various reasons, including noncompliance
with regulatory requirements or a finding that the participants are being exposed to unacceptable
health risks;
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● clinical trials are costly and the cost of clinical trials of our product candidates may be greater than
we anticipate;

● the supply or quality of our product candidates or other materials necessary to conduct clinical trials
of our product candidates may be insufficient or inadequate; and

● our product candidates may have undesirable side effects or other unexpected characteristics,
causing us or our investigators, regulators, institutional review boards or independent ethics
committees to suspend or terminate the clinical trials.

Our product development costs will increase if we experience delays in testing or marketing approvals.

We do not know whether any preclinical tests or clinical trials will begin as planned, will need to be restructured

or will be completed on schedule, or at all. Significant preclinical or clinical trial delays also could shorten any

periods during which we may have the exclusive right to commercialize our product candidates or allow our

competitors to bring products to market before we do and impair our ability to successfully commercialize our

product candidates and may harm our business and results of operations.
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If we experience delays or difficulties in the enrollment of patients in our clinical trials, our receipt of

necessary marketing approvals could be delayed or prevented.

We may not be able to initiate or continue clinical trials for our product candidates, including our planned

clinical trials of ibezapolstat, if we are unable to locate and enroll a sufficient number of eligible patients to

participate in these clinical trials. CDI is an acute infection that requires rapid diagnosis. For our clinical trials of

ibezapolstat, we need to identify potential patients, test them for CDI and enroll them in the clinical trial within a

24-hour period. In addition, our competitors have ongoing clinical trials for product candidates that could be

competitive with our product candidates, and patients who would otherwise be eligible for our clinical trials may

instead enroll in clinical trials of our competitors’ product candidates. For our clinical trials of ibezapolstat, we

need to identify potential patients and enroll them in the clinical trial based on a history of diarrhea within 24

hours of a positive stool test for C. difficile toxin.

Enrollment delays in our clinical trials may result in increased development costs for our product

candidates, which would cause the value of our common stock to decline and limit our ability to obtain additional

financing. Our inability to enroll a sufficient number of patients in our planned clinical trials of ibezapolstat would

result in significant delays or may require us to abandon one or more clinical trials altogether.
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We may be unable to obtain costly government approvals, including required FDA approvals, regulatory

approval in the United States or foreign jurisdictions and, as a result, be unable to comply with ongoing

governmental regulations relating commercialize our product candidates and our ability to our proposed

products and formulations could delay or limit introduction of our proposed formulations and products

and result in failure to achieve revenues or maintain our ongoing business. generate revenue will be

materially impaired.

Our research and development activities and the manufacture and marketing of our product candidates

are subject to extensive regulation for governmental regulations relating to, among other things, research,

testing, development, manufacturing, quality, safety, efficacy, approval, recordkeeping, reporting, labeling,

storage, packaging, advertising and quality by numerous government authorities promotion, pricing, marketing

and distribution of drugs. Rigorous preclinical studies and clinical trials, and an extensive regulatory approval

process are required to be successfully completed in the U.S. United States and abroad. Before receiving in

many foreign jurisdictions before a new drug can be marketed. Satisfaction of these and other regulatory

requirements is costly, time consuming, uncertain, and subject to a continuously evolving regulatory environment

and unanticipated delays. It is possible that none of the product candidates we may develop will obtain the

regulatory approvals necessary for us or our collaborators to begin selling them.

The time required to obtain FDA and other approvals is unpredictable but typically takes many years

following the commencement of clinical trials, depending upon the type, complexity and novelty of the product

candidate. The standards that the FDA and its foreign counterparts use when regulating companies such as ours

are not always applied predictably or uniformly and can change. Any analysis we perform of data from chemistry,

manufacturing and controls, preclinical and clinical activities is subject to confirmation and interpretation by

regulatory authorities, which could delay, limit or prevent regulatory approval. We may also encounter

unexpected delays or increased costs due to new government regulations, for example, from future legislation or

administrative action, or from changes in FDA policy during the period of product development, clinical trials and

FDA regulatory review. It is impossible to predict whether legislative changes will be enacted, or whether FDA or

foreign regulations, guidance or interpretations will be changed, or what the impact of such changes, if any, may

be.
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Any delay or failure in obtaining required approvals could adversely affect our ability to generate

revenues from the particular product candidate for which we are seeking approval. Furthermore, any regulatory

clearance approval to market our proposed formulations a product may be subject to limitations on the approved

uses for which we may market the product or the labeling or other restrictions. In addition, the FDA has the

authority to require a risk evaluation and products, we will mitigation strategy (“REMS”) as a condition of

approval, which may impose further requirements or restrictions on the distribution or safe use of an approved

drug, such as limiting prescribing rights to certain physicians or medical centers that have undergone specialized

training, limiting treatment to demonstrate that our products are safe patients as specially defined by the

indication statement or who meet certain safe-use criteria, and effective requiring treated patients to enroll in a

registry, among other requirements. These limitations and restrictions may limit the patient population and size of

the market for the diseases that product and affect reimbursement by third-party payors.

We are also subject to be treated. Clinical numerous foreign regulatory requirements governing, among

other things, the conduct of clinical trials, manufacturing and marketing authorization, pricing and payment. The

foreign regulatory approval process varies among countries and may include all of the risks associated with FDA

approval described above, as well as risks attributable to the satisfaction of local regulations in foreign

jurisdictions. Approval by the FDA does not ensure approval by comparable regulatory authorities outside of the

United States and vice versa.

Even if we obtain regulatory approvals, our marketed drugs are will be subject to the rigorous testing

and approval process of the FDA and equivalent foreign ongoing regulatory authorities. The Federal

Food, Drug and Cosmetic Act and other federal, state oversight. If we or our collaborators or contractors

fail to comply with continuing U.S. and foreign statutes requirements, our approvals, if obtained, could

be limited or withdrawn, we could be subject to other penalties, and regulations govern and influence

the testing, manufacture, labeling, advertising, distribution and promotion of drugs and medical devices.

As a result, regulatory approvals can take years to obtain and require the expenditure of substantial

financial, managerial and other resources. our business would be seriously harmed.

Moreover, we may not receive Following any initial regulatory approval of any drugs we may develop, we

will also be subject to continuing regulatory oversight, including the review of adverse drug experiences and

safety data that are reported after our drug products are made commercially available. This would include results

from any post-marketing studies or surveillance to monitor the safety and efficacy of the drug product required as

a condition of approval or agreed to by us. Any regulatory approvals that we receive for our product candidates

may also be subject to limitations on the approved uses for which the product may be marketed. Other ongoing

regulatory requirements include, among other things, submissions of safety and other post-marketing information

and reports, registration and listing, as well as continued maintenance of our proposed marketing application,

compliance with cGMP requirements and quality oversight, compliance with post-marketing commitments, and

compliance with GCP for any clinical trials that we conduct post-approval. Failure to comply with these

requirements could result in warning or untitled letters, criminal or civil penalties, recalls, or product withdrawals.

In addition, we are conducting our clinical trials and we intend to seek approval to market our product candidates
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in jurisdictions outside of the United States, and therefore will be subject to, and must comply with, regulatory

requirements in those jurisdictions.
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The FDA has significant post-market authority, including, for example, the authority to require labeling

changes based on new safety information and to require post-market studies or clinical trials for a variety of

reasons. The FDA also has the authority to require a REMS plan after approval, which may impose further

requirements or restrictions on the distribution or use of an approved drug.

We, our CMOs, and the manufacturing facilities we use to make our product candidates will also be

subject to ongoing assessment of product quality, compliance with cGMP, and periodic inspection by the FDA

and potentially other regulatory agencies. We or our CMOs may not be able to comply with applicable cGMP

regulations or similar regulatory requirements outside of the United States. Our failure, or the failure of our

CMOs, to comply with applicable regulations could result in regulatory actions, such as the issuance of FDA

Form 483 notices of observations, warning letters or sanctions being imposed on us, including clinical holds,

fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals, license revocation, seizures or

recalls of product candidates or drugs, operating restrictions and criminal prosecutions, any of which could

significantly and adversely affect supplies of our products. We may not have the ability or capacity to

manufacture material at a broader commercial scale in the future. We and our CMOs currently manufacture a

limited supply of clinical trial materials. Reliance on CMOs entails risks to which we would not be unable subject

if we manufactured all of our material ourselves, including reliance on the CMO for regulatory compliance. Our

product promotion and advertising will also be subject to regulatory requirements and continuing regulatory

review.

If we or our collaborators, manufacturers or service providers fail to comply with applicable continuing

regulatory requirements in the United States or foreign jurisdictions in which we may seek to market our

products, we or they may be subject to, among other things, fines, warning letters, holds on clinical trials, refusal

by the FDA or comparable foreign regulatory authorities to approve pending applications or supplements to

approved applications, suspension or withdrawal of regulatory approval, product recalls and seizures, refusal to

permit the import or export of products, operating restrictions, injunction, consent decree, civil penalties and

criminal prosecution.

Our product candidates for which we obtain approval may face competition sooner than anticipated.
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Even if we are successful in achieving regulatory approval to commercialize a product candidate ahead

of our competitors, our future pharmaceutical products may face direct competition from generic and other

follow-on drug products. Any of our product candidates that may achieve regulatory approval in the future may

face competition from generic products earlier or more aggressively than anticipated, depending upon how well

such approved products perform in the U.S. prescription drug market. Our ability to compete may also be

affected in many cases by insurers or other third-party payors seeking to encourage the use of generic products.

The Hatch-Waxman Amendments to the FDCA authorized the FDA to approve generic drugs that are

the same as drugs previously approved for marketing under the NDA provisions of the statute pursuant to

ANDAs, and also created the Section 505(b)(2) NDA pathway. An ANDA relies on the preclinical and clinical

testing conducted for a previously approved reference listed drug and must demonstrate to the FDA that the

generic drug product is identical to the RLD with respect to the active ingredients, the route of administration, the

dosage form, and the strength of the drug and also that it is “bioequivalent” to the reference listed drug. In

contrast, Section 505(b)(2) enables the applicant to rely, in part, on the FDA’s prior findings of safety and efficacy

data for an existing product, or published literature, in support of its application. Section 505(b)(2) provides an

alternate path to FDA approval for new or improved formulations or new uses of previously approved products;

for example, a follow-on applicant may be seeking approval to market a previously approved drug for new

indications or for a new patient population that would require new clinical data to demonstrate safety or

effectiveness. Such products, if approved and depending upon the scope of the changes made to the reference

drug, may also compete with any product candidates for which we receive approval.

The FDA is prohibited by statute from approving an ANDA or 505(b)(2) NDA when certain marketing or

data exclusivity protections apply to the reference listed drug. However, if any competitor or third party is able to

demonstrate bioequivalence without infringing our patents, then such competitor or third party may then be able

to gain approval of an ANDA and introduce a competing generic product onto the market.

Furthermore, the CREATES Act established a private cause of action that permits a generic product

developer to sue the brand manufacturer to compel it to furnish necessary samples of an RLD on “commercially

reasonable, market-based terms.” If generic developers request samples of any product candidates for which we

receive marketing approval in order to conduct comparative testing to support one or more ANDAs for a generic

version of our products, and we refuse any such request, we may be subject to litigation under the CREATES

Act. Although lawsuits have been filed under the CREATES Act since its enactment, those
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lawsuits have settled privately; therefore, to date, no federal court has reviewed or opined on the statutory

language and there continues to be uncertainty regarding the scope and application of the law.

We cannot predict the interest of potential follow-on competitors or how quickly others may seek to come

to market with competing products, whether approved as a direct ANDA competitor or as a Section 505(b)(2)

NDA referencing one of our future product candidates. If the FDA approves generic versions of any of our

products in the future, should they be approved for commercial marketing, such competitive products may be

able to immediately compete with us in each indication for which our product has received approval, which could

negatively impact our future revenue, profitability and cash flows and substantially limit our ability to obtain all

required regulatory approvals, and a return on our failure to do so would investments.

Risks associated with operating in foreign countries could materially and adversely affect our business,

results of product development should we elect to extend development outside the U.S.

Should we elect to extend development outside the U.S., we may be subject to risks related to operating

in foreign countries. Risks associated with conducting operations and financial condition. in foreign countries

include:

• differing regulatory requirements for drug approvals and regulation of approved drugs in foreign

countries; more stringent privacy requirements for data to be supplied to our operations in the United

States, e.g., GDPR in the EU;

• unexpected changes in tariffs, trade barriers and regulatory requirements; economic weakness,

including inflation, or political instability in particular foreign economies and markets; compliance with

tax, employment, immigration and labor laws for employees living or traveling abroad; foreign taxes,

including withholding of payroll taxes;

• differing payor reimbursement regimes, governmental payors or patient self-pay systems and price

controls;

• foreign currency fluctuations, which could result in increased operating expenses or reduced revenues,

and other obligations incident to doing business or operating in another country;

• workforce uncertainty in countries where labor unrest is more common than in the United States;

• continued uncertainties related to the withdrawal of the UK from the EU (known as “Brexit”) and its

financial, trade, regulatory and legal implications, which could lead to legal uncertainty and potentially

divergent national laws and regulations as the UK determines which EU laws to replace or replicate, and

which may further create global economic uncertainty, which could materially adversely affect our

business, business opportunities, results of operations, financial condition, and cash flows;

• production shortages resulting from any events affecting raw material supply or manufacturing

capabilities abroad, including those that may result from the recent coronavirus outbreak; and

• business interruptions resulting from geopolitical actions, including war and terrorism.

Our results of operations may be adversely affected by current and potential future healthcare legislative

and regulatory actions.
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Legislative and regulatory actions affecting government prescription drug procurement and 

reimbursement programs occur relatively frequently. In the U.S., the Patient Protection and Affordable Care Act 

(the “ACA”) was enacted in 2010 to expand healthcare coverage. Since then, numerous efforts have been made 

to repeal, amend or administratively limit the ACA in whole or in part. For example, the Tax Cuts and Jobs Act 

(“TCJA”), signed into law by President Trump in 2017, repealed the individual health insurance mandate, which 

is considered a key component of the ACA. In December 2018, a U.S. District Court Judge in the Northern 

District of Texas ruled that the individual mandate was a critical and inseverable feature of With regard to 

biopharmaceutical products, the ACA, among other things, addressed a new methodology by which rebates 

owed by manufacturers under the Medicaid Drug Rebate Program are calculated for drugs that are inhaled, 

infused, instilled, implanted or injected, increased the minimum Medicaid rebates owed by manufacturers under 

the Medicaid Drug Rebate Program and therefore, because it was repealed as part extended the rebate program 

to individuals enrolled in Medicaid managed care organizations, established annual fees on manufacturers of the 

TCJA, the remaining provisions of the ACA were invalid certain branded prescription drugs, and the law in its 

entirety was unconstitutional. In December 2019, the U.S. Court of Appeals for the Fifth Circuit upheld the 

District Court ruling created a new Medicare Part D coverage gap discount program. We expect that the 

individual mandate was unconstitutional but remanded the case back future changes or additions to the District 

Court to determine whether other reforms enacted as part of the ACA but not specifically related to the individual 

mandate or health insurance could be severed from the rest of the ACA so as not to be declared invalid as well. 

On March 2, 2020, the United States Supreme Court granted the petitions for writs of certiorari to review this 

case and allocated one hour for oral arguments, which occurred on November 10, 2020. It is unclear how this 

litigation and other efforts to repeal and replace the ACA will impact the implementation of the ACA, the 

pharmaceutical Medicare and Medicaid programs, and changes stemming from other healthcare reform 

measures, especially with regard to healthcare access, financing or other legislation in individual states, could 

have a material adverse effect on the healthcare industry more generally, and our business. in the United States. 

Complying with any new legislation or reversing changes implemented under the ACA could be time-intensive 

and expensive, resulting in a material adverse effect on our business.If we are slow or unable to adapt to

changes in existing requirements or the adoption of new requirements or policies, or if we are not able to

maintain regulatory compliance, we may lose any marketing approval that we otherwise may have obtained and

we may not achieve or sustain profitability, which would adversely affect our business, prospects, financial

condition and results of operations.

Efforts to control prescription drug prices could also have a material adverse effect on our business. For

example, in 2018, President Trump and the Secretary of the U.S. Department of Health and Human Services

(“HHS”) released the “American Patients First Blueprint” and have begun implementing certain portions. The

initiative includes proposals to increase generic drug and
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biosimilar competition, enable Additionally, on December 20, 2019, the Further Consolidated

Appropriations Act for 2020 was signed into law (P.L. 116-94) and includes a piece of bipartisan legislation called

the Creating and Restoring Equal Access to Equivalent Samples Act of 2019 (the “CREATES Act”). The

CREATES Act aims to address the concern articulated by both the FDA and others in the industry that some

brand manufacturers have improperly restricted the distribution of their products, including by invoking the

existence of a REMS for certain products, to deny generic product developers access to samples of brand

products. Because generic product developers need samples of a reference listed drug, to conduct certain

comparative testing required by the FDA, some have attributed the inability to timely obtain samples as a cause

of delay in the entry of generic products. To remedy this concern, the CREATES Act establishes a private cause

of action that permits a generic product developer to sue the brand manufacturer to compel it to furnish the

necessary samples on “commercially reasonable, market-based terms.” Whether and how generic product

developments will use this new pathway, as well as the likely outcome of any legal challenges to provisions of

the CREATES Act, remain highly uncertain and its potential effects on any of our future commercial products are

unknown.

For a drug product to receive federal reimbursement under the Medicaid or Medicare Part B programs or

to be sold directly to U.S. government agencies, the manufacturer must extend discounts to entities eligible to

participate in the 340B Drug Pricing Program. The maximum amount that a manufacturer may charge a 340B

covered entity for a given product is the average manufacturer price (“AMP”), reduced by the rebate amount paid

by the manufacturer to Medicaid for each unit of that product. As of 2010, the ACA expanded the types of entities

eligible to receive discounted 340B pricing, although, under the current state of the law, with the exception of

children’s hospitals, these newly eligible entities will not be eligible to receive discounted 340B pricing on orphan

drugs. In addition, as 340B drug pricing is determined based on AMP and Medicaid rebate data, the revisions to

the Medicaid rebate formula and AMP definition described above could cause the required 340B discount to

increase.

Moreover, there has been heightened governmental scrutiny over the manner in which manufacturers

set prices for their marketed products, which has resulted in several Congressional inquiries and proposed and

enacted federal and state legislation designed to, among other things, bring more transparency to product

pricing, review the relationship between pricing and manufacturer patient programs, and reform government

program reimbursement methodologies for drug products. For example, the 2021 Consolidated Appropriations

Act signed into law on December 27, 2020 incorporated extensive healthcare provisions and amendments to

existing laws, including a requirement that all manufacturers of drug products covered under Medicare Part B

report the product’s average sales price to CMS beginning on January 1, 2022, subject to enforcement via civil

money penalties. The U.S. Department of Health and Human Services (“DHHS”) has also solicited feedback on

various measures intended to lower drug prices and reduce the out-of-pocket costs of drugs and has

implemented others under its existing authority.
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In August 2022, President Biden signed into the law the Inflation Reduction Act of 2022 (the “IRA”). The

IRA has multiple provisions that may impact the prices of drug products that are both sold into the Medicare

program and throughout the United States. Starting in 2023, a manufacturer of a drug or biological product

covered by Medicare Parts B or D must pay a rebate to the federal government if the drug product’s price

increases faster than the rate of inflation. This calculation is made on a drug product by drug product basis and

the amount of the rebate owed to the federal government is directly dependent on the volume of a drug product

that is paid for by Medicare Parts B or D. Additionally, starting in payment year 2026, CMS will negotiate drug

prices more directly and improve transparency regarding annually for a select number of single source Part D

drugs without generic or biosimilar competition. CMS will also negotiate drug prices for a select number of Part B

drugs starting for payment year 2028. If a drug product is selected by CMS for negotiation, it is expected that the

revenue generated from such drug will decrease. CMS has begun to implement these new authorities and

ways entered into the first set of agreements with pharmaceutical manufacturers to lower consumers’ out-of-

pocket costs. The Trump administration also proposed to establish an “international pricing index” that would be

used as a benchmark to determine conduct price negotiations in October 2023. However, the costs and

potentially limit IRA’s impact on the reimbursement of drugs under Medicare Part B. Among other pharmaceutical

manufacturer industry-related proposals, Congress has proposed bills to change the Medicare Part D benefit to

impose an inflation-based rebate in Medicare Part D and to alter the benefit structure to increase manufacturer

contributions industry in the catastrophic phase. The volume United States remains uncertain, in part because

multiple large pharmaceutical companies and other stakeholders (e.g., the U.S. Chamber of drug pricing-related

bills has dramatically increased under Commerce) have initiated federal lawsuits against CMS arguing the

current Congress, and the resulting impact on our business program is uncertain and could be

material. unconstitutional for a variety of reasons, among other complaints. Those lawsuits are currently ongoing.

In addition, many states have proposed or enacted legislation that seeks to indirectly or directly regulate

pharmaceutical drug pricing, such as by requiring biopharmaceutical manufacturers to publicly report proprietary

pricing information or to place a maximum price ceiling on pharmaceutical products purchased by state

agencies. For example, in 2017, California’s governor signed a recent years, several states have formed

prescription drug affordability boards (“PDABs”). Much like the IRA’s drug price transparency negotiation

program, these PDABs have attempted to implement upper payment limits (“UPLs”) on drugs sold in their

respective states in both public and commercial health plans. In August 2023, Colorado’s PDAB announced a list

of five prescription drugs that would undergo an affordability review. The effects of these efforts remain uncertain

pending the outcomes of several federal lawsuits challenging state bill into law, requiring authority to regulate

prescription drug manufacturers payment limits. In December 2020, the U.S. Supreme Court held unanimously

that federal law does not preempt the states’ ability to provide advance notice regulate pharmaceutical benefit

managers (“PBMs”) and explanation for price increases other members of certain drugs the healthcare and

pharmaceutical supply chain, an important decision that exceed a specified threshold. Both Congress may lead

to further and more aggressive efforts by states in this area. The Federal Trade Commission
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(“FTC”) in mid-2022 also launched sweeping investigations into the practices of the PBM industry that could lead

to additional federal and state legislatures are considering various bills that would reform drug purchasing and

price negotiations, allow greater use of utilization management tools legislative or regulatory proposals targeting

such entities’ operations, pharmacy networks, or financial arrangements. Significant efforts to limit Medicare Part

D coverage, facilitate change the import of lower-priced drugs from outside PBM industry as it currently exists in

the U.S. may affect the entire pharmaceutical supply chain and encourage the use business of generic drugs.

Such initiatives and legislation may cause added pricing pressures on our products. other stakeholders, including

pharmaceutical product developers like us.

Changes to the Medicaid program at the federal or state level could also have a material adverse effect

on our business. Proposals that could impact coverage and reimbursement of our products, including giving

states more flexibility to manage drugs covered under the Medicaid program and permitting the re-importation of

prescription medications from Canada or other countries, could have a material adverse effect by limiting our

products’ use and coverage. Furthermore, state Medicaid programs could request additional supplemental

rebates on our products as a result of an increase in the federal base Medicaid rebate. To the extent that private

insurers or managed care programs follow Medicaid coverage and payment developments, they could use the

enactment of these increased rebates to exert pricing pressure on our products, and the adverse effects may be

magnified by their adoption of lower payment schedules.

Other proposed regulatory actions affecting manufacturers could have a material adverse effect on our

business. It is difficult to predict the impact, if any, of any such proposed legislative and regulatory actions or

resulting state actions on the use and reimbursement of our products in the U.S., but our results of operations

may be adversely affected.

Risks Related to Our Dependence on Third Parties

If we are unable to establish sales and marketing capabilities or enter into agreements with third parties

to market and sell our product candidates, we may not be successful in commercializing ibezapolstat or

any other product candidate if and when such product candidates are approved.

We do not have a sales or marketing infrastructure and have no experience in the sale or marketing of

pharmaceutical products. To achieve commercial success for any approved product, we must either develop a

sales and marketing organization or outsource these functions to third parties. If ibezapolstat receives marketing

approval, we intend to commercialize it in the U.S. with our own focused, specialized sales force. We plan to

evaluate the potential for utilizing additional collaboration, distribution and marketing arrangements with third

parties to commercialize ibezapolstat in other jurisdictions where we retain commercialization rights. There are

risks involved with establishing our own sales and marketing capabilities and entering into arrangements with
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third parties to perform these services. For example, recruiting and training a sales force is expensive and time-

consuming and could delay any product launch. If the commercial launch of a product candidate for which we

recruit a sales force and establish marketing capabilities is delayed or does not occur for any reason, we would

have prematurely or unnecessarily incurred these commercialization expenses. This may be costly, and our

investment would be lost if we cannot retain or reposition our sales and marketing personnel.

Factors that may inhibit our efforts to commercialize our products on our own include:

● our inability to recruit, train and retain adequate numbers of effective sales and marketing personnel;

● the inability of sales personnel to obtain access to or persuade adequate numbers of physicians to
prescribe any future products;
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● the lack of complementary products to be offered by sales personnel, which may put us at a
competitive disadvantage relative to competitors with more extensive product lines; and

● unforeseen costs and expenses associated with creating an independent sales and marketing
organization.

If we enter into arrangements with third parties to perform sales and marketing services, our product

revenues or the profitability of these product revenues will likely be lower than if we were to market and sell any

products that we develop ourselves. In addition, we may not be successful in entering into arrangements with

third parties to sell and market our product candidates or may be unable to do so on terms that are acceptable to

us. We likely will have little control over such third parties, and any of them may fail to devote the necessary

resources and attention to sell and market our products effectively. If we do not establish sales and marketing

capabilities successfully, either on our own or in collaboration with third parties, we will not be successful in

commercializing our product candidates.
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We contract with third parties for the manufacture of our product candidates for preclinical studies and

our ongoing clinical trials, and expect to continue to do so for additional clinical trials and ultimately for

commercialization. This reliance on third parties increases the risk that we will not have sufficient

quantities of our product candidates or drugs or such quantities at an acceptable cost, which could

delay, prevent or impair our development or commercialization efforts.

We do not currently have the infrastructure or internal capability to manufacture supplies of our product

candidates for use in development and commercialization. We rely, and expect to continue to rely, on third-party

manufacturers for the production of our product candidates for preclinical studies and clinical trials under the

guidance of members of our organization. We do not have long-term supply agreements. Furthermore, the raw

materials for our product candidates are sourced, in some cases, from a single-source supplier although other

sources are available. For example, drug substance and drug product are sourced from our principal supplier,

Piramal Pharma Solutions, in Ennore, India and Ahmedabad, India, respectively. Chemical raw materials used

for drug substance manufacture are sourced locally in India and are generally available. Accordingly, we do not

anticipate difficulties sourcing drug substance for our clinical trials or, if FDA approved, for our marketing period,

but we have not yet sourced a backup supplier because we currently have sufficient supply to complete our

Phase 2b clinical trial. We are considering U.S. sources of drug substance for the commercial period if

ibezapolstat is FDA approved and we anticipate several manufacturing options will be available. If we were to

experience an unexpected loss of supply of any of our product candidates or any of our future product

candidates for any reason, whether as a result of manufacturing, supply or storage issues or otherwise, we could

experience delays, disruptions, suspensions or terminations of, or be required to restart or repeat, any pending

or ongoing clinical trials. For example, the extent to which the COVID-19 pandemic impacts our ability to procure

sufficient supplies for the development of our products and product candidates will depend on the severity and

duration of the spread of the virus, and the actions undertaken to contain COVID-19 or treat its effects.

We expect to continue to rely on third-party manufacturers for the commercial supply of any of our

product candidates for which we obtain marketing approval. We may be unable to maintain or establish required

agreements with third-party manufacturers or to do so on acceptable terms. Even if we are able to establish

agreements with third-party manufacturers, reliance on third-party manufacturers entails additional risks,

including:

● the failure of the third party to manufacture our product candidates according to our schedule, or at
all, including if our third-party contractors give greater priority to the supply of other products over
our product candidates or otherwise do not satisfactorily perform according to the terms of the
agreements between us and them;

● the reduction or termination of production or deliveries by suppliers, or the raising of prices or
renegotiation of terms;

● the termination or nonrenewal of arrangements or agreements by our third-party contractors at a
time that is costly or inconvenient for us;

● the breach by the third-party contractors of our agreements with them;
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● the failure of third-party contractors to comply with applicable regulatory requirements;

● the failure of the third party to manufacture our product candidates according to our specifications;
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● the mislabeling of clinical supplies, potentially resulting in the wrong dose amounts being supplied or
active drug or placebo not being properly identified;

● clinical supplies not being delivered to clinical sites on time, leading to clinical trial interruptions, or
of drug supplies not being distributed to commercial vendors in a timely manner, resulting in lost
sales; and

● the misappropriation of our proprietary information, including our trade secrets and know-how.

We do not have complete control over all aspects of the manufacturing process of, and are dependent

on, our contract manufacturing partners for compliance with cGMP regulations for manufacturing both active

drug substances and finished drug products. Third-party manufacturers may not be able to comply with cGMP

regulations or similar regulatory requirements outside of the U.S. If our contract manufacturers cannot

successfully manufacture material that conforms to our specifications and the strict regulatory requirements of

the FDA, EMA or others, they will not be able to secure and/or maintain marketing approval for their

manufacturing facilities. In addition, we do not have control over the ability of our contract manufacturers to

maintain adequate quality control, quality assurance and qualified personnel. If the FDA, EMA or a comparable

foreign regulatory authority does not
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approve these facilities for the manufacture of our product candidates or if it withdraws any such approval in the

future, we may need to find alternative manufacturing facilities, which would significantly impact our ability to

develop, obtain marketing approval for or market our product candidates, if approved. Our failure, or the failure of

our third-party manufacturers, to comply with applicable regulations could subject us and our third-party
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manufacturers to warning letters or other enforcement-related letters, holds on clinical trials or could result in

further sanctions being imposed on us or our third-party manufacturers, including fines, injunctions, civil

penalties, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of product

candidates or drugs, operating restrictions and criminal prosecutions, any of which could significantly and

adversely affect supplies of our product candidates or drugs and harm our business and results of operations.

Our current and anticipated future dependence upon others for the manufacture of our product candidates or

drugs may adversely affect our future profit margins and our ability to commercialize any product candidates that

receive marketing approval on a timely and competitive basis.

We rely on third party clinical investigators, CROs, contract research organizations (“CROs”), clinical

data management organizations and consultants to design, conduct, supervise and monitor preclinical studies

and clinical trials of our product candidates. Because we rely on third parties and do not have the ability to

conduct preclinical studies or clinical trials independently, we have less control over the timing, quality and other

aspects of preclinical studies and clinical trials than we would if we conducted them on our own. These

investigators, CROs and consultants are not our employees and we have limited control over the amount of time

and resources that they dedicate to our programs. These third parties may have contractual relationships with

other entities, some of which may be our competitors, which may draw time and resources from our programs.

Further, these third parties may not be diligent, careful or timely in conducting our preclinical studies or clinical

trials, resulting in the preclinical studies or clinical trials being delayed or unsuccessful.

If we cannot contract with acceptable third parties on commercially reasonable terms, or at all, or if these

third parties do not carry out their contractual duties, satisfy legal and regulatory requirements for the conduct of

preclinical studies or clinical trials or meet expected deadlines, our preclinical and clinical development programs

could be delayed and otherwise adversely affected. In all events, we are responsible for ensuring that each of

our preclinical studies and clinical trials is conducted in accordance with the general investigational plan and

protocols for the trial. The FDA and other health authorities require preclinical studies to be conducted in

accordance with GLP and clinical trials to be conducted in accordance with GCP, including conducting, recording

and reporting the results of clinical trials to assure that data and reported results are credible and accurate and

that the rights, integrity and confidentiality of clinical trial participants are protected. If we or our CROs fail to

comply with these requirements, the data generated in our clinical trials may be deemed unreliable or

uninterpretable and the FDA may require us to perform additional preclinical studies or clinical trials. Our reliance

on third parties that we do not control does not relieve us of these responsibilities and requirements. Any such

event could adversely affect our business, financial condition, results of operations and prospects.

If ultimate users of our product candidates are unable to obtain adequate reimbursement from third-

party payers, or if new restrictive legislation is adopted, market acceptance of our proposed products

may be limited and we may not achieve material revenues.

The continuing efforts of government and insurance companies, health maintenance organizations and

other payers of healthcare costs to contain or reduce costs of healthcare may affect our future revenues and

profitability, and the future revenues and profitability of our potential customers, suppliers and collaborative
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partners and the availability of capital. For example, in the U.S., given recent federal and state government

initiatives directed at lowering the total cost of healthcare, the U.S. Congress and state
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legislatures will likely continue to focus on healthcare reform, the cost of prescription pharmaceuticals and on the

reform of the Medicare and Medicaid systems. While we cannot predict whether any such legislative or

regulatory proposals will be adopted, the announcement or adoption of such proposals and related laws, rules

and regulations could materially harm our business, financial condition, results of operations or stock price.

Moreover, the passage of the ACA in 2010, and efforts to amend or repeal such law, has created significant

uncertainty relating to the scope of government regulation of healthcare and related legal and regulatory

requirements, which could have an adverse impact on sales of our products.

Moreover, our ability to commercialize our product candidates will depend in part on the extent to which

appropriate reimbursement levels for the cost of such products and related treatments are obtained by

governmental authorities, private health insurers and other organizations, such as HMOs. Consumers and third-

party payers are increasingly challenging the prices charged for medical drugs and services. Also, the trend

toward managed healthcare in the U.S. and the concurrent growth of organizations such as HMOs, which could

control or significantly influence the purchase of healthcare services and drugs, as well as legislative proposals

to reform healthcare or reduce government insurance programs, may all result in lower prices for or rejection of

our proposed products.
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Our relationships with future customers and third-party payors will be subject to applicable anti-

kickback, fraud and abuse and other healthcare laws and regulations, which could expose us to criminal

sanctions, civil penalties, contractual damages, reputational harm and diminished profits and future

earnings.
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Healthcare providers, physicians and third-party payors will play a primary role in the recommendation

and prescription of any product candidates for which we obtain marketing approval. Our future arrangements

with third-party payors and customers may expose us to broadly applicable fraud and abuse and other

healthcare laws and regulations that may constrain the business or financial arrangements and relationships

through which we would market, sell and distribute our products. As a pharmaceutical company, even though we

do not and may not control referrals of healthcare services or bill directly to Medicare, Medicaid or other third-

party payors, federal and state healthcare laws and regulations pertaining to fraud and abuse and patients’ rights

are and will be applicable to our business. These regulations include:

● the Federal Healthcare Anti-Kickback Statute that prohibits, among other things, persons from
knowingly and willfully soliciting, offering, receiving or providing remuneration, directly or indirectly,
in cash or in kind, to induce or reward, or in return for, either the referral of an individual for, or the
purchase, order or recommendation of, any good or service, for which payment may be made under
a federal healthcare program such as Medicare and Medicaid, and which will constrain our
marketing practices and the marketing practices of our licensees, educational programs, pricing
policies, and relationships with healthcare providers or other entities;

● the federal physician self-referral prohibition, commonly known as the Stark Law, which prohibits
physicians from referring Medicare or Medicaid patients to providers of “designated health services”
with whom the physician or a member of the physician’s immediate family has an ownership interest
or compensation arrangement, unless a statutory or regulatory exception applies;

● federal false claims laws that prohibit, among other things, individuals or entities from knowingly
presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or other
government reimbursement programs that are false or fraudulent, and which may expose entities
that provide coding and billing advice to customers to potential criminal and civil penalties, including
through civil whistleblower or qui tam actions, and including as a result of claims presented in
violation of the Federal Healthcare Anti-Kickback Statute, the Stark Law or other healthcare-related
laws, including laws enforced by the FDA;

● the federal Health Insurance Portability and Accountability Act of 1996 (“HIPAA”), which imposes
criminal and civil liability for executing a scheme to defraud any healthcare benefit program and also
created federal criminal laws that prohibit knowingly and willfully falsifying, concealing or covering
up a material fact or making any materially false statements in connection with the delivery of or
payment for healthcare benefits, items or services that, as amended by the Health Information
Technology for Economic and Clinical Health Act, also imposes obligations, including mandatory
contractual terms, with respect to safeguarding the privacy, security and transmission of individually
identifiable health information;

● federal physician sunshine requirements under the ACA which requires manufacturers of approved
drugs, devices, biologics and medical supplies to report annually to the HHS, information related to
payments and other transfers of
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value to physicians, other healthcare providers, and teaching hospitals, and ownership and
investment interests held by physicians and other healthcare providers and their immediate family
members and applicable group purchasing organizations;

● the Federal Food, Drug, and Cosmetic Act, which, among other things, strictly regulates drug
product marketing, prohibits manufacturers from marketing drug products for off-label use and
regulates the distribution of drug samples; and

● state and foreign law equivalents of each of the above federal laws, such as anti-kickback and false
claims laws, which may apply to sales or marketing arrangements and claims involving healthcare
items or services reimbursed by non-governmental third-party payors, including private insurers,
state laws requiring pharmaceutical companies to comply with the pharmaceutical industry’s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal
government and which may require drug manufacturers to report information related to payments
and other transfers of value to physicians and other healthcare providers or marketing expenditures,
and state and foreign
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laws governing the privacy and security of health information in specified circumstances, many of
which differ from each other in significant ways and often are not preempted by federal laws such as
HIPAA, thus complicating compliance efforts.

Efforts to ensure that our business arrangements with third parties will comply with applicable healthcare

laws and regulations will involve substantial costs. It is possible that governmental authorities will conclude that

our business practices may not comply with current or future statutes, regulations or case law involving

applicable fraud and abuse or other healthcare laws and regulations. If our operations are found to be in violation

of any of these laws or any other governmental regulations that may apply to us, we may be subject to significant

civil, criminal and administrative penalties, damages, fines, imprisonment, exclusion from government funded

healthcare programs, such as Medicare and Medicaid, and the curtailment or restructuring of our operations. If

any physicians or other healthcare providers or entities with whom we expect to do business are found to not be

in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions, including

exclusions from government funded healthcare programs.

Risks Related to Intellectual Property
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We may be involved in lawsuits to protect or enforce our patents.

Competitors may infringe our patents. To counter infringement or unauthorized use, we or our

collaborators may be required to file infringement lawsuits that can be expensive and time-consuming. In

addition, in an infringement proceeding, a court may decide that one of our patents is not valid, is unenforceable

and/or is not infringed, or may refuse to stop the other party from using the technology at issue on the grounds

that our patents do not cover the technology in question. An adverse result in any litigation or defense

proceedings could put one or more of our patents at risk of being invalidated or interpreted narrowly and could

put any pending applications at risk of being interpreted narrowly and of not issuing.

Interference proceedings or derivation proceedings may be filed to determine the priority of inventions

with respect to our patents or patent applications or those of our licensors (if any). An unfavorable outcome could

require us to cease using the related technology or to attempt to license rights from the prevailing party. Our

business could be harmed if the prevailing party does not offer us a license on commercially reasonable terms.

We may not be able to prevent, alone or with our licensors (if any), misappropriation of our intellectual property

rights, both in the U.S. and in countries where the laws may not protect those rights as fully as in the U.S. Other

proceedings, such as proceedings before the U.S. Patent and Trademark Office Patent Trial and Appeal Board,

filed by a third party may result in the invalidation of one or more of our patents.

Furthermore, because of the substantial amount of discovery required in connection with intellectual

property litigation, there is a risk that some of our confidential information could be compromised by disclosure

during this type of litigation. There could also be public announcements of the results of hearings, motions or

other interim proceedings or developments. If securities analysts or investors perceive these results to be

negative, it could have a material adverse effect on the price of our common stock.
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Intellectual property litigation could cause us to spend substantial resources and distract our personnel

from their normal responsibilities.

Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims,

regardless of their merit, would cause us to incur significant expenses, and could distract our technical and

management personnel from their normal responsibilities. In the event of a successful claim of infringement

against us, we may have to pay substantial damages, including treble damages and attorneys’ fees for willful

infringement, in addition to paying royalties, redesign infringing products or obtain one or more licenses from
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third parties, which may be impossible or require substantial time and monetary expenditure. A court may also

issue an injunction against us preventing us from manufacturing and bringing our products to market. In addition,

there could be public announcements of the results of hearings, motions or other interim proceedings or

developments and if securities analysts or investors perceive these results to be negative, it could have a

substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially

increase our operating losses and reduce the resources available for development activities or any future sales,

marketing or distribution activities. We may not have sufficient financial or other resources to conduct such

litigation or proceedings adequately. Some of our competitors may be able to sustain the costs of such litigation

or proceedings more effectively than we can because of their greater financial resources. Uncertainties resulting

from the initiation and continuation of patent litigation or other proceedings could compromise our ability to

compete in the marketplace.
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We may need to license certain intellectual property from third parties, and such licenses may not be

available or may not be available on commercially reasonable terms.

A third party may hold intellectual property, including patent rights, that is important or necessary to the

development or commercialization of our products. It may be necessary for us to use the patented or proprietary

technology of third parties to commercialize our products, in which case we would be required to obtain a license

from these third parties on commercially reasonable terms, or our business could be harmed, possibly materially.

Such licenses may not be available which could prevent us from commercializing our products. Further, if we are

alleged to infringe third party intellectual property rights, we could face costly litigation, the outcome of which

could negatively affect or prevent us from commercializing or developing our products. In the event of an

adverse decision against us in a litigation, we could be required to: pay substantial damages and license fees, or

even be prevented from using or commercializing our technologies and methods; and also be prevented from

further research and development efforts. In such case, we may be unable to develop alternative non-infringing

products or methods and unable to obtain one or more licenses from third parties.

If we are unable to adequately protect or enforce our rights to intellectual property or secure rights to

third-party patents, we may lose valuable rights, experience reduced market share, assuming any, or

incur costly litigation to enforce, maintain or protect such rights.

Our ability to license, obtain, enforce and maintain patents, maintain trade secret protection and operate

without infringing the proprietary rights of others is important to the commercialization of any formulations or
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products under development. The patent positions of biotechnology and pharmaceutical companies, including

ours, are frequently uncertain and involve complex legal and factual questions. In addition, the coverage claimed

in a patent application can be significantly reduced before the patent is issued. Consequently, our patents, patent

applications and other intellectual property rights may not provide protection against competitive technologies or

products or may be held invalid if challenged or could be circumvented. Our competitors may also independently

develop products similar to ours or design around or otherwise circumvent patents issued to, or licensed by, us.

In addition, the laws of some foreign countries may not protect our proprietary rights to the same extent as U.S.

law. Any of these occurrences would have a material adverse effect on our business.

Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims

may cause us to incur significant expenses, and could distract our technical and management personnel from

their normal responsibilities. In addition, there could be public announcements of the results of hearings, motions

or other interim proceedings or developments. Such litigation or proceedings could substantially increase our

operating losses and reduce the resources available for development, sales, marketing or distribution activities.

We may not have sufficient financial or other resources to adequately conduct such litigation or proceedings.

Some of our competitors may be able to sustain the costs of such litigation or proceedings more effectively than

we can because of their greater financial resources. Accordingly, costs and lost management time, as well as

uncertainties resulting from the initiation and continuation of patent litigation or other proceedings, could have a

material adverse effect on our ability to compete in the marketplace.
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If we are unable to protect the confidentiality of our trade secrets, our business and competitive position

would be harmed.

In addition to seeking patents for some of our technology and products, we will also rely on trade

secrets, including unpatented know-how, technology and other proprietary and confidential information, to

maintain our competitive position. We will seek to protect these trade secrets, in part, by entering into non-

disclosure and confidentiality agreements with parties who have access to them, such as our employees,

corporate collaborators, outside scientific collaborators, contract manufacturers, consultants, advisors and other

third parties. However, we cannot guarantee that we will have executed these agreements with each party that

may have or have had access to our trade secrets or that the agreements we do execute will provide adequate

protection. Any party with whom we have executed such an agreement could breach that agreement and

disclose our proprietary or confidential information, including our trade secrets, and we may not be able to obtain

adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a
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trade secret is difficult, expensive and time-consuming, and the outcome is unpredictable. In addition, some

courts inside and outside the U.S. are less willing or unwilling to protect trade secrets. If any of our trade secrets

were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent

them, or those to whom they communicate it, from using that technology or information to compete with us. If any

of our trade secrets, particularly unpatented know-how, were to be obtained or independently developed by a

competitor, our competitive position would be harmed.
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Risks Related to Ownership of Our Common Stock

Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future,

capital appreciation, if any, will be your sole source of gain.

We have never paid or declared any cash dividends on our common stock. We currently intend to retain

earnings, if any, to finance the growth and development of our business and we do not anticipate paying any

cash dividends in the foreseeable future. As a result, only appreciation of the price of our common stock will

provide a return to our members.

Provisions in our corporate charter documents and under Delaware law could make an acquisition of our

company, which may be beneficial to our stockholders, more difficult and may prevent attempts by our

stockholders to replace or remove our current management.

These provisions might discourage, delay or prevent a change in control of our company or a change in

our management. The existence of these provisions could adversely affect the voting power of holders of

common stock and limit the price that investors might be willing to pay in the future for shares of our common

stock. Furthermore, we have the authority to issue shares of our preferred stock without further stockholder

approval, the rights of which will be determined at the discretion of the board of directors and that, if issued,

could operate as a “poison pill” to dilute the stock ownership of a potential hostile acquirer to prevent an

acquisition that our board of directors does not approve. In addition, our certificate of incorporation and bylaws

contain provisions that may make the acquisition of our company more difficult, including the following:

● our authorized but unissued and unreserved common stock and preferred stock could make more
difficult or discourage an attempt to obtain control of us by means of a proxy contest, tender offer,
merger or otherwise;
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● our board of directors is classified into three classes of directors with staggered three-year terms
and directors are only able to be removed from office for cause;

● our stockholders will only be able to take action at a meeting of stockholders and will not be able to
take action by written consent for any matter, except in certain circumstances;

● a special meeting of our stockholders may only be called by the chairperson of our board of
directors or a majority of our board of directors;

● advance notice procedures apply for stockholders to nominate candidates for election as directors
or to bring matters before an annual meeting of stockholders; and

● certain amendments to our certificate of incorporation and any amendments to our bylaws by our
stockholders will require the approval of at least two-thirds of our then-outstanding voting power
entitled to vote generally in an election of directors, voting together as a single class.
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We are an “emerging growth company,” and a “smaller reporting company” and we cannot be certain if

the reduced reporting requirements applicable to emerging growth companies and smaller reporting

companies will make our common stock less attractive to investors.

We are an “emerging growth company,” as defined in the JOBS Act. For as long as we continue to be an

emerging growth company, we intend to take advantage of exemptions from various reporting requirements that

are applicable to other public companies that are not emerging growth companies, including:

● being permitted to provide only two years of audited financial statements, in addition to any required
unaudited interim financial statements, with correspondingly reduced “Management’s Discussion
and Analysis of Financial Condition and Results of Operations” disclosure in certain of our filings
with the SEC; this Form 10-Q;

● not being required to comply with the auditor attestation requirements of Section 404 of the
Sarbanes-Oxley Act;
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● reduced disclosure obligations regarding executive compensation in our periodic reports and proxy
statements; and

● exemptions from the requirements of holding nonbinding advisory stockholder votes on executive
compensation and stockholder approval of any golden parachute payments not previously
approved.

We cannot predict if investors will find our common stock less attractive because we may rely on these

exemptions. If some investors find our common stock less attractive as a result, there may be a less active

trading market for our common stock and our stock price may be more volatile.

We will remain an emerging growth company until the earlier of (1) the last day of the fiscal year (a)

following the fifth anniversary of the completion of our initial public offering, (b) in which we have total annual

gross revenue of at least $1.07 billion (as adjusted for inflation pursuant to SEC rules from time to time), or (c) in

which we are deemed to be a large accelerated filer, which means the market value of our common stock that is

held by non-affiliates exceeds $700 million as of the prior June 30th, and (2) the date on which we have issued

more than $1.0 billion in non-convertible debt securities during the prior three-year period.

Under the JOBS Act, emerging growth companies can also delay adopting new or revised accounting

standards until such time as those standards apply to private companies. We intend to take advantage of the

extended transition period for adopting new or revised accounting standards under the JOBS Act as an emerging

growth company. As a result of this election, our financial statements may not be comparable to companies that

comply with public company effective dates.

We are also a smaller reporting company, and we will remain a smaller reporting company until the fiscal

year following the determination that our voting and non-voting shares of common stock held by non-affiliates is

more than $250 million measured on the last business day of our second fiscal quarter, or our annual revenues

are less than $100 million during the most recently completed fiscal year and our voting and non-voting shares of

common stock held by non-affiliates is more than $700 million measured on the last business day of our second

fiscal quarter.

Similar to emerging growth companies, smaller reporting companies have reduced disclosure

obligations, such as an exemption from providing selected financial data and an ability to provide simplified

executive compensation information and only two years of audited financial statements.

The price of our stock may be volatile, and you could lose all or part of your investment.

The market price of shares of our common stock could be subject to wide fluctuations in response to

many risk factors listed in this section and many others beyond our control. In addition to the factors discussed in
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this “Risk Factors” section and elsewhere in this Quarterly Report and our 2022 2023 Annual Report, these

factors include:

● the commencement, enrollment, completion or results of our current Phase 2b clinical trial of
ibezapolstat;
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● any delay in our regulatory filings for ibezapolstat or our future product candidates and any adverse
development or perceived adverse development with respect to the applicable regulatory authority’s
review of such filings, including without limitation the FDA’s issuance of a “refusal to file” letter or a
request for additional information;

● adverse results or delays, suspensions or terminations in future preclinical studies or clinical trials;

● our decision to initiate a clinical trial, not to initiate a clinical trial or to terminate an existing clinical
trial;

● adverse regulatory decisions, including failure to receive regulatory approval of ibezapolstat or any
other product candidate or the failure of a regulatory authority to accept data from preclinical studies
or clinical trials conducted in other countries;

● changes in laws or regulations applicable to ibezapolstat or any other product candidate, including
but not limited to clinical trial requirements for approvals;

● adverse developments concerning our manufacturers;
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● our inability to obtain adequate product supply for any approved product or inability to do so at
acceptable prices;

● our inability to establish collaborations, if needed;
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● our failure to commercialize our product candidates, if approved;

● additions or departures of key scientific or management personnel;

● unanticipated serious safety concerns related to the use of ibezapolstat or any other product
candidate;

● introduction of new products or services offered by us or our competitors;

● announcements of significant acquisitions, strategic partnerships, joint ventures or capital
commitments by us or our competitors;

● our ability to effectively manage our growth;

● actual or anticipated variations in quarterly operating results;

● our cash position;

● our failure to meet the estimates and projections of the investment community or that we may
otherwise provide to the public;

● publication of research reports about us or our industry, or product candidates in particular, or
positive or negative recommendations or withdrawal of research coverage by securities analysts;

● changes in the market valuations of similar companies;

● changes in the structure of the healthcare payment systems;

● overall performance of the equity markets;

● sales of our common stock by us or our stockholders in the future;

● trading volume of our common stock;
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● changes in accounting practices;

● ineffectiveness of our internal controls;

● disputes or other developments relating to proprietary rights, including patents, litigation matters and
our ability to obtain patent protection for our technologies;
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● significant lawsuits, including patent or stockholder litigation;

● general political and economic conditions, many of which are beyond our control, such as military
conflict between Russia and Ukraine; and

● other events or factors, many of which are beyond our control.

In addition, the stock market has experienced significant volatility, particularly with respect to

pharmaceutical, biotechnology and other life sciences company stocks. The volatility of pharmaceutical,

biotechnology and other life sciences company stocks often
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does not relate to the operating performance of the companies represented by the stock. If our quarterly

operating results fall below the expectations of investors or securities analysts, the price of our common stock

could decline substantially. Furthermore, any quarterly fluctuations in our operating results may, in turn, cause

the price of our stock to fluctuate substantially. We believe that quarterly comparisons of our financial results are

not necessarily meaningful and should not be relied upon as an indication of our future performance.

In the past, securities class action litigation has often been initiated against companies following periods

of volatility in their stock price. This type of litigation could result in substantial costs and divert our

management’s attention and resources, and could also require us to make substantial payments to satisfy

judgments or to settle litigation.

Our largest stockholders will exercise significant influence over our company for the foreseeable future,

including the outcome of matters requiring stockholder approval.

Our officers, directors and their affiliates currently collectively own 4,525,349 4,757,766 shares of our

common stock (on an as-converted basis) or approximately 30% 26% of our outstanding shares of common

stock (on an as-converted basis) as of September 30, 2023 March 31, 2024. Accordingly, if these stockholders

were to choose to act together, they could have a significant influence over all matters requiring stockholder

approval, including the election of directors and approval of significant corporate transactions, such as a merger

or other sale of our company or all or a significant percentage of our assets. This concentration of ownership

could limit your ability to influence corporate matters and may have the effect of delaying or preventing a third

party from acquiring control over us.
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We cannot assure you that the interests of our officers, directors and affiliated persons will coincide with

the interests of the investors. So long as our officers, directors and affiliated persons collectively controls a

significant portion of our common stock, these individuals and/or entities controlled by them, will continue to

collectively be able to strongly influence or effectively control our decisions. Therefore, you should not invest in

reliance on your ability to have any control over our Company. company.

Nasdaq may delist our securities from trading on its exchange, which could limit investors’ ability to

make transactions in our securities and subject us to additional trading restrictions.

Should we fail to satisfy the Nasdaq’s continued listing requirements, such as the corporate governance

requirements or the minimum closing bid price requirement, Nasdaq may take steps to delist our common stock.

Such a delisting would likely have a negative effect on the price of our common stock, and would impair your

ability to sell or purchase our common stock when you wish to do so. In the event of a delisting, we would take

actions to restore our compliance with Nasdaq’s listing requirements, but we can provide no assurance that any

such action taken by us would allow our common stock to become listed again, stabilize the market price or

improve the liquidity of our common stock, prevent our common stock from dropping below Nasdaq’s minimum

bid price requirement or prevent future non-compliance with the Nasdaq’s listing requirements.
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If Nasdaq does not maintain the listing of our securities for trading on its exchange, we could face

significant material adverse consequences, including:

● a limited availability of market quotations for our common stock;

● reduced liquidity for our common stock;

● a determination that our common stock is a “penny stock” which will require brokers trading in our
common stock to adhere to more stringent rules and possibly result in a reduced level of trading
activity in the secondary trading market for our securities;

● a limited amount of news and analyst coverage; and

● a decreased ability to issue additional common stock or obtain additional financing in the future.
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General Risk Factors

We will incur significant increased costs as a result The requirements of operating as being a public

company may strain our resources, divert management’s attention and affect our management will be

required ability to devote substantial time to new compliance initiatives. attract and retain qualified board

members.

As a public company, we will incur significant legal, accounting and other expenses that we did not incur

as a private company. We will be are subject to the reporting requirements of the Securities Exchange Act, of

1934, as amended, or the Exchange Act, which will require, among other things, that we file with the SEC

annual, quarterly and current reports with respect to our business and financial condition. In addition, the

Sarbanes-Oxley Act, as well as rules subsequently adopted by the SEC and The Nasdaq Capital Market to

implement provisions of the Sarbanes-Oxley Act, impose significant requirements on public companies, including

requiring establishment and maintenance of effective disclosure and financial reporting controls and changes in

corporate governance practices. Further, in July 2010, the Dodd-Frank Wall Street Reform and Consumer

Protection Act, or the Dodd-Frank Act, was enacted. There are significant corporate governance the listing

requirements

of Nasdaq and executive compensation related provisions in the Dodd-Frank Act that require the SEC to

adopt additional other applicable securities rules and regulations. Compliance with these rules and regulations in

these areas such as “say on pay” has increased, and proxy access. Recent legislation permits EGCs will likely

continue to implement many of these requirements over a longer period and up to five years from the pricing of

our IPO. Stockholder activism, the current political environment and the current high level of government

intervention and regulatory reform may lead to substantial new regulations and disclosure obligations, which may

lead to additional compliance costs and impact the manner in which we operate our business in ways we cannot

currently anticipate.

We expect the rules and regulations applicable to public companies to substantially increase our legal

and financial compliance costs, and to make some activities more difficult, time-consuming or costly, and costly.

If these requirements divert the attention of our management and personnel from other business concerns, they

could have an adverse effect place significant strain on our business. The increased personnel, systems and

resources. In addition, changing laws, regulations and standards relating to corporate governance and public

disclosure are creating uncertainty for public companies, increasing legal and financial compliance costs will

decrease and making some activities more time consuming. These laws, regulations and standards are subject 

to varying interpretations, in many cases due to their lack of specificity, and, as a result, their application in 

practice may evolve over time. This could result in continuing uncertainty regarding compliance matters, higher 
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administrative expenses and a diversion of management’s time and attention. Further, if our net 

income compliance efforts differ from the activities intended by regulatory or increase our net loss, governing 

bodies due to ambiguities related to practice, regulatory authorities may initiate legal proceedings against us and 

may require us to reduce costs in other areas of our business or increase the prices of our products or services. 

For example, we expect may be harmed. Being a public company that is subject to these rules and regulations 

to also make it more difficult and more expensive for us to obtainand retain director and officer liability insurance

and we may in the future be required to accept reduced coverage or incur substantial substantially higher costs

to maintain the same obtain or similar retain adequate coverage. We cannot predict or estimate the amount or 

timing of additional costs we may incur to respond to these requirements. The impact of these 

requirementsThese factors could also make it more difficult for us to attract and retain qualified persons to serve

on members of our board of directors our board committees or as and qualified executive officers.

If we fail to maintain an effective system of internal control over financial reporting, we may not be able

to accurately report our financial results or prevent fraud. As a result, stockholders could lose confidence in our

financial and other public reporting, which would harm our business and the trading price of our common stock.

Effective internal control over financial reporting is necessary for us to provide reliable financial reports

and, together with adequate disclosure controls and procedures, are designed to prevent fraud. Any failure to

implement required new or improved controls, or difficulties encountered in their implementation could cause us

to fail to meet our reporting obligations. In addition, any testing by us conducted in connection with Section 404,

or any subsequent testing by our independent registered public accounting firm, may reveal deficiencies in our

internal control over financial reporting that are deemed to be material weaknesses or that may require

prospective or retroactive changes to our financial statements or identify other areas for further attention or

improvement.
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Inferior internal controls could also cause investors to lose confidence in our reported financial information, which

could have a negative effect on the trading price of our stock.

We are required to disclose changes made in our internal controls and procedures on a quarterly basis

and our management is required to assess the effectiveness of these controls annually. However, for as long as

we are an EGC, our independent registered public accounting firm will not be required to attest to the

effectiveness of our internal control over financial reporting pursuant to Section 404. We could be an EGC for up

to five years. An independent assessment of the effectiveness of our internal control over financial reporting
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could detect problems that our management’s assessment might not. Undetected material weaknesses in our

internal control over financial reporting could lead to restatements of our financial statements and require us to

incur the expense of remediation.

Cyber incidents or attacks directed at us could result in information theft, data corruption, operational

disruption and/or financial loss.

We depend on digital technologies, including information systems, infrastructure and cloud applications

and services, including those of third parties with which we may deal. Sophisticated and deliberate attacks on, or

security breaches in, our systems or infrastructure, or the systems or infrastructure of third parties or the cloud,

could lead to corruption or misappropriation of our assets, proprietary information and sensitive or confidential

data. As an early-stage company without significant investments in data security protection, we may not be

sufficiently protected against such occurrences. We may not have sufficient resources to adequately protect

against, or to investigate and remediate any vulnerability to, cyber incidents. It is possible that any of these

occurrences, or a combination of them, could have adverse consequences on our business and lead to financial

loss.

The costs related to significant security breaches or disruptions could be material and could exceed the 

limits of the cybersecurity insurance we maintain, if any, against such risks. If the information technology systems 

of our third-party vendors and other contractors and consultants become subject to disruptions or security 

breaches, we may have insufficient recourse against such third parties and may have to expend significant 

resources to mitigate the impact of such an event, and to develop and implement protections to prevent future 

events of this nature from occurring.

We cannot assure you that our data protection efforts will prevent significant breakdowns, data leakages, 

breaches in our systems, or those of our third-party vendors and other contractors and consultants, or other 

cyber incidents that could have a material adverse effect upon our reputation, business, operations, or financial 

condition. For example, if such an event were to occur and cause interruptions in our operations, or those of our 

third-party vendors and other contractors and consultants, it could result in a material disruption of our programs 

and the development of our services and technologies could be delayed. Furthermore, significant disruptions of 

our internal information technology systems or those of our third-party vendors and other contractors and 

consultants, or security breaches could result in the loss, misappropriation, and/or unauthorized access, use, or 

disclosure of, or the prevention of access to, confidential information (including trade secrets or other intellectual 

property, proprietary business information, and personal information), which could result in financial, legal, 

business, and reputational harm to us. For instance, any such event that leads to unauthorized access, use, or 

disclosure of personal information, including personal information regarding our customers or employees, could 

harm our reputation directly, compel us to comply with federal and/or state breach notification laws and foreign 

law equivalents, subject us to mandatory corrective action, and otherwise subject us to liability under laws and 

regulations that protect the privacy and security of personal information, which could result in significant legal 

and financial exposure and reputational damages that could potentially have an adverse effect on our business.
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Although we take measures to protect sensitive data from unauthorized access, use or disclosure, our 

information technology and infrastructure may be vulnerable to attacks by hackers or viruses or breached due to 

personnel error, malfeasance, or other malicious or inadvertent disruptions. Any such breach or interruption 

could compromise our networks and the information stored there could be accessed by unauthorized parties, 

manipulated, publicly disclosed, lost, or stolen.

Any such access, breach, or other loss of information could result in legal claims or proceedings, liability 

under domestic or foreign privacy, data protection and data security laws such as HIPAA and the Health 

Information Technology for Economic and Clinical Health Act (“HITECH”), and penalties. Notice of certain 

security breaches must be made to affected individuals, the Secretary of HHS, and for extensive breaches, 

notice may need to be made to the media or state attorneys general. Such notice could harm our reputation and 

our ability to compete. Although we have implemented security measures, such data is currently accessible 

through multiple channels, and there is no guarantee we can protect our data from breach. Unauthorized access, 

loss or dissemination could also damage our reputation or disrupt our operations, including our ability to conduct 

our analyses, conduct research and development activities, collect, process and prepare company financial 

information, and manage the administrative aspects of our business.

Penalties for violations of these laws vary. For instance, penalties for failure to comply with a 

requirement of HIPAA and HITECH vary significantly, and include significant civil monetary penalties and, in 

certain circumstances, criminal penalties with fines up to $250,000 per violation and/or imprisonment. A person 

who knowingly obtains or discloses individually identifiable health information in violation of HIPAA may face a 

criminal penalty of up to $50,000 and up to one-year imprisonment. The criminal penalties increase if the 

wrongful conduct involves false pretenses or the intent to sell, transfer or use identifiable health information for 

commercial advantage, personal gain or malicious harm.

Further, various states, such as California and Massachusetts, have implemented similar privacy laws 

and regulations, such as the California Confidentiality of Medical Information Act, that impose restrictive 

requirements regulating the use and disclosure of health information and other personally identifiable 

information. These laws and regulations are not necessarily preempted by HIPAA, particularly if a state afford 

greater protection to individuals than HIPAA. Where state laws are more protective, we have to comply with the 

stricter provisions. In addition to fines and penalties imposed upon violators, some of these state laws also afford 

private rights of action to individuals who believe their personal information has been misused. California’s 

patient privacy laws, for example, provide for penalties of up to $250,000 and permit injured parties to sue for 
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damages. Similarly, the CCPA allows consumers a private right of action when certain personal information is 

subject to unauthorized access and exfiltration, theft or disclosure due to a business’ failure to implement and 

maintain reasonable security procedures. The interplay of federal and state laws may be subject to varying 

interpretations by courts and government agencies, creating complex compliance issues for us and data we 

receive, use and share, potentially exposing us to additional expense, adverse publicity and liability. Further, as 

regulatory focus on privacy issues continues to increase and laws and regulations concerning the protection of 

personal information expand and become more complex, these potential risks to our business could intensify. 

Changes in laws or regulations associated with the enhanced protection of certain types of sensitive data, for the 

treatment of genetic data, along with increased customer demands for enhanced data security infrastructure, 

could greatly increase our cost of providing our products, decrease demand for our products, reduce our 

revenues and/or subject us to additional liabilities.

We may fail to comply with evolving privacy and data protection laws, which could adversely affect our

business, results of operations and financial condition.

New privacy and data security laws have been proposed in more than half of the states in the U.S. and 

in the U.S. Congress, reflecting a trend toward more stringent privacy legislation in the U.S., which trend may 

accelerate with increasing concerns about individual privacy. The existence of comprehensive privacy laws in 

different states in the U.S. may make our compliance obligations more complex and costly, may require us to 

modify our data processing practices and policies, and may require us to incur substantial costs and potential 

liability in an effort to comply.

In California, the California Consumer Privacy Act (“CCPA”), which became effective in 2020, broadly 

defines personal information, gives California residents expanded individual privacy rights and protections, 

provides for civil penalties for violations and gives California residents a private right of action for data breaches 

in certain cases. Further, the California Privacy Rights Act (“CPRA”), which became effective in 2023 and 

amends the CCPA, imposes additional obligations on covered businesses, including additional consumer rights 

processes, limitations on data uses, new audit requirements for higher risk data, and opt outs for certain uses of 

sensitive data. It also created a new California Privacy Protection Agency authorized to issue substantive 

regulations and is expected to result in increased privacy and information security enforcement. The CPRA also 

extends the provisions of both the
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CCPA and the CPRA to the personal information of California-based employees. While there is an exception for 

certain health information, including protected health information that is subject to HIPAA, and clinical trial data, 

the CCPA may impact our business activities if we become a “Business” regulated by the CCPA. Further, there 

continues to be some uncertainly about how certain provisions of the CCPA will be interpreted and how some 

areas of the law will be enforced. We will continue to monitor developments related to the CCPA and anticipate 

additional costs and expenses associated with compliance.

In addition to the CCPA, broad consumer privacy laws recently went into effect in Virginia on January 1, 

2023, in Colorado and Connecticut on July 1, 2023, and in Utah on December 31, 2023. New privacy laws will 

also become effective in Florida, Montana, Oregon and Texas in 2024, in Delaware, Iowa, New Hampshire, New 

Jersey, and Tennessee in 2025, and in Indiana in 2026. In addition, numerous other states are considering new 

comprehensive privacy laws.

Other U.S. states, such as New York and Massachusetts have enacted stringent data security laws and 

numerous other states have proposed similar laws. Additionally, various states, such as California and 

Massachusetts, have implemented similar privacy laws and regulations, such as the California Confidentiality of 

Medical Information Act, that impose restrictive requirements regulating the use and disclosure of health 

information and other personally identifiable information. These laws and regulations are not necessarily 

preempted by HIPAA, particularly if a state affords greater protection to individuals than HIPAA. Where state laws 

are more protective, we have to comply with the stricter provisions. In addition to fines and penalties imposed 

upon violators, some of these state laws also afford private rights of action to individuals who believe their 

personal information has been misused. California’s patient privacy laws, for example, provide for penalties of up 

to $250,000 and permit injured parties to sue for damages. Similarly, as discussed above, the CCPA allows 

consumers a private right of action when certain personal information is subject to unauthorized access and 

exfiltration, theft or disclosure due to a business’ failure to implement and maintain reasonable security 

procedures.

Furthermore, over the past few years, the number of privacy-related enforcement actions in the U.S., 

and in many cases the fines, have steadily increased. Failure to comply with these current and future laws, 

policies, industry standards, or legal obligations. or any data breach involving personal information, may result in 

government enforcement actions, litigation, fines, and penalties, private litigation, or adverse publicity, and could 

cause our customers, business partners, and investors to lose trust in us which could have a material adverse 

impact on our business, results of our operations, and our financial condition. We continue to face uncertainty as 

to the exact interpretation of the new requirements on our clinical trials and we may be unsuccessful in 

implementing all measures required by data protection authorities or courts in interpretation of the new law.

The interplay of federal and state laws may be subject to varying interpretations by courts and 

government agencies, creating complex compliance issues for us and data we receive, use and share, 

potentially exposing us to additional expense, adverse publicity and liability. Further, as regulatory focus on 

privacy issues continues to increase and laws and regulations concerning the protection of personal information 

expand and become more complex, these potential risks to our business could intensify. Changes in laws or 

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

105/120

regulations associated with the enhanced protection of certain types of sensitive data, for the treatment of 

genetic data, along with increased customer demands for enhanced data security infrastructure, could greatly 

increase our cost of providing our products, decrease demand for our products, reduce our revenues and/or 

subject us to additional liabilities.

In the European Union (“EU”) and the United Kingdom (“UK”), we may face particular privacy, data 

security, and data protection risks in connection with requirements of EU’s General Data Protection Regulation 

(“GDPR”), the GDPR as it existed on December 31, 2020 but subject to certain UK specific amendments 

incorporated into UK law on January 1, 2021 under the UK GDPR and other data protection requirements. The 

regulatory framework for collecting, using, safeguarding, sharing, transferring and other processing of 

information worldwide is rapidly evolving and is likely to remain uncertain for the foreseeable future. The 

withdrawal of the UK from the EU and the subsequent separation of the data protection regimes of these 

territories means we are required to comply with separate data protection laws in the EU and the UK, which may 

lead to additional compliance costs and could increase our overall risk. Similar laws and regulations govern our 

processing of personal data, including the collection, access, use, analysis, modification, storage, transfer, 

security breach notification, destruction and disposal of personal data. For example, the collection, use, 

disclosure, transfer, or other processing of personal data regarding individuals in the EU, including personal 

health data, is subject to the GDPR, which took effect across all Member States of the European Economic Area 

(“EEA”) on May 25, 2018, and as still in effect in the UK as the “UK GDPR”. On June 28, 2021, the EU 

Commission adopted decisions on the UK’s adequacy under the EU GDPR, and the UK continues to operate 

under this adequacy decision. The GDPR applies to any company established in the EU as well as to those 

outside the EU that process personal data in connection with the offering of goods or services to individuals in 

the EU or the monitoring of their behavior. The GDPR imposes a broad range of data protection obligations on 

controllers and/or processors, as applicable, that must be complied with when processing personal data subject 

to the GDPR, including, for example, providing
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expanded disclosures about how their personal data will be used; higher standards for organizations to 

demonstrate that they have obtained valid consent or have another legal basis in place to justify their data 

processing activities; the obligation to appoint data protection officers in certain circumstances; new rights for 

individuals to be “forgotten” and rights to data portability, as well as enhanced current rights (e.g., access 

requests); the principal of accountability and demonstrating compliance through policies, procedures, training 

and audit; limitations on retention of information; mandatory data breach notification requirements; safeguards to 
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protect the security and confidentiality of personal data; restrictions on transfers of personal data outside of the 

EU to third countries deemed to lack adequate privacy protections (such as the U.S.), and onerous new 

obligations and liabilities on services providers or data processors. In particular, medical or health data, genetic 

data and biometric data are all classified as “special category” data under the GDPR and afford greater 

protection and require additional compliance obligations. Further, the UK and EU member states have a broad 

right to impose additional conditions—including restrictions—on these data categories. This is because the 

GDPR allows EU member states to derogate from the requirements of the GDPR mainly in regard to specific 

processing situations (including special category data and processing for scientific or statistical purposes). Non-

compliance with the GDPR may result in monetary penalties of up to €20 million or 4% of worldwide revenue, 

whichever is greater. Moreover, data subjects can claim damages resulting from infringement of the GDPR. The 

GDPR further grants non-profit organizations and consumer organizations the right to bring claims on behalf of 

data subjects. The GDPR and other changes in laws or regulations associated with the enhanced protection of 

certain types of personal data, such as healthcare data or other sensitive information, could greatly increase our 

cost of providing our products and services or even prevent us from offering certain services in jurisdictions that 

we may operate in. The GDPR may increase our responsibility and liability in relation to personal data that we 

process where such processing is subject to the GDPR, and we may be required to put in place additional 

mechanisms to ensure compliance with the GDPR, including as implemented by individual EU Member States. 

Compliance with the GDPR is a rigorous and time-intensive process that may increase our cost of doing 

business or require us to change our business practices, and despite those efforts, there is a risk that we may be 

subject to fines and penalties, litigation, and reputational harm in connection with any activities in the EU.

Further, as referenced above, following the UK’s withdrawal from the EU (i.e., Brexit), and the expiry of 

the Brexit transition period, which ended on December 31, 2020, the EU GDPR has been implemented in the UK 

(as the UK GDPR). The UK GDPR sits alongside the UK Data Protection Act 2018 which implements certain 

derogations in the EU GDPR into UK law. Under the UK GDPR, companies not established in the UK but who 

process personal data in relation to the offering of goods or services to individuals in the UK, or to monitor their 

behavior will be subject to the UK GDPR – the requirements of which are (at this time) largely aligned with those 

under the EU GDPR and as such, may lead to similar compliance and operational costs. Non-compliance with 

the UK GDPR may result in monetary penalties of up to £17.5 million or 4% of worldwide revenue, whichever is 

higher.

In addition, we may be unable to transfer personal data from the EU, UK, and other jurisdictions to U.S 

or other countries due to limitations on cross-border data flows. In particular, the EEA and the UK have 

significantly regulated the transfer of personal data to the U.S and other countries whose privacy laws it believes 

are inadequate. Other jurisdictions may adopt similarly stringent interpretations of their data localization and 

cross-border data transfer laws. Although there are currently various mechanisms that may be used to transfer 

personal data from the EEA and the UK to the U.S. in compliance with law, such as the EEA and UK’s standard 

contractual clauses and the newly-adopted Data Privacy Framework, these mechanisms are subject to legal 

challenges, and there is no assurance that we can satisfy or rely on these measures to lawfully transfer personal 

data to the U.S. If there is no lawful manner for us to transfer personal data from the EEA, the UK or other 
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jurisdictions to the U.S., or if the requirements for a legally-compliant transfer are too onerous, we could face 

significant adverse consequences, including the interruption or degradation of our operations, the need to 

relocate part of or all of our business or data processing activities to other jurisdictions at significant expense, 

increased exposure to regulatory actions, substantial fines and penalties, the inability to transfer data and work 

with partners, vendors and other third parties, and injunctions against our processing or transferring of personal 

data necessary to operate our business. Additionally, companies that transfer personal data out of the EEA and 

the UK to other jurisdictions, particularly to the U.S., are subject to increased scrutiny from regulators, individual 

litigants, and activist groups.

If we are investigated by an EEA or UK data protection authority, we may face fines and other penalties, 

which could have a negative effect on our existing business and on our ability to attract and retain new clients or 

pharmaceutical partners. We may also experience hesitancy, reluctance, or refusal by EEA, UK, or multi-national 

clients or pharmaceutical partners to continue to use our products due to the potential risk exposure because of

the current (and future) data protection obligations imposed on them by certain data protection authorities in 

interpretation of current law, including the GDPR and UK GDPR. Such clients or pharmaceutical partners may 

also view any alternative approaches to compliance as being too costly, too burdensome, too legally uncertain, 

or otherwise objectionable and therefore decide not to do business with us. Any of the foregoing could materially 

harm our business, prospects, financial condition, and results of operations.
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In addition, many jurisdictions outside of the EEA and the UK are also considering and/or enacting 

comprehensive data protection legislation. For example, as of August 2020, the Brazilian General Data 

Protection Law imposes stringent requirements similar to GDPR with respect to personal information collected 

from individuals in Brazil.

We also continue to see jurisdictions imposing data localization laws. These regulations may interfere 

with our intended business activities, inhibit our ability to expand into those markets or prohibit us from 

continuing to offer services in those markets without significant additional costs.

Because the interpretation and application of many domestic and international privacy and data 

protection laws, commercial frameworks, and standards are uncertain, it is possible that these laws, frameworks, 

and standards may be interpreted and applied in a manner that is inconsistent with our existing data 

management practices and policies. It is also possible that by complying with one law, we may be violating 

another. In addition to the possibility of fines, lawsuits, breach of contract claims, and other claims and penalties, 
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we could be required to fundamentally change our business activities and practices or modify our solutions, 

which could have an adverse effect on our business. Failure to comply with current and future privacy and data 

protection laws and regulations could result in government enforcement actions (including the imposition of 

significant penalties), criminal and civil liability for us and our officers and directors, private litigation and/or 

adverse publicity that negatively affects our business. Any inability to adequately respond to privacy and security 

concerns, even if unfounded, or to comply with applicable privacy and data protection laws, regulations, and 

policies, could result in additional cost and liability to us, damage our reputation, inhibit our ability to conduct 

trials, and adversely affect our business.

Our issuance of additional capital stock in connection with potential future financings, acquisitions,

investments, our stock incentive plans or otherwise will dilute all other stockholders.

We expect to issue additional capital stock in the future that will result in dilution to all other stockholders.

We expect to grant equity awards to employees, directors and consultants under our stock incentive plans. We

may also raise capital through equity financings in the future. As part of our business strategy, we may acquire or

make investments in complementary companies, products or technologies and issue equity securities to pay for

any such acquisition or investment. Any such issuances of additional capital stock may cause stockholders to

experience significant dilution of their ownership interests and the per share value of our common stock to

decline.

Our employees, principal investigators, consultants and commercial partners may engage in misconduct

or other improper activities, including non-compliance with regulatory standards and requirements and

insider trading.

We are exposed to the risk of fraud or other misconduct by our employees, principal investigators,

consultants and collaborators. Misconduct by these parties could include intentional failures to comply with the

regulations of the FDA and non-U.S. regulators, to provide accurate information to the FDA and non-U.S.

regulators, to comply with healthcare fraud and abuse laws and regulations in the U.S. and abroad, to report

financial information or data accurately or to disclose unauthorized activities to us. In particular, sales, marketing

and business arrangements in the healthcare industry are subject to extensive laws and regulations intended to

prevent fraud, misconduct, kickbacks, self-dealing and other abusive practices.

These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and

promotion, sales commission, customer incentive programs and other business arrangements. Such misconduct

could also involve the improper use of information obtained during clinical studies that could result in regulatory

sanctions and cause serious harm to our reputation. It is not always possible to identify and deter employee

misconduct, and the precautions we take to detect and prevent this activity may not be effective in controlling

unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or

lawsuits stemming from a failure to comply with these laws or regulations. If any such actions are instituted

against us and we are not successful in defending ourselves or asserting our rights, those actions could have a

significant impact on our business, including the imposition of significant fines or other sanctions.
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There may be limitations on the effectiveness of our internal controls, and a failure of our control

systems to prevent error or fraud may materially harm us.

Proper systems of internal control over financial accounting and disclosure are critical to the operation of

a public company. We may be unable to effectively establish such systems, especially in light of the fact that we

expect to operate as a publicly reporting
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company. This would leave us without the ability to reliably assimilate and compile financial information about us

and significantly impair our ability to prevent error and detect fraud, all of which would have a negative impact on

us from many perspectives.

Moreover, we do not expect that disclosure controls or internal control over financial reporting, even if

established, will prevent all error and all fraud. A control system, no matter how well designed and operated, can

provide only reasonable, not absolute, assurance that the control system’s objectives will be met. Further, the

design of a control system must reflect the fact that there are resource constraints and the benefits of controls

must be considered relative to their costs. Because of the inherent limitations in all control systems, no

evaluation of controls can provide absolute assurance that all control issues and instances of fraud, if any, have

been detected. Failure of our control systems to prevent error or fraud could materially adversely impact us.

The estimates and judgments we make, or the assumptions on which we rely, in preparing our financial

statements could prove inaccurate.

Our financial statements have been prepared in accordance with GAAP. The preparation of these

financial statements requires us to make estimates and judgments that affect the reported amounts of our

assets, liabilities, revenues and expenses, the amounts of charges accrued by us and related disclosure of

contingent assets and liabilities. We base our estimates on historical experience and on various other
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assumptions that we believe to be reasonable under the circumstances. We cannot assure, however, that our

estimates, or the assumptions underlying them, will not change over time or otherwise prove inaccurate. Any

potential litigation related to the estimates and judgments we make, or the assumptions on which we rely, in

preparing our financial statements could have a material adverse effect on our financial results, harm our

business, and cause our share price to decline.

Failure to comply with the United States Foreign Corrupt Practices Act could subject us to penalties and

other adverse consequences.

As a Delaware corporation, we are subject to the United States Foreign Corrupt Practices Act, which

generally prohibits U.S. companies from engaging in bribery or other prohibited payments to foreign officials for

the purpose of obtaining or retaining business. Some foreign companies, including some that may compete with

us, may not be subject to these prohibitions. Corruption, extortion, bribery, pay-offs, theft and other fraudulent

practices may occur from time-to-time in countries in which we conduct our business. However, our employees

or other agents may engage in conduct for which we might be held responsible. If our employees or other agents

are found to have engaged in such practices, we could suffer severe penalties and other consequences that may

have a material adverse effect on our business, financial condition and results of operations.

Litigation may adversely affect our business, financial condition and results of operations.

From time to time in the normal course of our business operations, we may become subject to litigation

that may result in liability material to our financial statements as a whole or may negatively affect our operating

results if changes to our business operation are required. The cost to defend such litigation may be significant

and may require a diversion of our resources. There also may be adverse publicity associated with litigation that

could negatively affect customer perception of our business, regardless of whether the allegations are valid or

whether we are ultimately found liable. As a result, litigation may adversely affect our business, financial

condition and results of operations.

If we fail to comply with environmental, health and safety laws and regulations, we could become subject

to fines or penalties or incur costs that could harm our business.

We are subject to numerous environmental, health and safety laws and regulations, including those

governing laboratory procedures and the handling, use, storage, treatment and disposal of hazardous materials

and wastes. From time to time and in the future, our operations may involve the use of hazardous and flammable

materials, including chemicals and biological materials, and may also produce hazardous waste products. Even

if we contract with third parties for the disposal of these materials and waste products, we cannot completely

eliminate the risk of contamination or injury resulting from these materials. In the event of contamination or injury

resulting from the use or disposal of our hazardous materials, we could be held liable for any resulting
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damages, and any liability could exceed our resources. We also could incur significant costs associated with civil

or criminal fines and penalties for failure to comply with such laws and regulations.
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We maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to

injuries to our employees resulting from the use of hazardous materials, but this insurance may not provide

adequate coverage against potential liabilities. However, we do not maintain insurance for environmental liability

or toxic tort claims that may be asserted against us.

In addition, we may incur substantial costs to comply with current or future environmental, health and

safety laws and regulations. Current or future environmental laws and regulations may impair our research,

development or production efforts that could adversely affect our business, financial condition, results of

operations or prospects. In addition, failure to comply with these laws and regulations may result in substantial

fines, penalties or other sanctions.

If securities or industry analysts do not publish research or reports about our business, or they publish

negative reports about our business, our share price and trading volume could decline.

The trading market for our common stock will depend in part on the research and reports that securities

or industry analysts publish about us or our business, our market and our competitors. We do not have any

control over these analysts. If one or more of the analysts who cover us downgrade our shares or change their

opinion of our shares, our share price would likely decline. If one or more of these analysts cease coverage of

our company or fail to regularly publish reports on us, we could lose visibility in the financial markets, which could

cause our share price or trading volume to decline.

Delaware law contains anti-takeover provisions that could deter takeover attempts that could be

beneficial to our stockholders.

Provisions of Delaware law could make it more difficult for a third party to acquire us, even if doing so

would be beneficial to our stockholders. Section 203 of the Delaware General Corporation Law may make the
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acquisition of our company and the removal of incumbent officers and directors more difficult by prohibiting

stockholders holding 15% or more of our outstanding voting stock from acquiring us, without the consent of our

board of directors, for at least three years from the date they first hold 15% or more of the voting stock.

Our certificate of incorporation and our bylaws provide that the Court of Chancery of the State of

Delaware will be the exclusive forum for substantially all disputes between us and our stockholders,

which could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us or our

directors, officers or employees.

Our certificate of incorporation and our bylaws provide that the Court of Chancery of the State of

Delaware is the exclusive forum for any derivative action or proceeding brought on our behalf; any action

asserting a breach of fiduciary duty; any action asserting a claim against us arising pursuant to the Delaware

General Corporation Law, our certificate of incorporation or our bylaws; or any action asserting a claim against

us that is governed by the internal affairs doctrine. Notwithstanding the foregoing, the exclusive forum provision

does not apply to suits brought to enforce any liability or duty created by the Exchange Act, the Securities Act or

any other claim for which the federal courts have exclusive jurisdiction. Unless we consent in writing to the

selection of an alternative forum, the federal district courts of the U.S. of America shall, to the fullest extent

permitted by applicable law, be the sole and exclusive forum for the resolution of any complaint asserting a

cause of action arising under the Securities Act. The choice of forum provision may limit a stockholder’s ability to

bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers or other

employees, which may discourage such lawsuits against us and our directors, officers and other employees.

Alternatively, if a court were to find the choice of forum provision contained in our certificate of incorporation and

our bylaws to be inapplicable or unenforceable in an action, we may incur additional costs associated with

resolving such action in other jurisdictions, which could materially and adversely affect our business, financial

condition, and results of operation.

ITEM 2.    UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS

None.

ITEM 3.    DEFAULTS UPON SENIOR SECURITIES

None.
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ITEM 4.    MINE SAFETY DISCLOSURES

Not Applicable.
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ITEM 5.    OTHER INFORMATION

None.None of our directors or officers have adopted, modified, or terminated any trading plans under

Rule 10b5-1 of the Exchange Act or any similar arrangements during the three months ended March 31, 2024.
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ITEM 6.    EXHIBITS

The exhibits listed in the accompanying index to exhibits are filed or incorporated by reference as part of

this Quarterly Report.

Exhibit 


Number      Description of Exhibit

3.1 Certificate of Incorporation of the Company (incorporated by reference to Exhibit 3.2 3.1 to the

Company’s Registration Statement Annual Report on Form S-1 (No. 333-256516) 10-K filed with the

SEC on May 27, 2021).

3.2 Certificate of Amendment of Certificate of Incorporation of the Company (incorporated by reference to

Exhibit 3.1 to the Company’s Current Report on Form 8-K filed with the SEC on June 20, 2023 March

15, 2024).
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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 and Accounting 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.

32.2* Certification of Principal Financial and Accounting 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 - the instance document does not appear in the Interactive Data File

because its XBRL tags are embedded within the Inline XBRL 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 Labels Linkbase Document

101.PRE Inline XBRL Taxonomy Extension Presentation Linkbase Document

104 Cover Page  Interactive Data File (Embedded within the Inline XBRL document and included in

Exhibit)

* These certifications are furnished to the SEC pursuant to Section 906 of the Sarbanes-Oxley Act of 2002

and are deemed not filed for purposes of Section 18 of the Securities Exchange Act, nor shall they be

deemed incorporated by reference in any filing under the Securities Act, except as shall be expressly set

forth by specific reference in such filing.
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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.

Acurx Pharmaceuticals, Inc.

Date: November 13, 2023 May 14, 2024 By: /s/ David P. Luci

David P. Luci

President and Chief Executive Officer

(Principal Executive Officer)

Date: November 13, 2023 May 14, 2024 By: /s/ Robert G. Shawah

Robert G. Shawah

Chief Financial Officer

(Principal Financial and Accounting Officer)
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Exhibit 31.1

CERTIFICATION UNDER SECTION 302

I, David P. Luci, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Acurx Pharmaceuticals, 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;
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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)) and internal control

over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) 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) Designed such internal control over financial reporting, or caused such internal control over financial

reporting to be designed under our supervision, to provide reasonable assurance regarding the

reliability of financial reporting and the preparation of financial statements for external purposes in

accordance with generally accepted accounting principles;

(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 13, 2023 May 14, 2024 By:/s/ David P. Luci

David P. Luci

Chief Executive Officer

(Principal Executive Officer)
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Exhibit 31.2

CERTIFICATION UNDER SECTION 302

I, Robert G. Shawah, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Acurx Pharmaceuticals, 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)) and internal control

over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) 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) Designed such internal control over financial reporting, or caused such internal control over financial

reporting to be designed under our supervision, to provide reasonable assurance regarding the

reliability of financial reporting and the preparation of financial statements for external purposes in

accordance with generally accepted accounting principles;

(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
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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 13, 2023 May 14, 2024 By:/s/ Robert G. Shawah

Robert G. Shawah

Chief Financial Officer

(Principal Financial and Accounting Officer)

Exhibit 32.1

CERTIFICATION UNDER SECTION 906

Pursuant to section 906 of the Sarbanes-Oxley Act of 2002 (subsections (a) and (b) of section 1350, chapter 63

of title 18, United States Code), each of the undersigned officers of Acurx Pharmaceuticals, Inc., a Delaware

corporation (the “Company”), does hereby certify, to such officer’s knowledge that:

The Quarterly Report for the period ended September 30, 2023 March 31, 2024 (the “Form 10-Q”) of the

Company fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934,

and the information contained in the Form 10-Q fairly presents, in all material respects, the financial condition

and results of operations of the Company.

Date: November 13, 2023 May 14, 2024 By:/s/ David P. Luci

David P. Luci

Chief Executive Officer

(Principal Executive Officer)
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Exhibit 32.2

CERTIFICATION UNDER SECTION 906

Pursuant to section 906 of the Sarbanes-Oxley Act of 2002 (subsections (a) and (b) of section 1350, chapter 63

of title 18, United States Code), each of the undersigned officers of Acurx Pharmaceuticals, Inc., a Delaware

corporation (the “Company”), does hereby certify, to such officer’s knowledge that:

The Quarterly Report for the period ended September 30, 2023 March 31, 2024 (the “Form 10-Q”) of the

Company fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934,

and the information contained in the Form 10-Q fairly presents, in all material respects, the financial condition

and results of operations of the Company.

Date: November 13, 2023 May 14, 2024 By:/s/ Robert G. Shawah

Robert G. Shawah

Chief Financial Officer

(Principal Financial and Accounting Officer)

https://www.refinitiv.com/
https://www.refinitiv.com/en/contact-us


REFINITIV CORPORATE DISCLOSURES | www.refinitiv.com |
Contact Us
©2024 Refinitiv. All rights reserved. Republication or redistribution of Refinitiv content, including
by framing or similar means, is prohibited without the prior written
consent of Refinitiv. 'Refinitiv' and the Refinitiv logo are
registered trademarks of Refinitiv and its affiliated companies.

120/120

DISCLAIMER
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