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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS AND INDUSTRY DATA 

This Quarterly Report on Form 10-Q contains forward-looking statements that involve substantial risks and uncertainties. All statements, other than 
statements of historical fact, contained in this Quarterly Report on Form 10-Q, including statements regarding our strategy, future operations, future 
financial position, future revenues and profitability, projected costs, prospects, plans and objectives of management, are forward-looking statements. The 
words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “plan,” “potential,” “predict,” “project,” “should,” 
“target,” “would,” and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these 
identifying words. 

The forward-looking statements in this Quarterly Report on Form 10-Q include, among other things, statements about: 

• our plans to develop and, if approved, subsequently commercialize Haduvio for the treatment of chronic cough in patients with idiopathic pulmonary 
fibrosis, or IPF, non-IPF interstitial lung disease, or non-IPF ILD, and refractory chronic cough, or RCC;

• our expectations regarding the timing for the initiation of clinical trials and the reporting of data from such trials, including with respect to our planned 
Phase 3 trials of Haduvio for the treatment of chronic cough in patients with IPF, our planned adaptive design Phase 2b clinical trial of Haduvio for 
the treatment of chronic cough in patients with non-IPF ILD, our planned Phase 2b trial of Haduvio for the treatment of patients with RCC, and our 
planned Phase 1 NDA supportive studies;

• our expectations regarding the timing for the initiation of clinical trials and the reporting of data from such trials;

• the timing of and our ability to submit applications for and to obtain and maintain regulatory approvals for Haduvio;

• our expectations regarding our ability to fund our operating expenses, including our ongoing and planned clinical trials, with our cash, cash 
equivalents and marketable securities;

• our estimates regarding expenses, capital requirements and needs for additional financing;

• the impact of government laws and regulations;

• our competitive position; and 

• our ability to establish and maintain collaborations.

We may not actually achieve the plans, intentions or expectations disclosed in our forward-looking statements, and you should not place undue 
reliance on our forward-looking statements. Actual results or events could differ materially from the plans, intentions and expectations disclosed in the 
forward-looking statements we make. We have included important factors in the cautionary statements included in this Quarterly Report on Form 10-Q and 
in our most recent Annual Report on Form 10-K, particularly in the sections titled “Risk Factors,” that we believe could cause actual results or events to 
differ materially from the forward-looking statements that we make. Our forward-looking statements do not reflect the potential impact of any future 
acquisitions, mergers, dispositions, joint ventures or investments we may make. 

You should read this Quarterly Report on Form 10-Q and the documents that we have filed as exhibits to this Quarterly Report on Form 10-Q 
completely and with the understanding that our actual future results may differ materially from what we expect. The forward-looking statements contained 
in this Quarterly Report on Form 10-Q are made as of the date of this Quarterly Report on Form 10-Q, and we do not assume any obligation to update any 
forward-looking statements except as required by applicable law. 

This report includes statistical and other industry and market data that we obtained from industry publications and research, surveys, and studies 
conducted by third parties as well as our own estimates. All of the market data used in this report involve a number of assumptions and limitations, and you 
are cautioned not to give undue weight to such data. Industry publications and third-party research, surveys, and studies generally indicate that their 
information has been obtained from sources believed to be reliable, although they do not guarantee the accuracy or completeness of such information. Our 
estimates of the potential market opportunities for Haduvio include several key assumptions based on our industry knowledge, industry publications, third-
party research, and other surveys, which may be based on a small sample size and may fail to accurately reflect market opportunities. While we believe that 
our internal assumptions are reasonable, no independent source has verified such assumptions.

We own or have rights to trademarks, service marks and trade names that we use in connection with the operation of our business, including our 
corporate name, logos and website names. We own the trademarks Trevi® and Haduvio™.  Other trademarks, service marks and trade names appearing in 
this Quarterly Report on Form 10-Q are the property of their respective owners. Solely for convenience, some of the trademarks, service marks and trade 
names referred to in this Quarterly Report on Form 10-Q are listed without the ® and ™ symbols, but we will assert, to the fullest extent under applicable 
law, our rights to our trademarks, service marks and trade names. We intend to propose Haduvio as the trade name for our oral nalbuphine ER 
investigational product.
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PART I—FINANCIAL INFORMATION

Item 1. Condensed Consolidated Financial Statements.
 

Trevi Therapeutics, Inc. 
Condensed Consolidated Balance Sheets 

(Amounts in thousands, except share and per share amounts) 
 



   

March 31,
2026    

December 31,
2025  

Assets   Unaudited        
Current assets:            

Cash and cash equivalents   $ 19,412    $ 18,914 
Marketable securities     152,371      169,346 
Prepaid expenses     2,216      1,263 
Other current assets     2,122      2,133 

Total current assets     176,121      191,656 
Operating lease right-of-use assets     610      677 
Property, equipment and leasehold improvements, net     265      178 
Other non-current assets     2,610      928 

Total assets   $ 179,606    $ 193,439 
Liabilities and stockholders’ equity           
Current liabilities:           

Accounts payable   $ 2,215    $ 3,911 
Accrued expenses     4,582      5,531 
Operating lease liabilities     318      307 

Total current liabilities     7,115      9,749 
Operating lease liabilities     364      446 

Total liabilities     7,479      10,195 
Commitments and contingencies (Note 10)           
Stockholders’ equity:           

Preferred stock: $0.001 par value; 5,000,000 shares authorized at March 31, 2026 and December 31, 2025; 
no shares issued or outstanding at March 31, 2026 and December 31, 2025.     —      — 
Common stock: $0.001 par value; 200,000,000 shares authorized at March 31, 2026 and December 31, 
2025; and 128,411,048 and 128,306,056 shares issued and outstanding at March 31, 2026 and December 
31, 2025, respectively.     128      128 
Additional paid-in capital     515,185      512,772 
Accumulated other comprehensive (loss) income     (190)     148 
Accumulated deficit     (342,996)     (329,804)

Total stockholders’ equity     172,127     183,244 
Total liabilities and stockholders’ equity   $ 179,606   $ 193,439 

 
The accompanying notes are an integral part of these condensed consolidated financial statements.
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Trevi Therapeutics, Inc. 
Condensed Consolidated Statements of Comprehensive Loss

(unaudited)
(Amounts in thousands, except share and per share amounts)

 
   

Three Months Ended
March 31,  

    2026     2025  
Operating expenses:           

Research and development   $ 9,941    $ 7,811 
General and administrative     4,971      3,659 

Total operating expenses     14,912      11,470 
Loss from operations     (14,912)     (11,470)
Other income (expense):           

Interest income, net     1,696      1,125 
Other income (expense), net     4      (6)

Total other income, net     1,700      1,119 
Loss before income taxes     (13,212)     (10,351)

Income tax benefit     (20)     (11)
Net loss   $ (13,192)   $ (10,340)
Basic and diluted net loss per common share outstanding   $ (0.09)   $ (0.09)
Weighted average common shares used in net loss per share
   attributable to common stockholders, basic and diluted     145,592,901      117,610,750 
Net loss   $ (13,192)   $ (10,340)
Other comprehensive (loss) income:            
Net unrealized (losses) gains on available-for-sale marketable securities     (338)     12 

Comprehensive loss   $ (13,530)   $ (10,328)
 

The accompanying notes are an integral part of these condensed consolidated financial statements. 
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Trevi Therapeutics, Inc. 
Condensed Consolidated Statements of Stockholders’ Equity 

(unaudited)
(Amounts in thousands, except share amounts) 

 

               
Addition

al    
Accumulated 

Other           Total  

    Common Stock     Paid-     Comprehensive     Accumulated    
Stockholde

rs’  

    Shares    
Amou

nt    
in 

Capital     (Loss) Income     Deficit     Equity  
Balance at December 31, 2025

   
128,306,0

56    $ 128    $ 512,772    $ 148    $ (329,804)   $ 183,244 
Stock-based compensation     —      —      2,191      —      —      2,191 
Issuance of common stock from exercise of stock options     104,992      —      222      —      —      222 
Unrealized losses on available-for-sale marketable securities     —      —      —      (338)     —      (338)
Net loss     —      —      —      —      (13,192)     (13,192)
Balance at March 31, 2026

   
128,411,0

48    $ 128    $ 515,185    $ (190)   $ (342,996)   $ 172,127 
                                     
Balance at December 31, 2024

   
93,602,63

1    $ 94    $ 386,534    $ 61    $ (287,045)   $ 99,644 
Stock-based compensation     —      —      1,208      —      —      1,208 
Issuance of common stock from exercise of stock options     290,284      —      718      —      —      718 
Issuance of common stock from warrant exercise     6,000,000      6      8,214      —      —      8,220 
Issuance of common stock under offering, less issuance costs     —      —      (5)     —      —      (5)
Unrealized gains on available-for-sale marketable securities     —      —      —      12      —      12 
Net loss     —      —      —      —      (10,340)     (10,340)
Balance at March 31, 2025

   
99,892,91

5    $ 100    $ 396,669    $ 73    $ (297,385)   $ 99,457 
 
 
 
 
 
 
 

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



 

 

Trevi Therapeutics, Inc. 
Condensed Consolidated Statements of Cash Flows 

(unaudited)
(Amounts in thousands) 

 
    Three Months Ended March 31,  
    2026     2025  

Operating activities:           
Net loss   $ (13,192)   $ (10,340)
Adjustments to reconcile net loss to net cash used in operating activities:           

Stock-based compensation     2,191      1,208 
Operating lease right-of-use assets     105      112 
Depreciation and amortization     34      37 
Accretion of available-for-sale marketable securities, net     (431)     (395)

Changes in operating assets and liabilities:           
Accrued expenses and other liabilities     (1,075)     (1,501)
Accounts payable     (1,483)     (1,993)
Prepaid expenses and other current assets     (2,838)     (605)

Net cash used in operating activities     (16,689)     (13,477)
Investing activities:           
Proceeds from maturities of available-for-sale marketable securities     25,552      17,595 
Purchases of available-for-sale marketable securities     (8,485)     (27,546)
Purchases of property, equipment and leasehold improvements     (102)     — 

Net cash provided by (used in) investing activities     16,965      (9,951)
Financing activities:           
Proceeds from exercises of stock options     222      718 
Proceeds from exercises of warrants     —      8,220 
Payments of offering costs     —      (222)
Payments of finance lease     —      (11)

Net cash provided by financing activities     222      8,705 
Net increase (decrease) in cash and cash equivalents     498      (14,723)
Cash and cash equivalents at beginning of period     18,914      34,097 
Cash and cash equivalents at end of period   $ 19,412    $ 19,374 

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

 



 

 

Trevi Therapeutics, Inc. 
Notes to Condensed Consolidated Financial Statements 

(unaudited)
(in thousands, except share and per share data)

1. Nature of the Business

Trevi Therapeutics, Inc. (“Trevi” or the “Company”) is a clinical-stage biopharmaceutical company focused on the development and 
commercialization of the investigational therapy Haduvio (oral nalbuphine ER) for the treatment of chronic cough in patients with idiopathic pulmonary 
fibrosis (“IPF”), non-IPF interstitial lung disease (“non-IPF ILD”), and refractory chronic cough (“RCC”). 

Haduvio is an oral extended-release formulation of nalbuphine. Haduvio acts on the cough reflex arc both centrally and peripherally as a kappa 
receptor agonist and a mu receptor antagonist (“KAMA”), targeting opioid receptors that play a key role in controlling chronic cough. Nalbuphine has been 
approved and marketed as an injectable for pain indications for decades in the United States (“U.S.”) and Europe. Nalbuphine’s mechanism of action also 
mitigates the risk of abuse associated with mu-opioid agonists because it antagonizes or blocks, the mu-opioid receptor. Parenteral nalbuphine is not 
scheduled as a controlled substance by the U.S. Drug Enforcement Agency and in most of Europe.

2. Summary of Significant Accounting Policies

Basis of Presentation

The accompanying unaudited interim Condensed Consolidated Financial Statements for the three months ended March 31, 2026 and 2025 included 
herein have been prepared in accordance with accounting principles generally accepted in the U.S. (“GAAP”) for interim financial information and the 
rules and regulations of the Securities and Exchange Commission (“SEC”) for interim information. Certain information and footnote disclosures typically 
prepared in accordance with GAAP have been condensed or omitted pursuant to SEC rules and regulations. The accompanying unaudited Condensed 
Consolidated Financial Statements and notes should be read in conjunction with the audited Consolidated Financial Statements and related notes included 
in the Company’s Annual Report on Form 10-K for the year ended December 31, 2025.

The accompanying Condensed Consolidated Financial Statements include the accounts of Trevi Therapeutics, Inc. and its wholly-owned subsidiary 
Trevi Therapeutics Limited. Intercompany balances and transactions have been eliminated.

All amounts presented are in thousands of dollars, except share and per share amounts, unless noted otherwise. The Company has evaluated events 
occurring subsequent to March 31, 2026 for potential recognition or disclosure in the Condensed Consolidated Financial Statements and concluded there 
were no subsequent events that required recognition or disclosure other than those provided in Note 11.

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 at the date of the financial statements and the reported amounts of the expenses during the reporting periods. Significant 
estimates and assumptions reflected in these Condensed Consolidated Financial Statements include but are not limited to the recognition of prepaid 
expenses, accrued expenses and research and development (“R&D”) expenses, the valuation of stock-based awards and the valuation allowance of deferred 
tax assets. In addition, management’s assessment of the Company’s ability to continue as a going concern involves the estimation of the amount and timing 
of future cash inflows and outflows. Changes in estimates are recorded in the period in which they become known. Actual results could differ from those 
estimates.

Unaudited Interim Financial Information

The accompanying interim Condensed Consolidated Balance Sheet as of March 31, 2026 and the Condensed Consolidated Statements of 
Comprehensive Loss, the Condensed Consolidated Statements of Stockholders’ Equity and the Condensed Consolidated Statements of Cash Flows for the 
three months ended March 31, 2026 and 2025 are unaudited. The unaudited interim Condensed Consolidated Financial Statements have been prepared on 
the same basis as the audited annual Consolidated Financial Statements and, in the Company’s opinion, reflect all adjustments, which include only normal 
recurring adjustments, necessary for the fair statements of its financial position as of March 31, 2026 and the results of its operations and its cash flows for 
the three months ended March 31, 2026 and 2025. The results for the three months ended March 31, 2026 and 2025 are not necessarily indicative of results 
to be expected for the year ending December 31, 2026 or any other interim period or any future year or period.

Concentrations of Credit Risk and Off-Balance Sheet Risk

Financial instruments that potentially subject the Company to significant concentrations of credit risk consist primarily of cash, cash equivalents and 
marketable securities. Periodically, the Company may maintain deposits in financial institutions in excess of government insured limits. Management 
believes that the Company is not exposed to significant credit risk as the Company’s deposits are held at financial institutions that management believes to 
be of high credit quality, and the Company has not experienced any losses on these deposits. The Company’s marketable securities potentially subject the 
Company to concentrations of credit risk. The Company’s cash management and investment policy limits investment instruments to investment-grade 
securities with the objective to preserve capital and to maintain liquidity until the funds can be used in business operations.
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The Company has no off-balance sheet risk, such as foreign exchange contracts, option contracts, or other foreign-hedging arrangements.

Cash Equivalents

The Company classifies short-term, highly liquid investments with an original term of three months or less at the date of purchase as cash 
equivalents.

Marketable Securities

The Company generally invests its excess cash in money market funds and investment grade short- to intermediate-term fixed income securities. 
Such investments are included in cash and cash equivalents or marketable securities on the Condensed Consolidated Balance Sheets. Marketable securities 
with an original maturity date greater than 90 days at each balance sheet date are classified as short-term. Marketable securities are classified as current 
assets as these investments are intended to be available to the Company for use in funding current operations. All of the Company’s marketable securities 
are considered available-for-sale and are reported at fair value. For securities with unrealized gains and losses, when the Company expects to receive cash 
flows sufficient to recover the amortized cost basis of a security, such gains and losses are included in accumulated other comprehensive income (loss) as a 
component of stockholders’ equity. Credit losses are identified when the Company does not expect to receive cash flows sufficient to recover the amortized 
cost basis of a security. In the event of a credit loss, only the amount associated with the credit loss is recognized in interest income, net on the Condensed 
Consolidated Statements of Comprehensive Loss. The amortized cost of debt securities is adjusted for amortization of premiums and accretion of discounts 
to maturity, which is included in interest income, net on the Condensed Consolidated Statements of Comprehensive Loss. Realized gains and losses, if any, 
on marketable securities are included in interest income, net on the Condensed Consolidated Statements of Comprehensive Loss. The cost of securities sold 
is determined using specific identification.

The Company evaluates whether declines in the fair values of its marketable securities below their amortized cost are credit losses on a quarterly 
basis. This evaluation consists of several qualitative and quantitative factors such as the extent to which the fair value is less than the amortized cost basis 
and the issuer’s financial condition. Additionally, declines in value are evaluated in order to assess whether the decline is other than temporary. In order to 
perform this evaluation, the Company assesses whether it has plans to sell the marketable security or whether it is more likely than not that it will be 
required to sell any marketable securities before recovery of its amortized cost basis. Factors considered include quoted market prices, recent financial 
results and operating trends, implied values from any recent transactions or offers of investee securities, credit quality of debt instrument issuers, other 
publicly available information that may affect the value of the marketable security, duration and severity of the decline in value, and the Company’s 
strategy and intentions for holding the marketable security.

Fair Value Measurements

The Company’s financial instruments have consisted of cash and cash equivalents, available-for-sale marketable securities, other current assets, 
accounts payable, accrued expenses and warrants to acquire the Company’s common stock. Fair value estimates of these instruments are made at a specific 
point in time, based on relevant market information. The carrying amounts of cash and cash equivalents, other current assets, accounts payable and accrued 
expenses are generally considered to be representative of their respective fair values because of the short-term nature of those instruments. Available-for-
sale marketable securities are reported at their fair values, based upon pricing of securities with the same or similar investment characteristics as provided 
by third-party pricing services, as described below. The warrants to acquire the Company’s common stock are not required to be accounted for at fair value.

Current accounting guidance defines fair value, establishes a framework for measuring fair value in accordance with Accounting Standards 
Codification (“ASC”) 820, Fair Value Measurements and Disclosures, and requires certain disclosures about fair value measurements. The valuation 
techniques included in the guidance are based on observable and unobservable inputs. Observable inputs reflect readily obtainable data from independent 
sources, while unobservable inputs reflect market assumptions and are classified into the following fair value hierarchy:

Level 1—Observable inputs—quoted prices in active markets for identical assets and liabilities.

Level 2—Observable inputs other than the quoted prices in active markets for identical assets and liabilities—such as quoted prices for similar 
instruments, quoted prices for identical or similar instruments in inactive markets, or other inputs that are observable or can be corroborated by 
observable market data.

Level 3—Unobservable inputs—includes amounts derived from valuation models where one or more significant inputs are unobservable and require 
the company to develop relevant assumptions.

Valuation Techniques - Level 2 Inputs

The Company estimates the fair values of its financial instruments categorized as level 2 in the fair value hierarchy, including U.S. treasury 
securities, U.S. government agency obligations, corporate bonds, commercial paper, asset-backed securities and municipal bonds, by taking into 
consideration valuations obtained from third-party pricing services. The pricing services use industry standard valuation models, including both income- 
and market-based approaches, for which all significant inputs are observable, either directly or indirectly, to estimate fair value. These inputs include 
reported trades of and broker/dealer quotes on the same or similar securities, benchmark yields, issuer credit spreads, benchmark securities, and other 
observable inputs. The Company obtains a single price for each financial instrument and does not adjust the prices obtained from the pricing service.
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Property, Equipment and Leasehold Improvements

Property, equipment and leasehold improvements (consisting of furniture, computer and office equipment and leasehold improvements) are stated at 
cost, net of accumulated depreciation. Depreciation is calculated using the straight-line method over the estimated useful lives of the respective assets 
(three years for computer equipment, five years for furniture and office equipment, and the shorter of the term of the lease or useful life for leasehold 
improvements).

Impairment of Long-Lived Assets

The Company continually evaluates whether events or circumstances have occurred that indicate that the estimated remaining useful life of its long-
lived assets may warrant revision or that the carrying value of these assets may be impaired. The Company has not recognized any significant impairment 
charges from inception through March 31, 2026.

Foreign Currency Transactions

The Company, at times, contracts with vendors and consultants outside of the U.S., resulting in liabilities denominated in foreign currency. The 
transactions are recorded in U.S. dollars on the transaction dates and any currency fluctuation through the payment date is recorded as currency gains or 
losses in other income, net in the Condensed Consolidated Statements of Comprehensive Loss.

Deferred Offering Costs

The Company capitalizes certain legal, professional, accounting and other third-party fees that are directly associated with in-process equity 
financings as deferred offering costs until such financings are consummated. After consummation of an equity financing, these costs are recorded in 
stockholders’ equity as a reduction of additional paid-in capital generated as a result of the financings. Should an in process equity financing no longer be 
considered probable of being consummated, the deferred offering costs are expensed immediately as a charge to general and administrative expenses. The 
deferred offering costs are included in Other current assets and Other non-current assets on the Condensed Consolidated Balance Sheets.

Research and Development (“R&D”) Expenses

All of the Company’s R&D expenses consist of expenses incurred in connection with the development of Haduvio. These expenses include certain 
payroll and personnel expenses, including stock-based compensation, consulting costs, contract manufacturing costs and fees paid to contract research 
organizations (“CROs”) to conduct certain R&D activities on the Company’s behalf. The Company expenses both internal and external R&D expenses as 
they are incurred.

The Company has entered into agreements with CROs, contract manufacturing organizations (“CMOs”) and other companies that provide services 
in connection with the Company’s R&D activities. The value of goods and services received from CROs and CMOs in the reporting period are estimated 
based on the level of services performed, progress of the studies, including the phase or completion of events, timing of payments made and contracted 
costs. The estimated costs of R&D provided, but not yet invoiced, are included in accrued expenses on the Condensed Consolidated Balance Sheets. If the 
actual timing of the performance of services or the level of effort varies from the original estimates, the Company will adjust the accrual accordingly. 
Payments made to CROs, CMOs and other companies under these arrangements in advance of the performance of the related services are recorded as 
prepaid expenses or as other current assets on the Condensed Consolidated Balance Sheets, as applicable, and are recognized as expenses as the goods are 
delivered or the related services are performed.

Patent Costs

All patent-related costs in connection with filing and prosecuting patent applications are expensed to general and administrative expense as incurred, 
as recoverability of such expenditures is uncertain.

Warrants

The Company determines the accounting classification of warrants that are issued, as either liability or equity, by first assessing whether the 
warrants meet liability classification in accordance with ASC 480, Distinguishing Liabilities from Equity (“ASC 480”), and then in accordance with ASC 
815, Derivatives and Hedging (“ASC 815”), depending on the specific terms of the warrant. Under ASC 480, warrants are considered liability classified if 
the warrants are mandatorily redeemable, obligate the issuer to settle the warrants or the underlying shares by paying cash or other assets, or must or may 
require settlement by issuing variable number of shares.

If the warrants do not meet liability classification under ASC 480, the Company assesses the requirements under ASC 815, which states that 
contracts that require or may require the issuer to settle the contract for cash are liabilities recorded at fair value, irrespective of the likelihood of the 
transaction occurring that triggers the net cash settlement feature. If the warrants do not require liability classification under ASC 815, in order to conclude 
equity classification, the Company assesses whether the warrants are indexed to its common stock and whether the warrants are classified as equity under 
ASC 815 or other applicable GAAP. After all relevant assessments are made, the Company concludes whether the warrants are classified as liability or 
equity. Liability classified warrants are required to be accounted for at fair value both on the date of issuance and on subsequent accounting period ending 
dates, with all changes in fair value after the issuance date recorded in the statements of comprehensive loss as a gain or loss. For equity classified warrants, 
no changes in fair value are recognized after the issuance date.
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Stock-Based Compensation

The Company accounts for stock-based compensation arrangements with employees and non-employees for consultancy services in accordance with 
ASC 718, Stock Compensation (“ASC 718”). ASC 718 requires the recognition of compensation expense, using a fair-value based method, for costs related 
to all stock-based awards including stock options. The Company’s determination of the fair value of stock-based awards on the date of grant utilizes the 
Black-Scholes valuation model for stock options with time-based and performance-based vesting and is impacted by the price of its common stock as well 
as changes in assumptions regarding a number of subjective variables. These variables include the expected term that stock options will remain 
outstanding, expected common stock price volatility over the term of the stock options, risk-free interest rates and expected dividends.

Changes in the variables can materially affect the fair value and ultimately how much stock-based compensation expense is recognized. These 
inputs are subjective and generally require analysis and judgment to develop.

Expected Term—The expected term assumption represents the weighted average period that the stock-based awards are expected to be outstanding. 
The Company has elected to use the “simplified method” for estimating the expected term of its stock options, whereby the expected term equals the 
arithmetic average of the vesting term and the original contractual term of the stock option.

Expected Volatility—The Company estimates expected volatility based on a combination of its own historical stock price volatility, when sufficient 
trading history is available, and the historical volatility of a group of publicly traded peer companies. For purposes of identifying these peer companies, the 
Company considered the industry, stage of development, size and financial leverage of potential comparable companies.

Expected Dividend—The Black-Scholes valuation model calls for a single expected dividend yield as an input. The Company currently has no 
history or expectation of paying cash dividends on its common stock.

Risk-Free Interest Rate—The risk-free interest rate is based on the yield available on U.S. Treasury zero-coupon issues similar in duration to the 
expected term of the stock-based award.

The fair value is recognized over the period during which an optionee is required to provide services in exchange for the stock option, known as the 
requisite service period (usually the vesting period) on a straight-line basis. For performance-based vesting, the fair value is recognized when it is probable 
the performance conditions will be achieved. The Company reassesses the probability of achieving the performance conditions at each reporting date. 
Forfeitures are accounted for as they occur.

Income Taxes

The Company accounts for income taxes using the asset and liability method. Under this method, deferred tax assets and liabilities are determined 
based on differences between the financial reporting and tax bases of assets and liabilities and are measured using the enacted tax rates and laws that will be 
in effect when the differences are expected to reverse. Deferred income tax assets are reduced, as necessary, by a valuation allowance when management 
determines it is more likely than not that some or all of the tax benefits will not be realized.

The Company applies the provisions of ASC 740, Income Taxes, (“ASC 740”), which prescribes a comprehensive model for how a company should 
recognize, measure, present and disclose in its financial statements uncertain tax positions that the company has taken or expects to take on a tax return. 
These Condensed Consolidated Financial Statements reflect expected future tax consequences of such positions presuming the taxing authorities possess 
full knowledge of the position and all relevant facts. There are no material uncertainties regarding the tax positions that the Company has taken through 
March 31, 2026 and December 31, 2025. The Company does not have any interest or penalties accrued related to tax positions as it does not have any 
unrecognized tax benefits.

Leases

Under ASC 842, Leases, the Company determines if an arrangement is a lease at its inception. Leases are classified as either operating or finance, 
based on the Company’s evaluation of certain criteria. If a lease has a term greater than one year, the lease is recognized in the balance sheet as a right-of-
use asset and a lease liability at lease commencement. The Company elected the short-term lease practical expedient, therefore, if a lease has a term less 
than one year, the Company will not recognize the lease on its balance sheet. The right-of-use asset represents the Company’s right-of-use to an underlying 
asset for the term of the lease and the lease liability represents the Company’s obligation to make lease payments arising from the lease. If the Company’s 
leases do not provide an implicit rate within the lease, the Company uses its incremental borrowing rate, based on information available at the 
commencement date of the lease to determine the present value of the lease payments.

Operating lease right-of-use assets and operating lease liabilities are determined and recognized on the commencement date of the lease based on the 
present value of lease payments over the term of the lease. For operating leases, rent expense is recognized on a straight-line basis over the term of the 
lease, and right-of-use assets are subsequently re-measured to reflect the effect of uneven lease payments.

For finance leases, right-of-use assets are amortized on a straight-line basis over the shorter of the lease term or the useful life of the underlying 
asset. Expenses for finance leases include the amortization of right-of-use assets, which is recorded as depreciation and amortization expense, and interest 
expense, which reflects interest accrued on the lease liability.
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Basic and Diluted Net Loss per Common Share

Basic and diluted net loss per common share outstanding is determined by dividing net loss by the weighted average common shares outstanding 
during the period. Basic shares outstanding includes the weighted average effect of the Company’s outstanding pre-funded warrants, the exercise of which 
requires little or no consideration for the delivery of shares of common stock.

For all periods presented, shares issuable upon exercise of stock options and warrants to purchase shares of common stock (other than pre-funded 
warrants) have been excluded from the calculation because their effects would be anti-dilutive. Therefore, the weighted average common shares used to 
calculate both basic and diluted net loss per share are the same for each of the periods presented.

Segments

The Company operates and manages its business as one reportable segment, which is also the Company’s only operating segment. The Company’s 
chief operating decision maker (“CODM”) is the President and Chief Executive Officer. 

The CODM evaluates the Company’s financial performance and allocates resources based on consolidated net loss, which is reported on the 
Company’s consolidated statements of comprehensive loss. The CODM uses consolidated net loss to evaluate the Company’s spend and monitor budget 
versus actual results. The monitoring of budgeted versus actual results is used in assessing performance of the segment and in establishing resource 
allocation across the organization.

The measure of segment assets is reported on the consolidated balance sheets as total consolidated assets.

Comprehensive Loss

Comprehensive loss represents the net change in stockholders’ equity during a period from sources other than transactions with stockholders. As 
reflected in the accompanying Condensed Consolidated Statements of Comprehensive Loss, our comprehensive loss is comprised of net losses and 
unrealized gains and losses on marketable securities.

Recently Adopted Accounting Pronouncements

In December 2023, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update (“ASU”) 2023-09, Improvements to 
Income Tax Disclosures, which requires entities to disclose disaggregated information about their effective tax rate reconciliation as well as expanded 
information on income taxes paid by jurisdiction. The Company adopted this accounting standard, on a prospective basis, for the fiscal year beginning on 
January 1, 2025 and it has resulted in incremental disclosures within the footnotes to the Company’s consolidated financial statements.

Recently Issued Accounting Pronouncements

In November 2024, the FASB issued ASU 2024-03, Disaggregation of Income Statement Expenses, which requires disaggregation and disclosure of 
specified information about certain costs and expenses in the notes to the financial statements. The standard is effective for fiscal years beginning after 
December 15, 2026, and interim reporting periods beginning after December 15, 2027, with early adoption permitted. The Company is currently evaluating 
the impact of adopting ASU 2024-03. 

 

3. Marketable Securities

The fair value and amortized cost of available-for-sale marketable securities by major security type are presented in the following tables as of the 
periods presented:

 
    March 31, 2026  

Type of security   Amortized Cost    

Gross 
Unrealized 

Gains    

Gross 
Unrealized 

Losses     Estimated Fair Value  
U.S. treasury securities   $ 61,547    $ 12    $ (104)   $ 61,455 
Corporate bonds     40,276      1      (75)     40,202 
Commercial paper     32,880      —      (23)     32,857 
Asset backed securities     13,541      6      (6)     13,541 
U.S. government agency securities     4,317      1      (2)     4,316 
Total marketable securities   $ 152,561    $ 20    $ (210)   $ 152,371 
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    December 31, 2025  

Type of Security   Amortized Cost    

Gross 
Unrealized 

Gains    

Gross 
Unrealized 

Losses    
Estimated Fair 

Value  
U.S. treasury securities   $ 62,572    $ 100    $ —    $ 62,672 
Commercial paper     46,773      14      (4)     46,783 
Corporate bonds     41,991      17      (3)     42,005 
Asset backed securities     13,558      17      —      13,575 
U.S. government agency securities     4,304      7      —      4,311 
Total marketable securities   $ 169,198    $ 155    $ (7)   $ 169,346 

The net amortized cost and fair value of available-for-sale marketable securities are presented in the following table as of the periods presented by 
contractual maturity. Actual maturities may differ from contractual maturities because securities may be restructured, called or prepaid, or the Company 
may intend to sell a security prior to maturity.

 
    March 31, 2026  

    Amortized Cost     Fair Value  
Due to mature:           
Less than one year   $ 102,445    $ 102,386 
One year through three years     50,116      49,985 

Total   $ 152,561    $ 152,371 
 

    December 31, 2025  
    Amortized Cost     Fair Value  

Due to mature:           
Less than one year   $ 110,769    $ 110,863 
One year through three years     58,429      58,483 

Total   $ 169,198    $ 169,346 

During the three months ended March 31, 2026 and 2025, there were no realized gains or losses on available-for-sale marketable securities.

As of March 31, 2026 and December 31, 2025, no marketable securities had been in a continuous unrealized loss position for more than 12 months 
and the Company considered any such losses to be temporary in nature. The Company reviewed the securities in the tables above and considered the 
decline in market value for these securities to be primarily attributable to economic and market conditions. As of the periods noted in the tables above, the 
Company did not intend to sell these securities and did not believe it was more likely than not that it would be required to sell these securities before 
recovery of their amortized cost basis. Additionally, the Company did not recognize any credit losses related to its marketable securities in an unrealized 
loss position during any of the periods noted in the table above.

As of March 31, 2026 and December 31, 2025, accrued interest receivables on the Company’s available-for-sale marketable securities were $1.1 
million and $1.0 million, respectively, and were included within other current assets as presented on its Condensed Consolidated Balance Sheets.

4. Fair Value Measurements

The following table summarizes the Company’s financial assets and financial liabilities measured at fair value on a recurring basis and the basis for 
that measurement, by level within the fair value hierarchy, as follows:

 
        Fair Value Measurement Using:  

Balance Sheet Classification   Type of Instrument   Level 1     Level 2     Level 3     Total  
March 31, 2026                         
Financial assets:                         
Cash equivalents   Money market funds   $ 18,603    $ —    $ —    $ 18,603 
Marketable securities   U.S. treasury securities     —      61,455      —      61,455 
Marketable securities   Corporate bonds     —      40,202      —      40,202 
Marketable securities   Commercial paper     —      32,857      —      32,857 
Marketable securities   Asset backed securities     —      13,541      —      13,541 
Marketable securities   U.S. government agency securities     —      4,316      —      4,316 
Total assets       $ 18,603    $ 152,371    $ —    $ 170,974 
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        Fair Value Measurement Using:  
Balance Sheet Classification   Type of Instrument   Level 1     Level 2     Level 3     Total  

December 31, 2025                         
Financial assets:                         
Cash equivalents   Money market funds   $ 17,926    $ —    $ —    $ 17,926 
Marketable securities   U.S. treasury securities     —      62,672      —      62,672 
Marketable securities   Commercial paper     —      46,783      —      46,783 
Marketable securities   Corporate bonds     —      42,005      —      42,005 
Marketable securities   Asset backed securities     —      13,575      —      13,575 
Marketable securities   U.S. government agency securities     —      4,311      —      4,311 
Total assets       $ 17,926    $ 169,346    $ —    $ 187,272 

 
5. Accrued Expenses

Accrued expenses consisted of the following:

    March 31, 2026     December 31, 2025  
Accrued R&D   $ 2,295    $ 2,043 
Accrued compensation and benefits     1,277      2,746 
Accrued consulting and professional fees     886      558 
Accrued other     124      184 
Total accrued expenses   $ 4,582    $ 5,531 

 
6. Stockholders’ Equity

The Company had reserved shares of common stock for future issuance as shown in the table below:
 

   
March 31,


2026    
December 31,


2025  
Shares of common stock reserved for future issuance upon exercise of outstanding warrants and pre-funded 
warrants     19,100,800      19,100,800 
Shares of common stock reserved for future issuance upon exercise under the 2019 Stock Incentive Plan     11,763,268      9,023,200 
Shares of common stock reserved for future issuance under the 2019 Employee Stock Purchase Plan     1,103,842      1,103,842 
Shares of common stock reserved for future issuance upon exercise under the 2012 Stock Incentive Plan     278,418      278,418 
     32,246,328      29,506,260 

At-the-Market Offering

In June 2023, the Company entered into an at-the-market sales agreement with Leerink Partners, LLC (formerly SVB Securities LLC) (the “ATM 
Sales Agreement”), under which the Company may issue and sell shares of common stock, from time to time by any method that is deemed an “at-the-
market” offering as defined in Rule 415(a)(4) under the Securities Act. The Company is not obligated to make any sales of its common stock under the 
ATM Sales Agreement. 

In November 2025, the Company filed an automatic universal shelf registration statement on Form S-3 (the “2025 Shelf Registration Statement”) 
with the SEC, which became effective upon filing. The 2025 Shelf Registration Statement permits the Company to offer and sell an indeterminate amount 
of common stock, preferred stock, debt securities, units and/or warrants from time to time pursuant to one or more offerings at prices and terms to be 
determined at the time of sale. The 2025 Shelf Registration Statement was filed to replace the Company’s prior universal shelf registration statement. 
Concurrently with the filing of the 2025 Shelf Registration Statement, the Company filed a new prospectus supplement pursuant to which shares of the 
Company’s common stock having an aggregate offering price of up to $200.0 million may be offered and sold from time to time under the ATM Sales 
Agreement. No shares were sold under the ATM Sales Agreement during the three months ended March 31, 2026.

Private Placements

On October 18, 2021, the Company issued and sold to New Enterprise Associates 16, L.P., an existing stockholder of the Company (“NEA”) and 
related party, in a private placement, 1,851,852 shares of the Company’s common stock and accompanying warrants to purchase an aggregate of 3,703,704 
shares of the Company’s common stock. Each share of the Company’s common stock and accompanying common stock warrants were sold together at a 
combined price of $1.62 for gross proceeds of approximately $3.0 million. The accompanying common stock warrants have an exercise price of $1.37 per 
share and became exercisable immediately upon issuance. Of the accompanying common stock warrants, warrants to purchase an aggregate of 1,851,852 
shares of the 
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Company’s common stock were scheduled to expire on April 18, 2025, and warrants to purchase an aggregate of 1,851,852 shares of the Company’s 
common stock will expire on October 18, 2028. On April 17, 2025, NEA exercised all of the warrants that would have expired on April 18, 2025. None of 
the accompanying common stock warrants issued to NEA in the private placement that expire on October 18, 2028 have been exercised.

On April 6, 2022, the Company entered into a securities purchase agreement with certain purchasers, pursuant to which the Company agreed to 
issue and sell to the purchasers, in a private placement priced at-the-market under Nasdaq rules, (i) 4,580,526 shares of the Company’s common stock at a 
purchase price of $1.90 per share, and (ii) pre-funded warrants to purchase up to an aggregate of 24,379,673 shares of common stock at a purchase price of 
$1.899 per warrant (the “April 2022 Private Placement”). Each pre-funded warrant has an exercise price of $0.001 per share, became exercisable 
immediately upon issuance and will be exercisable until the pre-funded warrant is exercised in full. The April 2022 Private Placement, which closed on 
April 11, 2022, resulted in gross proceeds to the Company of approximately $55.0 million. NEA, an existing stockholder of the Company and a related 
party, as well as an affiliate of NEA, participated in the offering. As of March 31, 2026, pre-funded warrants that were issued and sold in the April 2022 
Private Placement to purchase 12,531,332 shares of common stock remain outstanding.

Registered Offerings

On September 27, 2022, the Company issued and sold 14,252,670 shares of the Company’s common stock and, in lieu of common stock to certain 
investors, pre-funded warrants to purchase 14,247,330 shares of common stock in a public offering (the “September 2022 Offering”), at a public offering 
price of $1.93 per share of common stock and $1.929 per pre-funded warrant pursuant to an underwriting agreement (the “Underwriting Agreement”) with 
SVB Securities, Stifel, Nicolaus & Company, Incorporated and Oppenheimer & Co. Inc., as representatives of the several underwriters (the 
“Underwriters”). Each pre-funded warrant has an exercise price of $0.001 per share, became exercisable immediately upon issuance and will be exercisable 
until the pre-funded warrant is exercised in full. Under the terms of the Underwriting Agreement, the Company granted the Underwriters an option (the 
“Option”), exercisable for 30 days, to purchase up to an additional 4,275,000 shares of common stock (the “Additional Shares”), at the public offering price 
of $1.93 per share. The Underwriters partially exercised the Option to purchase 1,600,428 Additional Shares, which shares were issued and sold on October 
25, 2022. The September 2022 Offering, including the initial closing on September 27, 2022 and the Option closing on October 25, 2022, resulted in 
aggregate gross proceeds to the Company of approximately $58.1 million. As of March 31, 2026, pre-funded warrants that were issued and sold in the 
September 2022 Offering to purchase 4,717,616 shares of common stock remain outstanding.

On June 5, 2025, the Company issued and sold 17,400,000 shares of the Company’s common stock to the public in an underwritten offering, or (the 
“June 2025 Offering”), at an offering price of $5.75 per share of common stock pursuant to an underwriting agreement with Morgan Stanley & Co. LLC, 
Leerink Partners LLC, Stifel, Nicolaus & Company, Incorporated and Cantor Fitzgerald & Co., as representatives of the several underwriters. In connection 
with the offering, the Company also granted the underwriters a 30-day option to purchase up to an additional 2,610,000 shares of common stock at the 
price to the public, less underwriting discounts and commissions. The underwriters exercised the option in full and settled in cash, concurrent with the 
offering. The June 2025 Offering resulted in aggregate gross proceeds to the Company of approximately $115.1 million.

Warrants

Warrant activity, including activity related to pre-funded warrants, is shown in the table below:
 

   

Number of
Pre-funded Warrant

Shares    

Number of
Common Stock Warrant

Shares    

Total Number of
Warrant
Shares    

Weighted
Average
Exercise

Price  
Outstanding as of December 31, 2025     17,248,948      1,851,852      19,100,800    $ 0.13 

Exercised     —      —      —    $ — 
Outstanding as of March 31, 2026     17,248,948      1,851,852      19,100,800    $ 0.13 

 
The pre-funded and common stock warrants are classified as equity in accordance with ASC 815 given that the pre-funded and common stock 

warrants are indexed to the Company’s own shares of common stock and meet the requirements to be classified in permanent equity.

Stock-Based Awards

The 2012 Stock Incentive Plan (the “2012 Plan”) was adopted by the Company’s board of directors and stockholders. The 2012 Plan provides for 
the issuance of stock-based awards to the Company’s employees, officers, directors, consultants and advisors. The Company’s board of directors 
administers the 2012 Plan. In April 2019, the Company’s board of directors adopted a resolution effective May 7, 2019, that no further equity-based awards 
may be granted under the 2012 Plan.

In April 2019, the Company’s board of directors adopted the 2019 Stock Incentive Plan (the “2019 Plan”), which became effective on May 7, 2019. 
The 2019 Plan provides for the grant of incentive stock options, non-statutory stock options, stock appreciation rights, restricted stock awards, restricted 
stock units and other stock-based awards. The Company’s employees, officers, directors, consultants and advisors are eligible to receive awards under the 
2019 Plan. The 2019 Plan is administered by the Company’s board of directors.
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 In April 2025, the Company’s board of directors approved, and the Company’s stockholders subsequently approved, an amendment to the 2019 
Plan (the “Plan Amendment”), which (i) increased the number of shares authorized for issuance under the 2019 Plan by 6,000,000 shares to 16,490,422 
shares and (ii) eliminated the evergreen provision of the 2019 Plan. Accordingly, the total number of shares of common stock that may be issued under 
both the 2019 Plan and the 2012 Plan was 16,107,653 as of March 31, 2026, of which 4,065,967 shares remained available for grant under the 2019 Plan.

Options granted under the 2019 Plan and the 2012 Plan have a maximum term of ten years. Options granted to employees, officers and non-
employees generally vest over four years based on varying vesting schedules that primarily include: 25% vesting on the first anniversary date of grant and 
the balance ratably over the next 36 months or vesting in equal monthly or quarterly installments over four years. Options granted to directors generally 
vest over one to two years. The Company generally settles stock option exercises with newly issued shares of common stock. As of March 31, 2026 and 
December 31, 2025, respectively, options to purchase 11,763,268 shares and 9,023,200 shares of common stock were granted and outstanding, net of 
cancellations, under the 2019 Plan. As of March 31, 2026 and December 31, 2025 options to purchase 278,418 shares of common stock were granted and 
outstanding, net of cancellations, under the 2012 Plan.

In February 2024, the Company granted options to purchase 832,250 shares of common stock subject to performance-based vesting (“PSOs”) to 
employees of the Company. The PSOs were subject to vesting based on performance criteria related to the timing and results of two of the Company’s 
clinical trials. By May 2025, the timing and results of both clinical trials had been determined, and the compensation committee of the Company's board of 
directors had certified to the satisfaction of the related performance metrics, resulting in PSOs to purchase 642,160 shares vesting and the remaining PSOs 
being cancelled.

 In February 2026, the Company granted PSOs to purchase 710,500 shares of common stock to employees of the Company. The PSOs were subject 
to vesting based on performance criteria related to the timing and results of the Company’s clinical trials.

A summary of the Company’s combined stock option activity for the 2019 Plan and the 2012 Plan is as follows:
 

   

Number of
Option
Shares    

Weighted
Average
Exercise

Price  
             

Outstanding as of December 31, 2025     9,301,618    $ 3.63 
Granted     3,176,250    $ 10.66 
Exercised     (104,992)   $ 2.11 
Forfeited     (331,190)   $ 6.74 
Expired     —    $ — 

Outstanding as of March 31, 2026     12,041,686    $ 5.41 
Options exercisable as of March 31, 2026     5,918,559    $ 3.46 
Options unvested as of March 31, 2026     6,123,127    $ 7.29 
 

In April 2019, the Company’s board of directors adopted the 2019 Employee Stock Purchase Plan (the “2019 ESPP”), which became effective on 
May 7, 2019. The 2019 ESPP is administered by the Company’s board of directors.

The total number of shares of common stock that may be issued under the 2019 ESPP was 1,103,842 as of March 31, 2026. The number of shares of 
the Company’s common stock that have been approved to be issued under the 2019 ESPP is equal to the sum of i) 155,106 shares plus ii) an annual 
increase to be added on the first day of each fiscal year, beginning with the fiscal year ending December 31, 2020 and continuing for each fiscal year until 
and including, the fiscal year ending December 31, 2029, equal to the least of (a) 526,315 shares of common stock, (b) 1% of the number of outstanding 
shares of the Company’s common stock on such date and (c) an amount determined by the Company’s board of directors. No annual increase was made on 
January 1, 2025 and 2026, respectively.

The following table summarizes the classifications of stock-based compensation expenses for the 2012 Plan, the 2019 Plan and the 2019 ESPP 
recognized in the Condensed Consolidated Statements of Comprehensive Loss:
 

   
Three Months Ended


March 31,  
    2026     2025  

General and administrative expense   $ 1,349    $ 682 
Research and development expense     842      526 
Total stock-based compensation expenses   $ 2,191    $ 1,208 
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7. Income Taxes
 

As of March 31, 2026 and December 31, 2025, the Company maintained a full valuation allowance on deferred tax assets. The income tax benefit 
recorded during the three months ended March 31, 2026 and 2025 was for the Company’s estimates for its state research and development tax credits in 
each given year.
 

8. Net Loss per Share

The following table summarizes the computation of basic and diluted net loss per share attributable to common stockholders of the Company:

   
Three Months Ended

March 31,  
    2026     2025  
Net loss   $ (13,192)   $ (10,340)
Weighted average common shares used in net loss per share attributable to common 
stockholders, basic and diluted     145,592,901      117,610,750 

Basic and diluted net loss per common share outstanding   $ (0.09)   $ (0.09)

Basic shares outstanding includes the weighted average effect of the Company’s pre-funded warrants from the date of issuance, the exercise of 
which requires little or no consideration for the delivery of shares of common stock. As of both March 31, 2026 and December 31, 2025, the Company had 
pre-funded warrants to purchase 17,248,948 shares of common stock outstanding, which were issued in the April 2022 Private Placement and the 
September 2022 Offering, which warrants are included in the weighted average common shares used in calculating the net loss per share attributable to 
common stockholders, basic and diluted, for each of the three months ended March 31, 2026 and 2025.

The Company’s potential dilutive securities, which include stock options and warrants that are not pre-funded, have been excluded from the 
computation of diluted net loss per share attributable to common stockholders whenever the effect of including them would be to reduce the net loss per 
share. In periods where there is a net loss, the weighted average number of common shares outstanding used to calculate both basic and diluted net loss per 
share attributable to common stockholders is the same. The following potential common shares, presented based on shares outstanding as of March 31, 
2026 and 2025, respectively, were excluded from the calculation of diluted net loss per share attributable to common stockholders for the periods indicated 
because including them would have had an anti-dilutive effect:
    Shares as of March 31,  
    2026     2025  
Stock Options     12,041,686      9,983,612 
Warrants     1,851,852      3,703,704 
Total potential common shares     13,893,538      13,687,316 

 
9. Segments

The Company's single reportable segment is the business of developing and commercializing the investigational therapy Haduvio (oral nalbuphine 
ER) for the treatment of chronic cough in patients with IPF, non-IPF ILD, and RCC. 

The accounting policies of the segment are described in Note 2 of the notes to the Condensed Consolidated Financial Statements included in this 
Quarterly Report on Form 10-Q.

The following table presents reportable segment loss, including significant expense categories, attributable to the Company’s reportable segment for 
the periods presented:
 

   
Three Months Ended

March 31,  
    2026     2025  

Chronic cough in IPF clinical trial expense   $ 1,688    $ 2,882 
Refractory chronic cough clinical trial expense     1,078      818 
Other clinical trials and studies 1     1,553      48 
Clinical trial material     1,299      234 
Other clinical development expenses     1,523      1,418 
Employee compensation (excluding stock compensation expense)     3,159      2,958 
Stock-based compensation expense     2,191      1,208 
Other segment items     2,397      1,899 
Interest income, net     (1,696)     (1,125)

Net loss   $ 13,192    $ 10,340 
 

2

3
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(1) Includes expense related to the Company’s Phase 1 NDA supportive studies
(2) Includes expense related to general research and development activities, regulatory, medical affairs, and quality assurance.  
(3) Includes general administrative expense, other (expense) income, net and income tax benefit.  
 
10. Commitments and Contingencies

A significant portion of the Company’s development activities are outsourced to third parties under agreements, including with CROs and contract 
manufacturers in connection with the production of clinical trial materials. These arrangements may require the Company to pay termination costs to the 
third parties for reimbursement of costs and expenses incurred in the event of the orderly termination of contractual services.

The Company also has commitments under lease and licensing agreements. There have been no material changes to the Company's lease obligations 
or licensing agreements from those disclosed in the consolidated financial statements included in the Company's Annual Report on Form 10-K for the fiscal 
year ended December 31, 2025.

11. Subsequent Events 

On April 16, 2026, we issued and sold 11,600,000 shares of our common stock to the public in an underwritten offering (the “April 2026 Offering”), 
at an offering price of $13.00 per share of common stock pursuant to an underwriting agreement with Morgan Stanley & Co. LLC and Leerink Partners 
LLC, as representatives of the several underwriters. In connection with the offering, the Company also granted the underwriters a 30-day option to 
purchase up to an additional 1,740,000 shares of common stock at the price to the public, less underwriting discounts and commissions. The underwriters 
option was exercised in full and settled in cash, concurrent with the closing of the offering. The April 2026 Offering resulted in aggregate gross proceeds to 
us of $173.4 million or net proceeds to us of approximately $162 million, after deducting underwriting discounts and commissions and estimated offering 
expenses.
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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 Condensed 
Consolidated Financial Statements and related notes appearing elsewhere in this Quarterly Report on Form 10-Q and our audited Consolidated Financial 
Statements and related notes for the year ended December 31, 2025 included in our Annual Report on Form 10-K, filed with the Securities and Exchange 
Commission, or SEC, on March 17, 2026. Some of the statements contained in this discussion and analysis or set forth elsewhere in this Quarterly Report 
on Form 10-Q, including information with respect to our plans and strategy for our business, constitute forward-looking statements within the meaning of 
Section 27A of the Securities Act of 1933, as amended, or the Securities Act, and Section 21E of the Securities Exchange Act of 1934, as amended. The 
words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “plan,” “potential,” “predict,” “project,” 
“should,” “target,” “would,” and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements 
contain these identifying words. We have based these forward-looking statements on our current expectations and projections about future events. The 
following information and any forward-looking statements should be considered in light of factors discussed elsewhere in this Quarterly Report on Form 
10-Q and in our most recent Annual Report on Form 10-K, including the risks identified under “Risk Factors” of such reports, as well as in our other SEC 
filings.

Our actual results and the timing of certain events may differ materially from the results discussed, projected, anticipated, or indicated in any 
forward-looking statements. We caution you that forward-looking statements are not guarantees of future performance and that our actual results of 
operations, financial condition and liquidity, and the development of the industry in which we operate may differ materially from the forward-looking 
statements contained in this Quarterly Report on Form 10-Q. Statements made herein are as of the date of the filing of this Quarterly Report on Form 10-Q 
with the SEC and should not be relied upon as of any subsequent date. Even if our results of operations, financial condition and liquidity, and the 
development of the industry in which we operate are consistent with the forward-looking statements contained in this Quarterly Report on Form 10-Q, they 
may not be predictive of results or developments in future periods. We disclaim any obligation, except as specifically required by law and the rules of the 
SEC, to publicly update or revise any such statements to reflect any change in our expectations or in events, conditions or circumstances on which any 
such statements may be based, or that may affect the likelihood that actual results will differ from those set forth in the forward-looking statements.

We caution readers not to place undue reliance on any forward-looking statements made by us, which speak only as of the date they are made.

Overview

We are a clinical-stage biopharmaceutical company focused on the development and commercialization of the investigational therapy Haduvio (oral 
nalbuphine ER) for the treatment of chronic cough in patients with idiopathic pulmonary fibrosis, or IPF, non-IPF interstitial lung disease, or non-IPF ILD, 
and refractory chronic cough, or RCC. Haduvio is an oral extended-release formulation of nalbuphine. Haduvio acts on the cough reflex arc both centrally 
and peripherally as a kappa receptor agonist and a mu receptor antagonist, or KAMA, targeting opioid receptors that play a key role in controlling chronic 
cough. The kappa- and mu-opioid receptors are found in respiratory-related regions of the brainstem and spinal cord, as well as higher brain regions. 
Nalbuphine has been approved and marketed as an injectable for pain indications for decades in the United States, or the U.S., and Europe. Nalbuphine’s 
mechanism of action also mitigates the risk of abuse associated with mu-opioid agonists because it antagonizes, or blocks, the mu-opioid receptor. 
Parenteral nalbuphine is not scheduled as a controlled substance by the U.S. Drug Enforcement Agency and in most of Europe.

IPF-related Chronic Cough Program. We are initially developing Haduvio for the treatment of IPF-related chronic cough, which is a progressive 
fibrosing interstitial lung disease associated with high mortality rates.

In June 2025, we announced positive topline results from our Phase 2b CORAL trial, which was a dose-ranging study evaluating the efficacy, safety 
and tolerability of Haduvio for IPF-related chronic cough. The Phase 2b CORAL trial was a randomized, double-blind, placebo-controlled, parallel-arm 
design that evaluated three different dose groups of Haduvio (108 mg BID, 54 mg BID and 27 mg BID) as compared to placebo. The primary efficacy 
endpoint for the trial was the relative change in 24-hour cough frequency (coughs per hour) for the modified intent-to-treat, or mITT, population at the end 
of Week 6 versus Baseline for Haduvio compared to placebo, as measured via an objective cough monitor. The mITT population consists of all randomized 
patients who received at least one dose of study drug or placebo (n=165). The primary efficacy endpoint in the Phase 2b CORAL trial was achieved, 
demonstrating statistically significant reductions in 24-hour cough frequency across all dose groups at Week 6. The 108 mg twice-a-day, or BID, 54 mg 
BID and 27 mg BID dose groups achieved statistically significant reductions from Baseline of 60.2% (p<0.0001), 53.4% (p<0.0001), and 47.9% (p<0.01), 
respectively, compared to a placebo reduction from Baseline of 16.9%.

We have completed an End-of-Phase 2 meeting with the U.S. Food and Drug Administration, or the FDA. At the meeting, we gained overall 
alignment on the plan for the remaining clinical trials to potentially support a New Drug Application, or NDA, submission for Haduvio, including two 
pivotal Phase 3 clinical trials and the remaining Phase 1 clinical trials. We plan to conduct the Phase 3 trials in parallel, with  the first Phase 3 trial to be 
initiated in the second quarter of 2026 and the second Phase 3 trial to be initiated in the second half of 2026. The two Phase 3 trials will be conducted as 
randomized, double-blind, placebo-controlled, multicenter global trials with 2:1 randomization. The protocol for the first of the two Phase 3 trials provides 
for the enrollment of  
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approximately 300 patients and 52 weeks of fixed dosing with Haduvio 54 mg BID, with the primary efficacy endpoint measured at 24 weeks of fixed 
dosing and the safety endpoint measured at 52 weeks of fixed dosing. The protocol for the second of the two Phase 3 trials provides for the enrollment of 
approximately 200 patients and 12 weeks of fixed dosing with Haduvio 54 mg BID with the primary efficacy endpoint measured at 12 weeks of fixed 
dosing. The primary efficacy endpoint for both trials will be the relative change from Baseline in 24-hour cough frequency (coughs per hour), as 
determined by an objective cough monitor, for Haduvio compared with placebo. A key secondary endpoint for both trials will be relative change from 
Baseline in the cough severity numerical rating scale (CS-NRS). These trial designs are subject to final review of the protocols by the FDA. We expect to 
have topline results from the first Phase 3 trial in the first half of 2028 and from the second Phase 3 trial in the second half of 2027.

Non-IPF ILD-related Chronic Cough Program. We are also developing Haduvio for the treatment of non-IPF ILD-related chronic cough. We plan 
to initiate an adaptive design Phase 2b clinical trial for the treatment of patients with non-IPF ILD-related chronic cough in the second half of 2026, subject 
to a meeting with the FDA and review of the trial protocol by the FDA. If we initiate the trial when anticipated, we would expect topline results from the 
Phase 2b trial in the second half of 2027.

RCC Program. We are developing Haduvio for the treatment of RCC, which affects approximately 2-3 million adults in the U.S. and is related to 
biological changes in the central and peripheral nervous systems that lower the threshold of the cough reflex. It is highly disruptive and accompanied by a 
wide range of complications, ranging from urinary incontinence in females to sleep disruption and social embarrassment that causes significant social and 
economic burden for patients and those around them. 

In March 2025, we announced positive topline data from our Phase 2a proof-of-concept clinical trial of Haduvio for the treatment of patients with 
RCC, which we refer to as the Phase 2a RIVER trial. The Phase 2a RIVER trial was a randomized, double-blind, placebo-controlled, two-treatment, two-
period, crossover study that was designed to evaluate the efficacy, safety, tolerability and dosing of Haduvio for the treatment of patients with RCC. The 
primary endpoint of the trial was the mean change in 24-hour cough frequency, as determined by an objective cough monitor, for the full analysis set 
population (n=66). In the trial, Haduvio met the primary endpoint at Day 21 with a statistically significant reduction in the objective 24-hour cough 
frequency of 67% from Baseline and 57% from Baseline on a placebo-adjusted basis (p<0.0001). Planned analyses of all pre-specified secondary 
endpoints, including patient reported endpoints, at the end of treatment were also statistically significant. The safety results of the trial were generally 
consistent with the known safety profile of Haduvio from previous trials in other patient populations and there were no serious adverse events reported in 
the trial.

We expect to initiate a Phase 2b trial of Haduvio for the treatment of patients with RCC in the second quarter of 2026. We are planning to conduct 
this randomized, double-blind, placebo-controlled, multicenter trial in the United Kingdom, Canada, and Poland. The Phase 2b trial will enroll 
approximately 100 patients. The Phase 2b trial is designed to evaluate three different dose groups of Haduvio (54 mg BID, 27 mg BID, and 27 mg once 
daily (QD)) as compared to placebo. The primary efficacy endpoint for the trial is the relative change from Baseline in 24-hour cough frequency (coughs 
per hour) at the end of Week 6, as determined by an objective cough monitor, for Haduvio compared with placebo. The trial is subject to review of the 
protocol by regulatory authorities. The protocol will provide for a sample size re-estimation, or SSRE, analysis, which is expected to occur in the fourth 
quarter of 2026 and topline results for the clinical trial expected to occur in the second half of 2027.

Other NDA Supportive Studies. We also plan to continue to progress and advance NDA supportive studies necessary for regulatory approval, 
including Phase 1 clinical studies such as completing our respiratory safety study, and conducting drug-drug interaction, food effect, and hepatic and renal 
impairment studies. 

Since commencing operations in 2011, we have devoted substantially all of our efforts and financial resources to the clinical development of 
Haduvio. We have not generated any revenue from product sales and, as a result, we have never been profitable and have incurred net losses in each year 
since commencement of our operations. As of March 31, 2026, we had an accumulated deficit of $343.0 million, primarily as a result of research and 
development and general and administrative expenses. We do not expect to generate product revenue unless and until we obtain marketing approval for and 
commercialize Haduvio for the treatment of chronic cough in patients with IPF, non-IPF ILD, or RCC and we can provide no assurance that we will ever 
generate significant revenue or profits.

As of March 31, 2026, we had cash, cash equivalents and marketable securities of $171.8 million. We believe that our existing cash, cash 
equivalents and marketable securities will enable us to fund our operating expenses and capital expenditure requirements for at least 12 months from the 
date of issuance of the Condensed Consolidated Financial Statements included in this Quarterly Report on Form 10-Q.

We expect to incur substantial expenditures in the foreseeable future as we advance Haduvio through clinical development, the regulatory approval 
process and, if approved, commercial launch activities. Specifically, in the near term, we expect to incur substantial expenses relating to the trials we are 
conducting and plan to conduct for Haduvio including our planned Phase 3 trials for the treatment of IPF-related chronic cough, our planned adaptive 
design Phase 2b clinical trial of Haduvio for the treatment of non-IPF ILD-related chronic cough, our planned Phase 2b clinical trial of Haduvio for the 
treatment of patients with RCC, and our ongoing and planned Phase 1 NDA supportive studies. 

We will need substantial additional funding to support our continuing operations and pursue development and commercialization of Haduvio. Until 
such time that we can generate significant revenue from sales of Haduvio, if ever, we expect to finance our operations through the sale of equity, debt 
financings or other capital sources, including potential collaborations with other companies or other strategic transactions. Adequate funding may not be 
available to us on acceptable terms or at all. If we fail to raise 
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capital or enter into such agreements as and when needed, we may have to significantly delay, scale back or discontinue the development and 
commercialization of Haduvio for one or more indications or delay our efforts to expand our product pipeline.

Components of Operating Results

Operating Expenses

Research and Development Expenses

For the periods presented, all of our research and development expenses consist of expenses incurred in connection with the development of 
Haduvio. These expenses include personnel-related costs, including stock-based compensation, consulting costs, fees paid to contract research 
organizations, or CROs, to conduct certain research and development activities on our behalf, contract manufacturing costs and fees paid to other vendors 
that provide goods and services related to our clinical trials. We do not allocate all of our costs by each indication for which we are developing Haduvio, as 
a significant amount of our development activities broadly support all indications. In addition, several of our departments support our Haduvio drug 
candidate development program and we do not identify internal costs for each potential indication.

We expect our research and development expenses to increase as we pursue our development program, pursue regulatory approval of Haduvio in the 
U.S., Europe and other jurisdictions outside the U.S. and prepare for a possible commercial launch of Haduvio. Predicting the timing or the cost to conduct 
our Haduvio development program and prepare for a possible commercial launch of Haduvio is difficult and delays may occur because of many factors 
including factors outside of our control. For example, if the FDA or other regulatory authorities were to require us to conduct clinical trials beyond those 
that we currently anticipate or if we experience significant delays in enrollment in any of our clinical trials, we could be required to expend significant 
additional financial resources and time on our development program. Furthermore, we are unable to predict when or if Haduvio will receive regulatory 
approval in the U.S. or elsewhere with any certainty.

General and Administrative Expenses

General and administrative expenses consist principally of personnel-related costs, including stock-based compensation for personnel in executive, 
finance, commercial and other administrative functions; professional fees for legal, information technology,  consulting and accounting services; as well as 
rent and other general operating expenses not otherwise classified as research and development expenses.

We anticipate that our general and administrative expenses will increase as a result of increased personnel costs, including stock-based 
compensation and expanded infrastructure. We also anticipate that our general and administrative expenses will increase as we expect to continue to incur 
increased costs as we continue to prepare for compliance with Section 404 of the Sarbanes-Oxley Act of 2002, or SOX 404(b).

Other Income (Expense), Net

Interest Income, Net

Interest income, net consists of interest earned primarily on our cash, cash equivalents and marketable securities as well as accretion of 
discounts/amortization of premiums on purchases of marketable securities.

Other Income (Expense), Net

Other income (expense), net consists of foreign currency transaction gains and losses. 
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Results of Operations

Comparison of the Three Months Ended March 31, 2026 and 2025

The following table summarizes our results of operations for the periods indicated (in thousands):
 
    Three Months Ended March 31,  
    2026     2025     Change  
Operating expenses:                

Research and development   $ 9,941   $ 7,811    $ 2,130 
General and administrative     4,971      3,659      1,312 

Total operating expenses     14,912      11,470      3,442 
Loss from operations     (14,912)     (11,470)     (3,442)
Other income (expense):                

Interest income, net     1,696      1,125      571 
Other income (expense), net     4      (6)     10 

Total other income, net     1,700      1,119      581 
Loss before income taxes     (13,212)     (10,351)     (2,861)

Income tax benefit     (20)     (11)     (9)
Net loss   $ (13,192)   $ (10,340)   $ (2,852)

Operating Expenses

Research and Development Expenses

The following table summarizes our research and development expenses for the periods indicated (in thousands):
 

    Three Months Ended March 31,  
    2026     2025     Change  
Clinical development expenses   $ 6,900    $ 5,267    $ 1,633 
Personnel and related expenses     1,950      1,880      70 
Stock-based compensation expenses     842      526      316 
Other research and development expenses     249      138      111 
Total research and development expenses   $ 9,941    $ 7,811    $ 2,130 

Research and development expenses for the three months ended March 31, 2026 increased to $9.9 million from $7.8 million for the corresponding 
period in 2025, primarily due to increased clinical development expenses for our Phase 1 NDA supportive studies, Phase 3 IPF-related chronic cough trials 
and Phase 2b RCC trial, partially offset by a decrease in clinical development expenses for our Phase 2b CORAL trial and Phase 2a RIVER trial.

General and Administrative Expenses 

General and administrative expenses for the three months ended March 31, 2026 increased to $5.0 million from $3.7 million for the corresponding 
period in 2025, primarily due to higher legal fees associated with intellectual property filings as well as increases in stock-based compensation expense and 
personnel-related expenses.

Other Income, Net

Other income, net for the three months ended March 31, 2026 increased to $1.7 million from $1.1 million for the corresponding period in 2025, 
primarily due to an increase in interest income from higher invested cash equivalent and marketable securities balances.

Liquidity and Capital Resources

Since our inception, we have not generated any revenue and have incurred significant operating losses and negative cash flows from our operations. 

On April 16, 2026, we issued and sold 11,600,000 shares of our common stock to the public in an underwritten offering, or the April 2026 Offering, 
at an offering price of $13.00 per share of common stock pursuant to an underwriting agreement with Morgan Stanley & Co. LLC and Leerink Partners 
LLC, as representatives of the several underwriters. In connection with the offering, we also granted the underwriters a 30-day option to purchase up to an 
additional 1,740,000 shares of common stock at the price to the public, less underwriting discounts and commissions. The underwriters option was 
exercised in full and settled in cash, concurrent with the closing of the offering. The April 2026 Offering resulted in aggregate gross proceeds to us of 
$173.4 million or net proceeds to us of approximately $162 million, after deducting underwriting discounts and commissions and estimated offering 
expenses.

On June 5, 2025, we issued and sold 17,400,000 shares of our common stock to the public in an underwritten offering, or the June 2025 Offering, at 
an offering price of $5.75 per share of common stock pursuant to an underwriting agreement with Morgan Stanley & Co. LLC, Leerink Partners LLC, 
Stifel, Nicolaus & Company, Incorporated and Cantor Fitzgerald & Co., as representatives 
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of the several underwriters. In connection with the offering, we also granted the underwriters a 30-day option to purchase up to an additional 2,610,000 
shares of common stock at the price to the public, less underwriting discounts and commissions. The underwriters' option was exercised in full and settled 
in cash, concurrent with the offering. The June 2025 Offering resulted in aggregate gross proceeds to us of approximately $115.1 million.

On December 17, 2024, we issued and sold 12,500,000 shares of our common stock to certain investors in an underwritten registered direct offering, 
or the December 2024 Offering, at an offering price of $4.00 per share of common stock pursuant to an underwriting agreement with Leerink Partners 
LLC, Stifel, Nicolaus & Company, Incorporated, and Oppenheimer & Co. Inc, as representatives of the several underwriters. The December 2024 Offering 
resulted in aggregate gross proceeds to us of approximately $50.0 million. 

In June 2023, we filed with the SEC a universal shelf registration statement on Form S-3, or the 2023 Shelf Registration Statement, which allowed 
us to offer and sell up to $200.0 million of common stock, preferred stock, debt securities, units and/or warrants from time to time pursuant to one or more 
offerings at prices and terms to be determined at the time of sale. The 2023 Shelf Registration Statement was declared effective on August 15, 2023. 
Further, in June 2023, we entered into a sales agreement with Leerink Partners, LLC (formerly SVB Securities LLC), which we refer to as the ATM Sales 
Agreement, under which we may issue and sell shares of common stock, from time to time by any method that is deemed an “at-the-market” offering as 
defined in Rule 415(a)(4) under the Securities Act. We are not obligated to make any sales of our common stock under the ATM Sales Agreement. We 
filed a prospectus under the 2023 Shelf Registration Statement for the offer and sale of shares of our common stock having an aggregate offering price of 
up to $75.0 million pursuant to the ATM Sales Agreement. 

In November 2025, we filed an automatic universal shelf registration statement on Form S-3, or the 2025 Shelf Registration Statement, with the 
SEC, which became effective upon filing. The 2025 Shelf Registration Statement permits us to offer and sell an indeterminate amount of common stock, 
preferred stock, debt securities, units and/or warrants from time to time pursuant to one or more offerings at prices and terms to be determined at the time 
of sale. The 2025 Shelf Registration Statement was filed to replace the 2023 Shelf Registration Statement. Concurrently with the filing of the 2025 Shelf 
Registration Statement, we filed a new prospectus supplement pursuant to which shares of our common stock having an aggregate offering price of up to 
$200.0 million may be offered and sold from time to time under the ATM Sales Agreement. No shares were sold under the ATM Sales Agreement during 
the three months ended March 31, 2026. 

Cash Flows

The following table summarizes our cash flows for each of the periods presented below (in thousands):

    Three Months Ended March 31,  
    2026     2025     Change  
Net cash used in operating activities   $ (16,689)   $ (13,477)   $ (3,212)
Net cash provided by (used in) investing activities     16,965      (9,951)     26,916 
Net cash provided by financing activities     222      8,705      (8,483)

Net increase (decrease) in cash and cash equivalents   $ 498    $ (14,723)   $ 15,221 

Operating Activities

During the three months ended March 31, 2026, operating activities used $16.7 million of net cash, resulting from our net loss of $13.2 million and 
net changes in our operating assets and liabilities of $5.4 million, partially offset by net non-cash charges of $1.9 million. Changes in our operating assets 
and liabilities consisted of $2.8 million increase in prepaid expenses and other current assets, a $1.5 million decrease in accounts payable, and a $1.1 
million decrease in accrued expenses and other liabilities. The increase in prepaid expenses and other current assets was primarily due to an increase in 
deposits and prepayments related to our clinical trial work performed by our CROs, as well as an increase in interest and dividends receivable from our 
higher invested cash equivalent and marketable securities balances. The decrease in accounts payable was primarily due to the timing of vendor invoices. 
The decrease in accrued expenses and other liabilities was primarily due to a decrease in accrued compensation and benefits. The non-cash charges 
consisted primarily of stock-based compensation expense of $2.2 million, partially offset by $0.4 million of accretion of our available-for-sale marketable 
securities.

During the three months ended March 31, 2025, operating activities used $13.5 million of net cash, resulting from our net loss of $10.3 million and 
net changes in our operating assets and liabilities of $4.1 million, partially offset by net non-cash charges of $1.0 million. Changes in our operating assets 
and liabilities consisted of a $2.0 million decrease in accounts payable, a $1.5 million decrease in accrued expenses and other liabilities and a $0.6 million 
increase in prepaid expenses and other current assets. The decrease in accounts payable was primarily due to the timing of vendor invoices. The decrease in 
accrued expenses and other liabilities was primarily due to a decrease in accrued compensation and benefits along with a decrease in accruals for clinical 
development and clinical trial work performed by our CROs. The increase in prepaid expenses and other current assets was primarily due to an increase in 
prepayments related to our clinical trial work performed by our CROs. The non-cash charges consisted primarily of stock-based compensation expense of 
$1.2 million, $0.1 million change in value of our operating lease right-of-use assets and liabilities, partially offset by $0.4 million of accretion of our 
available-for-sale marketable securities.
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Investing Activities

During the three months ended March 31, 2026, net cash provided by investing activities was $17.0 million, primarily related to $25.6 million of 
proceeds from maturities of available-for-sale marketable securities partially offset by $8.5 million of purchases of available-for-sale marketable securities.

During the three months ended March 31, 2025, net cash used in investing activities was $10.0 million, primarily related to $27.5 million of 
purchases of available-for-sale marketable securities partially offset by $17.6 million of proceeds from maturities of available-for-sale marketable 
securities.

Financing Activities

During the three months ended March 31, 2026, net cash provided by financing activities was $0.2 million from the exercise of stock options.

During the three months ended March 31, 2025, net cash provided by financing activities was $8.7 million, primarily consisting of cash proceeds of 
$8.2 million from the exercise of warrants and $0.7 million of cash proceeds from the exercise of stock options partially offset by $0.2 million in payments 
of offering costs related to the December 2024 Offering.

Funding Requirements

We expect to incur substantial expenditures in the foreseeable future as we advance Haduvio through clinical development, the regulatory approval 
process and, if approved, commercial launch activities. Specifically, in the near term, we expect to incur substantial expenses relating to: 

• our planned Phase 3 trials and any additional trials of Haduvio for the treatment of IPF-related chronic cough;

• our planned adaptive design Phase 2b clinical trial and any additional trials of Haduvio for the treatment of non-IPF ILD-related chronic cough;

• our planned Phase 2b clinical trial and any additional trials of Haduvio for the treatment of patients with RCC; and

• our ongoing and planned Phase 1 NDA supportive studies. 

In addition, we may incur additional expenses:

• if we determine to conduct additional clinical trials of Haduvio for other indications; and

• if we acquire or in-license rights to or develop other potential product candidates or technologies and seek regulatory and marketing approvals for 
Haduvio or any future product candidate that successfully completes clinical trials. 

We expect to continue to incur costs associated with operating as a public company, including significant legal, accounting, information technology, 
investor relations and other expenses. 

We will need substantial additional funding to support our continuing operations. Until such time as we can generate significant revenue from sales 
of Haduvio, if ever, we expect to finance our operations through public or private equity offerings, debt financings, collaborations and licensing 
arrangements or other sources to achieve our business objectives. Adequate additional financing may not be available to us on acceptable terms or at all. 
Our future funding requirements, both short-term and long-term, will depend on many factors, including: 

• the scope, progress, timing, costs and results of clinical trials of Haduvio, including our planned Phase 3 trials of Haduvio for the treatment of IPF-
related chronic cough, our planned adaptive design Phase 2b clinical trial of Haduvio for the treatment of non-IPF ILD-related chronic cough, our 
planned Phase 2b clinical trial for the treatment of RCC, and our planned Phase 1 NDA supportive studies, as well as trials for any future product 
candidates and the costs of seeking regulatory approvals;

• the number and characteristics of indications for which we seek to develop Haduvio or any future product candidates and their respective development 
requirements;

• the costs to manufacture necessary quantities of Haduvio or any future product candidate for clinical development in connection with regulatory 
submissions;

• the costs of commercialization activities for Haduvio for the treatment of IPF-related chronic cough, non-IPF ILD and RCC or for any future product 
candidates that receive marketing approval, if any, including the costs and timing of establishing product sales, marketing, distribution and 
manufacturing capabilities;

• subject to receipt of marketing approvals, revenue, if any, received from commercial sales of Haduvio for the treatment of chronic cough in patients 
with IPF, non-IPF ILD or RCC or from any future product candidates;

• our ability to identify potential collaborators for Haduvio for the treatment of chronic cough in patients with IPF, non-IPF ILD or RCC or for any 
future product candidates, and the terms and timing of any collaboration agreement that we may establish for the development and any 
commercialization of such product candidates;

• the extent to which we acquire or in-license rights to other potential product candidates or technologies and the terms and timing of any such 
acquisition or licensing arrangements;
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• our potential obligation to make milestone payments to Keenova Therapeutics plc, or Keenova, which would become due upon the successful 
completion of the first Phase 3 clinical trial of a licensed product candidate and the marketing approval of a licensed product in the U.S., as well as 
our potential obligations to pay Keenova royalties on the net sales of the product;

• our headcount growth and associated costs as we expand our research and development activities and medical affairs activities and establish a 
commercial infrastructure;

• the costs of preparing, filing and prosecuting patent applications, maintaining, expanding and protecting our intellectual property rights and defending 
against intellectual property-related claims;

• the effect of competing technologies and market developments;

• our ability to establish and maintain healthcare coverage and adequate reimbursement for our products; and

• the costs of operating as a public company.

We believe that our existing cash, cash equivalents and marketable securities, will enable us to fund our operating expenses and capital expenditure 
requirements into 2030. We expect these resources will enable us to fund our development program for Haduvio for the treatment of chronic cough in 
patients with IPF, including our two planned Phase 3 trials, potentially through U.S. FDA approval. We also expect that these cash resources will enable us 
to fund and report topline data from our planned Phase 2b clinical trial and potentially a subsequent Phase 3 clinical trial for the treatment of patients with 
non-IPF ILD, and our planned Phase 2b trial for the treatment of patients with RCC. However, our planned spending of these resources does not include 
any commercial expenses related to the commercial launch of Haduvio or the conduct of any other clinical trials. In addition, these resources will not be 
sufficient for us to fund the clinical development of Haduvio through regulatory approval for non-IPF ILD-related chronic cough or RCC, or to fund any 
future product candidates through regulatory approval, and we will need to raise substantial additional capital to complete the development and 
commercialization of Haduvio and any future product candidates. 

We have based our estimates as to how long we expect we will be able to fund our operations and the timing and costs of our planned trials and 
regulatory process on assumptions that may prove to be wrong and we could use our available capital resources sooner than we currently expect, in which 
case we would be required to obtain additional financing, and our trials and regulatory activities may be delayed or take longer than we currently expect. 
Our failure to raise capital as and when needed would have a negative impact on our financial condition and our ability to pursue our business strategy.

We do not have any committed external source of funds. Accordingly, we will be required to obtain further funding through public or private equity 
offerings, debt financings, collaborations, licensing arrangements or other sources to complete the clinical development and commercialization of Haduvio 
for the treatment of chronic cough in patients with IPF, non-IPF ILD or RCC or any other indication. If we raise additional funds by issuing equity 
securities, our stockholders may experience dilution. Any debt financing into which we enter would result in fixed payment obligations and may involve 
agreements that include grants of security interests on our assets and restrictive covenants that limit our ability to take specific actions, such as incurring 
additional debt, making capital expenditures, granting liens over our assets, redeeming stock or declaring dividends, that could adversely impact our ability 
to conduct our business. In addition, securing financing could require a substantial amount of time and attention from our management and may divert a 
disproportionate amount of their attention away from day-to-day activities, which may adversely affect our management’s ability to oversee the 
development of our product candidates. Any debt financing that we seek or additional equity that we raise may contain terms that could adversely affect 
our common stockholders.

If we are unable to raise sufficient capital as and when needed, we may be required to delay, reduce or abandon our product development programs 
or commercialization efforts. If we raise additional funds through collaborations or marketing, distribution or licensing arrangements with third parties, we 
may have to relinquish valuable rights to future revenue streams or product candidates or grant licenses on terms that may not be favorable to us.

Contractual Obligations and Commitments

A significant portion of our development activities are outsourced to third parties under agreements, including with CROs and contract 
manufacturers in connection with the production of clinical trial materials. The contracts are cancelable at any time by us, generally upon 45 to 60 days’ 
prior written notice to the CRO, and therefore we believe that our non-cancelable obligations under these agreements are not material. For information 
related to our future commitments relating to our lease and licensing agreements, refer to our consolidated financial statements included in our Annual 
Report on Form 10-K for the year ended December 31, 2025.

Critical Accounting Policies and Use of Estimates

Our Condensed Consolidated Financial Statements have been prepared in accordance with U.S. generally accepted accounting principles. The 
preparation of these Condensed Consolidated Financial Statements requires us to make estimates and assumptions that affect the reported amounts of assets 
and liabilities and the disclosure of contingent assets and liabilities at the date of the Condensed Consolidated Financial Statements, as well as the reported 
expenses incurred during the reporting periods. Our estimates are based on our historical experience and on various other factors that we believe are 
reasonable under the circumstances, the results of which form the basis for making judgments about the carrying value of assets and liabilities that are not 
readily apparent from other sources. Actual results may differ from these estimates under different assumptions or conditions.
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While our significant accounting policies are described in the Notes to our financial statements, we believe that the critical accounting policy related 
to research and development expenses that is described under the heading “Management’s Discussion and Analysis of Financial Condition and Results of 
Operations—Critical Accounting Policies and Use of Estimates” in our Annual Report on Form 10-K for the year ended December 31, 2025, is the most 
important to understanding and evaluating our reported financial results. During the three months ended March 31, 2026, there were no material changes to 
our critical accounting policies.

Item 3. Quantitative and Qualitative Disclosures About Market Risk.

Not Applicable.

Item 4. Controls and Procedures.

Evaluation of Disclosure Controls and Procedures

Our management, with the participation of our Chief Executive Officer and Chief Financial Officer, evaluated the effectiveness of our disclosure 
controls and procedures as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended, or the Exchange Act, as of 
March 31, 2026. Our disclosure controls and procedures are designed to ensure that information we are required to disclose in the reports we file or submit 
under the Exchange Act is accumulated and communicated to our management, including our Chief Executive Officer and Chief Financial Officer, as 
appropriate to allow timely decisions regarding required disclosures, and is recorded, processed, summarized, and reported within the time periods 
specified in the SEC’s rules and forms. 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. Because of the inherent limitations in all control systems, no evaluation of controls and procedures can 
provide absolute assurance that all control issues and instances of fraud, if any, within the Company have been detected. Based on the evaluation of our 
disclosure controls and procedures as of March 31, 2026, our Chief Executive Officer and Chief Financial Officer concluded that, as of such date, our 
disclosure controls and procedures were effective at the reasonable assurance level.

Changes in Internal Control over Financial Reporting

No change in our internal control over financial reporting (as defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act) occurred during the 
three months ended March 31, 2026 that has materially affected, or is reasonably likely to materially affect, our internal control over financial reporting.

 
PART II—OTHER INFORMATION

Item 1. Legal Proceedings.

We are not subject to any material legal proceedings.

Item 1A. Risk Factors.

Our business is subject to numerous risks. The following important factors, among others, could cause our actual results to differ materially from 
those expressed in forward-looking statements made by us or on our behalf in this Quarterly Report on Form 10-Q and other filings with the Securities and 
Exchange Commission, or SEC, press releases, communications with investors and oral statements. Actual future results may differ materially from those 
anticipated in our forward-looking statements. We undertake no obligation to update any forward-looking statements, whether as a result of new 
information, future events or otherwise.

 
See our previously disclosed risk factors in "Part I, Item 1A. Risk Factors" of our Annual Report on Form 10-K for the year ended December 31, 

2025.
 
Item 5. Other Information.
 
(c) Director and Officer Trading Arrangements
 

During the three months ended March 31, 2026, Thomas Sciascia, the Company's Chief Scientific Officer, adopted a Rule 10b5-1 trading 
arrangement for the sale of the Company's common stock that is intended to satisfy the affirmative defense conditions of Rule 10b5-1(c) of the Securities 
Exchange Act of 1934, as amended. This plan was adopted on January 21, 2026 and has an expiration date of December 31, 2026. Pursuant to the plan, the 
aggregate number of options to be exercised, and the aggregate number of shares of common stock to be sold upon exercise of those options, is not to 
exceed 3,947.

 
None of our other directors or officers adopted or terminated a Rule 10b5-1 trading arrangement or a non-Rule 10b5-1 trading arrangement (as 

defined in Item 408(c) of Regulation S-K) during the three months ended March 31, 2026.
 
Item 6. Exhibits.
 

Exhibit
Number  Description
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10.1+   Offer Letter, dated as of February 1, 2023, by and between the Registrant and Farrell Simon
     
31.1*   Certification of Principal Executive Officer Pursuant to Rules 13a-14(a) or 15d-14(a) under the Securities Exchange Act of 1934, as 

Adopted Pursuant to Section 302 of the Sarbanes-Oxley Act of 2002
     

31.2*   Certification of Principal Financial Officer Pursuant to Rules 13a-14(a) or 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 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 With Embedded Linkbase Documents.
     

104   Cover Page Interactive Data File (formatted as Inline XBRL and contained in Exhibit 101).
 

* Filed herewith.
** Furnished herewith.
+ Management contract or compensatory plan or arrangement.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the 
undersigned thereunto duly authorized.
 
  TREVI THERAPEUTICS, INC.
    
Date: May 5, 2026  By: /s/ Jennifer L. Good

  
 

Jennifer L. Good
President and Chief Executive Officer

(Principal Executive Officer)
     
    By: /s/ David C. Hastings

 
 

 
David C. Hastings

Chief Financial Officer
(Principal Financial Officer)

       
 



 

August 26, 2020
 
 
Farrell Simon
[**]
 
Dear Farrell,
 
On behalf of Trevi Therapeutics, Inc. (the “Company” or “Trevi”), I am pleased to offer you employment with the Company on the following terms. 
 
Employment. The position is for Vice President, Head of US Marketing, beginning on a mutually agreed upon date anticipated to be no later than 
September 30, 2020 (the “Start Date”), reporting to the CCO & Head of International. You will be responsible for performing the duties and 
responsibilities as are customarily associated with the position or as the Company may otherwise assign to you. Your primary place of employment will be 
in the Company’s offices located in New Haven, Connecticut; however, you will be expected to travel as may be necessary to fulfill your responsibilities. 
In the course of your employment with the Company, you will be subject to, and required to comply with, all Company policies and procedures and all 
applicable laws and regulations.
 
Base Salary. During your employment, your base salary will be $260,000 annualized, subject to all required and elected taxes and other withholdings. 
Your salary may be adjusted from time to time in accordance with normal business practice and in the sole discretion of the Company. 
 
Annual Incentive Bonus. Following the end of each fiscal year and subject to approval by the Company’s Board of Directors in its sole discretion, you 
will be eligible to earn an incentive bonus, based on your performance and the Company’s performance, each during the applicable fiscal year, and subject 
to your continued employment in good standing on the date of payment of such incentive bonus. Your target annual incentive bonus opportunity shall be up 
to 25% of your annualized base salary. Your target annual incentive bonus opportunity for 2020 will be a full-year bonus payout. The payout will be 
determined as 80% based on the company payout as approved by the board of directors, and 20% based on individual performance. Your individual 
performance will be judged by developing a plan, which is approved by the CCO and CEO, and beginning the execution of that plan as appropriate and 
agreed upon. 
 
Moving Allowance. The Company will provide you with a one-time moving reimbursement of $10,000 if you move within the state of Connecticut within 
twelve months of the start date of your job. 
 
Benefits. You may participate in any and all benefit programs that the Company establishes and makes available to its similarly situated executive 
employees from time to time, subject to the terms and conditions of those programs. The Company’s benefits programs are subject to change at any time in 
the Company’s sole discretion. 
 
Vacation. You will be eligible for annual paid vacation of 15 days. Your accrual and use of vacation time will be pursuant and subject to any vacation or 
time off policy the Company may establish or modify from time to time. The Company’s vacation policy is subject to change at any time in the Company’s 
sole discretion. 
 
Equity Grants. Upon your start date, the Company shall grant to you a stock option (the “Option”) under the Company’s 2019 Equity Incentive Plan, as it 
may be amended from time to time (the “Plan”), to purchase 75,000 shares (subject to any adjustments for any stock splits, stock dividends, reverse stock 
splits or recapitalizations that are effected at any time during the period commencing after the date of this offer letter and ending on the grant date of the 
Option, (the “Option Shares”) of the Company’s common stock, $0.001 par value per share (the “Common Stock”), at an exercise price equal to fair market
value of the Common Stock, as determined by the Board of Directors of the Company, on the date of the grant of the Option (the “Grant Date”). 
	
	 Promptly after the Grant Date, the Company and you shall execute and deliver to each other the Company’s then standard for of stock option 
agreement, evidencing the Option and the terms thereof. The Option shall be subject to, and governed by, the terms, provisions, and restrictions on transfer 
of the Plan, your stock option agreement, any other agreement to which you shall become, or are required to become, a party pursuant to the terms of the 
Plan. 
 
	 You may be awarded additional equity grants from time to time in accordance with normal business practice and in the sole discretion of the 
Company’s Board of Directors. The terms of any future equity grant will be consistent with any plan under which they are granted and the terms of the 
applicable agreement under which the award(s) are granted. 
 



 

 

Invention, Non-Disclosure, Non-Competition and Non-Solicitation Obligations. At or prior to the Start Date, you shall execute and deliver for the 
benefit of the Company the Invention and Non-Disclosure Agreement and, Non-Competition and Non-Solicitation Agreement in the form attached to the 
offer. 
 
At-Will Employment. This letter shall not be construed as an agreement, either express or implied, to employ you for any stated term, and shall in no way 
alter the Company’s policy of employment at-will. Similarly, nothing in this letter shall be construed as an agreement, either express or implied, to pay you 
any compensation or grant you any benefit beyond the end of your employment with the Company, except as otherwise explicitly set forth in this letter. 
This letter supersedes all prior understandings, whether written or oral, with respect to the subject matter of this letter. 
 
Cooperation. During your employment with the Company and thereafter, you shall cooperate with the Company and be reasonably available to the 
Company with respect to continuing and /or future matters relating to your employment period with the Company and/or its affiliates, whether such matters 
are business-related, legal, regulatory or otherwise (including, without limitation, your appearing at the Company’s request to give testimony without 
requiring service of a subpoena or other legal process, volunteering to the Company all pertinent information and turning over to the Company all relevant 
documents which are or may come into your possession). Following your employment with the Company, the Company shall reimburse you for all 
reasonable out-of-pocket travel expenses incurred by you in rendering such services that are approved by the Company.
 
Representations. You herby represent and warrant to the Company that the execution, delivery and performance of this ofoer letter by you do not and shall 
not conflict with, breach, violate or cause a default under any contract, agreement, instrument, order, judgment or decree to which you are a party or by 
which you are bound. 
 
Entire Agreement. This letter constitutes the entire agreement and understanding between you and the Company with respect to the subject matter hereof 
and terminates or supersedes any and all prior agreements, understandings and representations, whether written or oral, by or between you and the 
Company which may have related to the subject matter hereof in any way, any of which are hereby terminated and cancelled and of no further force or 
effect without the payment or any consideration by or to either you or the Company. 
 
Amendment. The provisions of this letter may be amended or waived only with the prior written consent of the Company and you, and no course of 
conduct or course of dealing or failure or delay by you or the Company in enforcing or exercising any of the provisions of this letter shall affect the 
validity, binding effect or enforceability of the letter or be deemed to be an implied waiver of any similar or dissimilar requirement, provision or condition 
of this letter at the same or any prior subsequent time. 
 
Farrell, I look forward to working with you and believe you could make a significant impact as part of the Trevi team. Please indicate your acceptance of 
this letter of employment by signing a copy of this offer letter and returning it to us by August 31, 2020. As always, I’m happy to discuss any of the terms 
or share any of the compensation data behind our offer. 
 
Sincerely,
 
/s/ Yann Mazabraud
CCO & Head of International
 
 
The foregoing correctly sets forth the terms of my at-will employment with Trevi. I am not relying on any representations other than those set forth above. 
 
 
/s/ Farrell Simon 	                                                                           Date: August 28, 2020
 
 



 

 

Exhibit 31.1

CERTIFICATION PURSUANT TO RULES 13a-14(a) OR 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934, AS ADOPTED 
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Jennifer L. Good, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Trevi Therapeutics, 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(s) 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(s) 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: May 5, 2026   By:  /s/ Jennifer L. Good
       Jennifer L. Good
 

     
President and Chief Executive Officer
(Principal Executive Officer)

 



 

 

Exhibit 31.2

CERTIFICATION PURSUANT TO RULES 13a-14(a) OR 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934, AS ADOPTED 
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, David C. Hastings, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Trevi Therapeutics, 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(s) 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(s) 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: May 5, 2026   By:  /s/ David C. Hastings
       David C. Hastings
 

     
Chief Financial Officer
(Principal Financial Officer)

 



Exhibit 32.1

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report on Form 10-Q of Trevi Therapeutics, Inc. (the “Company”) for the period ended March 31, 2026, as filed 
with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned, Jennifer L. Good, President and Chief Executive Officer 
of the Company, hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to her 
knowledge:

(1) the Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

(2) the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the 
Company.

 
         
Date: May 5, 2026  By:  /s/ Jennifer L. Good
      Jennifer L. Good
 

    
President and Chief Executive Officer
(Principal Executive Officer)

 



Exhibit 32.2

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report on Form 10-Q of Trevi Therapeutics, Inc. (the “Company”) for the period ended March 31, 2026, as filed 
with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned, David C. Hastings, Chief Financial Officer of the 
Company, hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to his 
knowledge:

(1) the Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

(2) the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the 
Company.

 
         
Date: May 5, 2026  By:  /s/ David C. Hastings
      David C. Hastings
 

    
Chief Financial Officer
(Principal Financial Officer)

 




