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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q

(Mark One)

☒ QUARTERLY REPORT PURSUANT TO SECTION  13 OR 15(d)  OF THE SECURITIES EXCHANGE ACT OF 1934 For the fiscal quarter ended

September 30, 2023 March 31, 2024

or

☐TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934 For the transition period from to

Commission File Number: 001-39724

LIQUIDIA CORPORATION

(Exact Name of Registrant as Specified in Its Charter)

Delaware     85-1710962

(State or Other Jurisdiction of Incorporation or Organization) (I.R.S. Employer Identification No.)

419 Davis Drive, Suite 100

Morrisville, North Carolina     27560

(Address of Principal Executive Offices) (Zip Code)

Registrant’s telephone number, including area code: (919) 328-4400

N/A

(Former name, former address and former fiscal year, if changed since last report)

Securities registered pursuant to Section 12(b) of the Act:

Title of each class Trading Symbol(s) Name of each exchange on which registered

Common stock, $0.001 par value per share LQDA The Nasdaq Stock Market LLC

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934

during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing

requirements for the past 90 days. Yes ☒ No ☐

Indicate by check mark whether the registrant has submitted electronically every Interactive Data File required to be submitted pursuant to Rule 405 of

Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant was required to submit such files).

Yes ☒ No ☐

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

emerging growth company. See the definitions of “large accelerated filer,” “accelerated filer,” “smaller reporting company” and “emerging growth company” in

Rule 12b-2 of the Exchange Act.

Large Accelerated Filer ☐ Accelerated Filer ☐ Non-accelerated Filer ☒ Smaller Reporting Company ☒

Emerging Growth Company ☒☐
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If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or

revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act ☒☐

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Act). Yes ☐ No ☒

As of November 1, 2023 May 2, 2024, there were 64,905,495 76,382,718 shares of the registrant’s common stock outstanding.
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This Quarterly Report on Form 10-Q, or this Quarterly Report, includes our trademarks, trade names and service marks, such as Liquidia,

the Liquidia logo, YUTREPIA and PRINT, or Particle Replication In Non-wetting Templates, which are protected under applicable intellectual

property laws and are the property of Liquidia Technologies, Inc. This Quarterly Report also contains trademarks, trade names and service
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marks of other companies, which are the property of their respective owners. Solely for convenience, trademarks, trade names and service

marks referred to in this Quarterly Report may appear without the ®, ™ or SM symbols, but such references are not intended to indicate, in

any way, that we will not assert, to the fullest extent under applicable law, our rights or the right of the applicable licensor to these

trademarks, trade names and service marks. We do not intend our use or display of other parties’ trademarks, trade names or service marks

to imply, and such use or display should not be construed to imply, a relationship with, or endorsement or sponsorship of us by, these other

parties.
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Cautionary Note Regarding Forward-Looking Statements

This Quarterly Report on Form 10-Q contains forward-looking statements. All statements other than statements of historical facts contained

in this Quarterly Report may be forward-looking statements. The forward-looking statements are contained principally in the sections entitled

“Risk Factors,” and “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” but are also contained

elsewhere in this Quarterly Report. In some cases, you can identify forward-looking statements by terms such as “may,” “might,” “will,”

“should,” “expects,” “plans,” “anticipates,” “could,” “would,” “intends,” “targets,” “projects,” “contemplates,” “believes,” “estimates,” “predicts,”

“potential” or “continue” or the negative of these terms or other similar expressions. Forward-looking statements involve known and unknown

risks, uncertainties and other important factors that may cause our actual results, performance or achievements to be materially different

from any future results, performance or achievements expressed or implied by the forward-looking statements. Forward-looking statements

include, but are not limited to, statements about:

● those identified and disclosed in our public filings with the U.S. Securities and Exchange Commission (“SEC”) including, but not
limited to (i) the timing of and our ability to obtain and maintain regulatory approvals for our product candidates, including
YUTREPIA, the potential for, and timing regarding, eventual final approval by the United States Food and Drug Administration (the
“FDA”) FDA (as defined below) of and our ability to commercially launch YUTREPIA, including the potential impact of regulatory
review, approval, and exclusivity developments which may occur for competitors; (ii) competitors, and the scope of any such
approvals and the indications for which we receive approval;

● the timeline or outcome related to our patent litigation with United Therapeutics Corporation (“United Therapeutics”) that was filed in
the U.S. District Court for the District of Delaware, the inter partes reviews with the Patent Trial and Appeal Board of the U.S. Patent
and Trademark Office, our trade secret litigation with United Therapeutics that was filed in the Superior Court for Durham County,
North Carolina, including any related appeals, the lawsuit filed by United Therapeutics against the FDA in the U.S. District Court for
the District of Columbia, or any future litigation with United Therapeutics or any other third party; (iii) party, including any related
rehearings or appeals;

● the timing and our business partners’ ability to obtain and maintain regulatory approval clearance for the infusion pump that we are
developing with Sandoz Inc. (“Sandoz”) (as defined below) and Mainbridge Health Partners, LLC (“Mainbridge”) (as defined below);
(iv)

● the timing and our ability to obtain and maintain regulatory approval for L606, an investigational, liposomal formulation of treprostinil
that we licensed from Pharmosa Biopharm Inc. (“Pharmosa”) (as defined below);

● and (v) our ability to continue operations as a going concern without obtaining additional funding;
● our expectations regarding the size of the patient populations, for, market acceptance and opportunity for those drug products that

we commercialize in collaboration with third parties, including Sandoz’s first-to-file fully substitutable generic treprostinil injection;
● the availability and market acceptance of medical devices and components of medical devices used to administer our drug products

and drug products that we commercialize with third parties, including Smiths Medical’s CADD-MS 3 infusion pump, the RG 3ml
Medication Cartridge that we developed in collaboration with Chengdu Shifeng Medical Technologies LTD. used for the
subcutaneous administration of Sandoz’s generic treprostinil injection, Smiths Medical’s CADD Legacy and CADD-Solis infusion
pumps used for the intravenous administration of Sandoz’s generic treprostinil injection, the infusion pump that we are developing
with Sandoz and Mainbridge for the subcutaneous administration of Sandoz’s generic treprostinil injection, Plastiape’s RS00 Model
8 dry powder inhaler, which we plan to use for the administration of YUTREPIA, and any devices used for the administration of
L606;

● our ability to draw down on our financing facility with Healthcare Royalty Partners IV, L.P. (“HCR”) HCR (as defined below) and our
ability to satisfy the covenants contained in the Revenue Interest Financing Agreement with HCR (the “RIFA”) RIFA (as defined
below);

● our ability to retain, attract and hire key personnel;
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● prevailing economic, market and business conditions;
● our ability to predict, foresee, and effectively address or mitigate future developments resulting from health epidemics, such as the

COVID-19 pandemic, or other global shutdowns, which could include a negative impact on the availability of key personnel, the
temporary closure of our facility or the facilities of our business partners, suppliers, third-party service providers or other vendors, or
delays in payments or purchasing decisions, or the interruption of domestic and global supply chains, the economy and capital or
financial markets;

● the cost and availability of capital and any restrictions imposed by lenders or creditors;
● changes in the industry in which we operate;
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● the failure to renew, or the revocation of, any license or other required permits;
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● unexpected charges or unexpected liabilities arising from a change in accounting policies, including any such changes by third
parties with whom we collaborate and from whom we receive a portion of their net profits, or the effects of acquisition accounting
varying from our expectations;

● the risk that the credit ratings of our company or our subsidiaries may be different from what the companies expect, which may
increase borrowing costs and/or make it more difficult for us to pay or refinance our debts and require us to borrow or divert cash
flow from operations in order to service debt payments;

● fluctuations in interest rates;
● adverse outcomes of pending or threatened litigation or governmental investigations, including our patent ongoing litigation

with involving United Therapeutics and the litigation arising from United Therapeutics’ claim that we and a former employee
misappropriated trade secrets from United Therapeutics FDA and any future litigation with United Therapeutics, the FDA or any
other third party;

● the effects on our company or our subsidiaries of future regulatory developments or legislative actions, including changes in
healthcare, environmental and other laws and regulations to which we are subject;

● conduct of and changing circumstances related to third-party relationships on which we rely, including the level of credit worthiness
of counterparties;

● the volatility and unpredictability of the stock market and credit market conditions;
● conditions beyond our control, such as natural disasters, global pandemics (including COVID-19), or acts of war or terrorism;
● variations between the stated assumptions on which forward-looking statements are based and our actual experience;
● other legislative, regulatory, economic, business, and/or competitive factors;
● our plans to develop and commercialize our product candidates;
● our planned clinical trials for our product candidates;
● the timing of the availability of data from our clinical trials;
● the timing and related contents of our planned regulatory filings; filings and/or applications;
● the timing of and our ability to obtain and maintain regulatory approvals for our product candidates;
● the clinical utility of our product candidates and their potential advantages compared to other treatments;
● our commercialization, marketing and distribution capabilities and strategy;
● our ability to establish and maintain arrangements for the manufacture of our product candidates and the ability and sufficiency of

our current manufacturing facilities to produce development and commercial quantities of our product candidates;
● our ability to establish and maintain collaborations;
● our estimates regarding the market opportunities for our product candidates;
● our intellectual property position and the duration of our patent rights;
● fluctuations in the trading price of our common stock;
● our estimates regarding future expenses, capital requirements and needs for additional financing; and
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● our expected use of proceeds from prior public offerings and the period over which such proceeds, together with our available cash,
will be sufficient to meet our operating needs.

You should refer to the “Risk Factors” section of this Quarterly Report on Form 10-Q for a discussion of important factors that may cause

our actual results to differ materially from those expressed or implied by our forward-looking statements. The forward-looking statements

in this Quarterly Report on Form 10-Q are only predictions, and we may not actually achieve the plans, intentions or expectations

included in our forward-looking statements. We have based these forward-looking statements largely on our current expectations and

projections about future events and financial trends that we believe may affect our business, financial condition and results of operations.

Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified,

you should not rely on these forward-looking statements as predictions of future events. The events and circumstances reflected in our

forward-looking statements may not be achieved or occur and actual results could differ materially from those projected in the forward-

looking statements.

These forward-looking statements speak only as of the date of this Quarterly Report on Form 10-Q. While we may elect to update these

forward-looking statements at some point in the future, we have no current intention of doing so
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except to the extent required by applicable law. You should therefore not rely on these forward-looking statements as representing our

views as of any date subsequent to the date of this Quarterly Report on Form 10-Q.

Unless the context otherwise requires, references in this Quarterly Report on Form 10-Q to “we,” “us”, “our”, “Liquidia” and the

“Company” refer to Liquidia Corporation, a Delaware corporation, and unless specified otherwise, include our wholly owned subsidiaries,

Liquidia Technologies, Inc., a Delaware corporation, or Liquidia Technologies, and Liquidia PAH, LLC (formerly known as RareGen, LLC,

or RareGen), a Delaware limited liability company, or Liquidia PAH.
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PART I. FINANCIAL INFORMATION

Item 1. Condensed Financial Statements

Liquidia Corporation

Condensed Consolidated Balance Sheets (unaudited)

(in thousands, except share and per share data)

September 30,  December 31,  March 31,  December 31, 

     2023      2022      2024      2023
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Assets                  

Current assets:                  

Cash and cash equivalents $ 76,225 $ 93,283 $ 157,858 $ 83,679

Accounts receivable, net 3,338 5,017 2,570 4,061

Inventory 3,517 —

Prepaid expenses and other current assets   3,417   1,511   3,991   2,159

Total current assets   82,980   99,811   167,936   89,899

Property, plant and equipment, net   4,400   4,151   5,576   4,480

Operating lease right-of-use assets, net   1,812   2,101   1,591   1,704

Indemnification asset, related party 6,706 6,595 6,712 6,707

Contract acquisition costs, net 8,062 8,604 7,798 7,922

Intangible asset, net 3,491 3,726 3,376 3,430

Goodwill 3,903 3,903 3,903 3,903

Other assets   287   307   224   287

Total assets $ 111,641 $ 129,198 $ 197,116 $ 118,332

Liabilities and stockholders’ equity              

Current liabilities:              

Accounts payable $ 1,812 $ 2,197 $ 2,490 $ 1,396

Accrued expenses and other current liabilities 6,624 5,522 14,068 13,400

Revenue interest financing payable, current 2,615 — 4,153 2,615

Operating lease liabilities, current   999   900

Finance lease liabilities, current   106   181

Operating and finance lease liabilities, current   1,214   1,139

Total current liabilities   12,156   8,800   21,925   18,550

Litigation finance payable 6,703 6,594 6,710 6,707

Revenue interest financing payable, noncurrent 42,112 — 80,205 43,418

Operating lease liabilities, noncurrent   2,573   3,332

Finance lease liabilities, noncurrent   91   171

Long-term debt   —   19,879

Operating and finance lease liabilities, noncurrent   2,016   2,364

Total liabilities   63,635   38,776   110,856   71,039

Commitments and contingencies (Note 13)              

Stockholders’ equity:              

Preferred stock — 10,000,000 shares authorized, none outstanding   —   —   —   —

Common stock — $0.001 par value, 100,000,000 and 80,000,000

shares authorized as of September 30, 2023 and December 31,

2022, respectively, 64,899,295 and 64,517,912 shares issued and

outstanding as of September 30, 2023 and December 31, 2022,

respectively   65   64

Common stock — $0.001 par value, 100,000,000 shares authorized

as of March 31, 2024 and December 31, 2023 76,287,415 and

68,629,575 shares issued and outstanding as of March 31, 2024 and

December 31, 2023, respectively   76   69

Additional paid-in capital   449,589   440,954   556,210   476,322

Accumulated deficit   (401,648)   (350,596)   (470,026)   (429,098)

Total stockholders’ equity   48,006   90,422   86,260   47,293

Total liabilities and stockholders’ equity $ 111,641 $ 129,198 $ 197,116 $ 118,332

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

Condensed Consolidated Statements of Operations and Comprehensive Loss (unaudited)

(in thousands, except share and per share data)

Three Months Ended Nine Months Ended

Three Months Ended September 30,  Nine Months Ended September 30,  Three Months Ended March 31, 

2023 2022 2023 2022 2024 2023

Revenue     $ 3,678      $ 3,165     $ 12,957      $ 10,575     $ 2,972     $ 4,493

Costs and expenses:                     

Cost of revenue   570   740   1,895   2,165   1,467   654

Research and development   7,440   4,512   30,413   14,459   10,057   5,278

General and administrative   10,559   6,744   27,597   26,224   20,249   7,793

Total costs and expenses   18,569   11,996   59,905   42,848   31,773   13,725

Loss from operations   (14,891)   (8,831)   (46,948)   (32,273)   (28,801)   (9,232)

Other income (expense):                     

Interest income   862   359   2,518   428   1,880   922

Interest expense   (1,761)   (620)   (4,311)   (1,640)   (2,524)   (1,124)

Loss on extinguishment of debt   —   —   (2,311)   (997)   (11,483)   (2,311)

Total other expense, net   (899)   (261)   (4,104)   (2,209)   (12,127)   (2,513)

Net loss and comprehensive loss $ (15,790) $ (9,092) $ (51,052) $ (34,482) $ (40,928) $ (11,745)

Net loss per common share, basic

and diluted $ (0.24) $ (0.14) $ (0.79) $ (0.58) $ (0.54) $ (0.18)

Weighted average common shares

outstanding, basic and diluted 64,857,508 64,458,741 64,767,893 59,745,042 75,393,907 64,656,424

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

Condensed Consolidated Statements of Stockholders’ Equity (unaudited)

(in thousands, except shares amounts)
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Common Common Additional Total Common Common Additional Total

Stock Stock Paid in Accumulated Stockholders’ Stock Stock Paid in Accumulated Stockholders’

     Shares      Amount      Capital      Deficit      Equity      Shares      Amount      Capital      Deficit      Equity

Balance as of

December 31, 2022   64,517,912 $ 64 $ 440,954 $ (350,596) $ 90,422

Balance as of

December 31, 2023   68,629,575 $ 69 $ 476,322 $ (429,098) $ 47,293

Issuance of common

stock upon exercise

of stock options   21,447   —   79   —   79   23,247   —   99   —   99

Issuance of common

stock upon vesting of

restricted stock units   89,804   1   (1)   —   —   383,133   —   —   —   —

Issuance of common

stock under

employee stock

purchase plan 81,281   —   335   — 335 67,982   —   404   — 404

Issuance of common

stock upon exercise

of warrants   946   —   —   —   —

Sale of common

stock, net 7,182,532   7   74,861   —   74,868

Stock-based

compensation   —   —   2,552   —   2,552   —   —   4,524   —   4,524

Net loss   —   —   —   (11,745)   (11,745)  —   —   —   (40,928)   (40,928)

Balance as of

March 31, 2023   64,710,444 $ 65 $ 443,919 $ (362,341) $ 81,643

Issuance of common

stock upon exercise

of stock options   10,173   —   32   —   32

Issuance of common

stock upon vesting of

restricted stock units 19,765   —   —   — —

Stock-based

compensation   —   —   2,499   —   2,499

Net loss   —   —   —   (23,517)   (23,517)

Balance as of June

30, 2023   64,740,382 $ 65 $ 446,450 $ (385,858) $ 60,657

Issuance of common

stock upon exercise

of stock options   79,506   —   304   —   304

Issuance of common

stock upon vesting of

restricted stock units 19,766   —   —   — —

Issuance of common

stock under

employee stock

purchase plan 59,641   —   348   — 348

Stock-based

compensation   —   —   2,487   —   2,487

Net loss   —   —   —   (15,790)   (15,790)

Balance as of

September 30, 2023   64,899,295 $ 65 $ 449,589 $ (401,648) $ 48,006

Balance as of

March 31, 2024   76,287,415 $ 76 $ 556,210 $ (470,026) $ 86,260
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  Common Common Additional Total   Common Common Additional Total

  Stock Stock Paid in Accumulated Stockholders’  Stock Stock Paid in Accumulated Stockholders’

      Shares      Amount      Capital      Deficit      Equity       Shares      Amount      Capital      Deficit      Equity

Balance as of

December 31, 2021 52,287,737 $ 52 $ 374,794 $ (309,581) $ 65,265

Issuance of

common stock upon

exercise of stock

options 143,048   —   593   —   593

Issuance of

common stock upon

vesting of restricted

stock units 1,690   —   —   —   —

Issuance of

common stock

under employee

stock purchase plan 5,017   —   28   — 28

Issuance of warrant —   —   1,317   —   1,317

Equity consideration

for acquisition 616,666   1   (1)   —   —

Stock-based

compensation —   —   4,129   —   4,129

Net loss —   —   —   (15,943)   (15,943)

Balance as of

March 31, 2022 53,054,158 $ 53 $ 380,860 $ (325,524) $ 55,389

Issuance of

common stock upon

exercise of stock

options 364   —   1   —   1

Issuance of

common stock upon

vesting of restricted

stock units 17,496   —   —   — —

Sale of common

stock, net 11,274,510   11   54,450   — 54,461

Stock-based

compensation —   —   1,703   —   1,703

Net loss —   —   —   (9,447)   (9,447)

Balance as of

June 30, 2022 64,346,528 $ 64 $ 437,014 $ (334,971) $ 102,107

Balance as of

December 31, 2022 64,517,912 $ 64 $ 440,954 $ (350,596) $ 90,422

Issuance of

common stock upon

exercise of stock

options 49,440   —   141   —   141 21,447   —   79   —   79

Issuance of

common stock upon

vesting of restricted

stock units 17,502   —   —   — — 89,804   1   (1)   —   —
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Issuance of

common stock

under employee

stock purchase plan 46,924   —   230   — 230 81,281   —   335   — 335

Stock-based

compensation —   —   1,648   —   1,648 —   —   2,552   —   2,552

Net loss —   —   —   (9,092)   (9,092) —   —   —   (11,745)   (11,745)

Balance as of

September 30,

2022 64,460,394 $ 64 $ 439,033 $ (344,063) $ 95,034

Balance as of

March 31, 2023 64,710,444 $ 65 $ 443,919 $ (362,341) $ 81,643

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

Condensed Consolidated Statements of Cash Flows (unaudited)

(in thousands)

Nine Months Ended September 30, 

     2023      2022

Operating activities      

Net loss $ (51,052) $ (34,482)

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

Acquired in-process research and development   10,000   —

Stock-based compensation   7,538   7,480

Depreciation and amortization   1,672   3,081

Non-cash lease expense   289   226

Loss (gain) on disposal of property and equipment (2) 1

Loss on extinguishment of debt   2,311   997

Accretion and non-cash interest expense 4,133   222

Changes in operating assets and liabilities:    

Accounts receivable, net   1,679   (146)

Prepaid expenses and other current assets   (2,056)   (810)

Other noncurrent assets   20   4

Accounts payable   (556)   (203)

Accrued expenses and other current liabilities   1,102   215

Operating lease liabilities   (660)   (570)

Net cash used in operating activities   (25,582)   (23,985)

Investing activities       

Purchase of in-process research and development (10,000) —

Purchases of property, plant and equipment   (1,084)   (101)

Proceeds from the sale of property, plant and equipment   2   5
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Net cash used in investing activities   (11,082)   (96)

Financing activities       

Proceeds from revenue interest financing, net   41,744   —

Principal payments on long-term debt   (20,000)   (10,500)

Payments for debt prepayment and extinguishment costs   (2,190)   —

Payments on revenue interest financing liability   (1,000)   —

Proceeds from issuance of long-term debt with warrants, net   —   19,767

Principal payments on finance leases   (155)   (235)

Receipts from litigation financing 109 421

Proceeds from sale of common stock, net of underwriting fees and commissions   — 54,461

Proceeds from issuance of common stock under stock incentive plans   1,098   993

Net cash provided by financing activities   19,606   64,907

Net increase (decrease) in cash and cash equivalents   (17,058)   40,826

Cash and cash equivalents, beginning of period   93,283   57,494

Cash and cash equivalents, end of period $ 76,225 $ 98,320

Supplemental disclosure of cash flow information       

Cash paid for interest $ 360 $ 1,105

Cash paid for operating lease liabilities $ 956 $ 928

Non-cash increase in indemnification asset through accounts payable $ 111 $ 273

Three Months Ended March 31, 

     2024      2023

Operating activities      

Net loss $ (40,928) $ (11,745)

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

Stock-based compensation   4,524   2,552

Depreciation and amortization   489   569

Non-cash lease expense   113   91

Loss (gain) on disposal of property and equipment 3 (2)

Loss on extinguishment of debt   11,483   2,311

Accretion and non-cash interest expense 2,521   953

Changes in operating assets and liabilities:    

Accounts receivable, net   1,491   886

Inventory   (3,517)   —

Prepaid expenses and other current assets   (1,832)   214

Other noncurrent assets   63   —

Accounts payable   303   (1,495)

Accrued expenses and other current liabilities   668   (2,577)

Operating lease liabilities   (247)   (214)

Net cash used in operating activities   (24,866)   (8,457)

Investing activities       

Purchases of property, plant and equipment   (624)   (366)

Proceeds from the sale of property, plant and equipment   —   2

Net cash used in investing activities   (624)   (364)

Financing activities       

Proceeds from revenue interest financing, net   24,975   31,814

Principal payments on long-term debt   —   (20,000)

Payments for debt prepayment and extinguishment costs   —   (2,190)

Payments on revenue interest financing liability   (654)   —

Principal payments on finance leases   (26)   (105)

Receipts from litigation financing 3 17

Proceeds from sale of common stock, net of issuance costs   74,868 —

Proceeds from issuance of common stock under stock incentive plans   503   414

Net cash provided by financing activities   99,669   9,950

Net increase in cash and cash equivalents   74,179   1,129
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Cash and cash equivalents, beginning of period   83,679   93,283

Cash and cash equivalents, end of period $ 157,858 $ 94,412

Supplemental disclosure of cash flow information       

Cash paid for interest $ — $ 360

Cash paid for operating lease liabilities $ 328 $ 319

Non-cash increase in property, plant and equipment through accounts payable $ 786 $ 122

Non-cash increase in indemnification asset through accounts payable $ 5 $ 17

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

Notes to Condensed Consolidated Financial Statements (unaudited)

(tabular dollars in thousands)

1. Business

Description of the Business

We are a biopharmaceutical company focused on the development, manufacture, and commercialization of products that address unmet

patient needs, with current focus directed towards the treatment of rare cardiopulmonary diseases such as pulmonary arterial hypertension

(“PAH”) and pulmonary hypertension associated with interstitial lung disease (“PH” PH-ILD”). We operate through our wholly owned

operating subsidiaries, Liquidia Technologies, Inc. (“Liquidia Technologies”) and Liquidia PAH, LLC (“Liquidia PAH”), formerly known as

RareGen, LLC (“RareGen”).

We currently generate revenue pursuant to a promotion agreement between Liquidia PAH and Sandoz Inc. (“Sandoz”), dated as of August 1,

2018, as amended (the “Promotion Agreement”), sharing profit derived from the sale of Sandoz’s substitutable generic treprostinil injection

(“Treprostinil Injection”) in the United States. Liquidia PAH has the exclusive rights to conduct commercial activities to encourage the

appropriate use of Treprostinil Injection. We employ a targeted sales force calling on physicians and hospital pharmacies involved in the

treatment of pulmonary arterial hypertension (“PAH”) PAH and PH-ILD in the United States, as well as key stakeholders involved in the

distribution and reimbursement of Treprostinil Injection. Strategically, we believe that medicines to treat these patients. We established our

commercial presence in the field will enable an efficient base to expand from for support Treprostinil Injection and have since expanded our

presence to support the potential launch of YUTREPIA upon final approval, leveraging existing relationships and further validating our

reputation as a company committed to supporting PAH  and PH-ILD patients.

We conduct research, development and manufacturing of novel products by applying our subject matter expertise in cardiopulmonary

diseases and our proprietary PRINT® technology, a particle engineering platform, to enable precise production of uniform drug particles

designed to improve the safety, efficacy and performance of a wide range of therapies. Through development of our own products and

research with third parties, we have experience applying PRINT across multiple routes of administration and drug payloads including inhaled

therapies, vaccines, biologics, nucleic acids and ophthalmic implants, among others.

Our lead product candidate is YUTREPIA for the treatment of PAH. PAH and PH-ILD. YUTREPIA is an inhaled dry powder formulation of

treprostinil designed with PRINT to improve the therapeutic profile of treprostinil by enhancing deep lung delivery while using a convenient,

low resistance effort dry-powder inhaler (“DPI”) and by achieving higher dose levels than the labeled doses of current inhaled therapies.

The In November 2021, the United States Food and Drug Administration (“FDA”) tentatively approved our New Drug Application (“NDA”) for
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YUTREPIA for the treatment of PAH in November 2021. The FDA also confirmed that the clinical data in the NDA would support our pursuit

of an amendment to our NDA to treat patients with pulmonary hypertension and interstitial lung disease (PH-ILD) upon the expiration of

regulatory exclusivity in March 2024. We PAH. In July 2023, we filed an amendment to our NDA to include add PH-ILD as a labelled 

indication on July 24, 2023. The to the label for YUTREPIA. We are currently awaiting final action by the FDA accepted the amendment with 

respect to our NDA and has set a Prescription Drug User Fee Act (PDUFA) goal date of January 24, 2024.NDA.

We are also developing L606, an investigational, liposomal formulation of treprostinil administered twice-daily with a short-duration next-

generation nebulizer, which we licensed from Pharmosa. L606 is currently being evaluated in an open-label study in the United States for 

treatment of PAH and PH-ILD with a planned pivotal study for the treatment of PH-ILD.

Risks and Uncertainties

We are subject to risks and uncertainties common to companies in the biotechnology industry, including, but not limited to, development by

competitors of new technological innovations, dependence on third parties and key personnel, protection of proprietary technology,

compliance with government regulations, and the ability to secure additional capital to fund operations.
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The current global macro-economic environment is volatile, which may result in supply chain constraints and elevated rates of inflation. In

addition, we operate in a dynamic and highly competitive industry and believe that changes in any of the following areas could have a

material adverse effect on our future financial position, results of operations, or cash
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flows: the ability to obtain future financing; advances and trends in new technologies and industry standards; results of clinical trials;

regulatory approval and market acceptance of our products; development of sales channels; certain strategic relationships; litigation or

claims against our us related to intellectual property, product, regulatory, or other matters; and our ability to attract and retain employees

necessary to support our growth.

Product candidates we develop require approval from the FDA and/or other international regulatory agencies prior to commercial sales.

There can be no assurance that our product candidates will receive the necessary approvals. approvals or, if we do, the indications for which

our products will be approved. If we are denied approval, approval is delayed, approval is for less than all of the indications we are seeking,

or we are unable to maintain approval, it could have a material adverse impact on our business, financial position and results of operations.

We rely on single source manufacturers and suppliers for the supply of our product candidates, adding to the manufacturing risks we face. In

the event of any failure by a supplier, we could be left without backup facilities. Any disruption from these manufacturers or suppliers could

have a negative impact on our business, financial position and results of operations.

Liquidity

In accordance with Accounting Standards Update (“ASU”) 2014-15, Disclosure of Uncertainties about an Entity’s Ability to Continue as a

Going Concern (Subtopic 205-40), we have evaluated whether there are conditions and events, considered in the aggregate, that raise

substantial doubt about our ability to continue as a going concern within one year after the date that the condensed consolidated financial
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statements are issued. We have financed our growth and operations through a combination of funds generated from revenues, the issuance

of convertible preferred stock and common stock, bank borrowings, bank borrowings with warrants, the issuance of convertible notes and

warrants, and revenue interest financing. Since inception, we have incurred recurring losses, including a net loss of $40.9 million for the

three months ended March 31, 2024. As of March 31, 2024, we had an accumulated deficit of $470.0 million.

We expect to incur significant expenses and operating losses for the foreseeable future as we conduct clinical development of product

candidates and seek regulatory approval and prepare for commercialization of any approved product candidates. These efforts require

significant amounts of capital, adequate personnel and infrastructure, and extensive compliance-reporting capabilities. Even if our

development efforts are successful, it is uncertain when, if ever, we will realize significant revenue from product sales. Additionally, the

Revenue Interest Financing Agreement with HealthCare Royalty Partners IV, L.P. (“HCR”) dated January 9, 2023, as amended (the “RIFA”)

contains fixed quarterly payments and minimum cash covenants that require us to maintain cash and cash equivalents in an amount at least

equal to $7.5 million during the calendar year beginning on January 1, 2024 and at least equal to $15.0 million for the remainder of the

payment term after the calendar year ended December 31, 2024.

Our future funding requirements will be heavily determined by the timing of the potential commercialization of YUTREPIA and the resources

needed to support development of our product candidates. We may require additional capital to fund operations as well as to pursue in-

licenses or acquisitions of other product candidates. If we determine we require but are unable to obtain additional funding, we could be

required to delay, reduce, or eliminate research and development programs, product portfolio expansion, or future commercialization efforts,

which could adversely affect our business prospects, or we may be unable to continue operations.

Although we expect to continue to generate operating losses for the foreseeable future, we believe that based on our current operating plan,

excluding any future YUTREPIA product revenue, our cash and cash equivalents will be sufficient to fund operations, capital expenditures,

and RIFA quarterly fixed payment requirements and allow us to remain in compliance with our minimum cash covenants pursuant to the

RIFA for at least twelve months from the issuance date of these condensed consolidated financial statements. If we have not received full

FDA approval for both PAH and PH-ILD and begun product sales of YUTREPIA or are unable to access additional capital by the date of

issuance of our second quarter 2024 financial statements, there could be substantial doubt about our ability to continue as a going concern

as of that date. We have based this estimate on assumptions that may prove to be wrong, and we could utilize our available capital

resources sooner than we currently expect.
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2. Basis of Presentation, Significant Accounting Policies and Fair Value Measurements

Basis of Presentation

The unaudited interim condensed consolidated financial statements as of September 30, 2023 March 31, 2024 and for the three and nine

months ended September 30,  2023 March 31,  2024 and 2022 2023 have been prepared pursuant to the rules  and regulations of the

Securities and Exchange Commission (SEC) (the “SEC”) for interim financial reporting. These condensed consolidated financial statements

are unaudited and, in the opinion of management, include all adjustments (consisting only of normal recurring adjustments and accruals)

necessary for a fair statement of the results for the periods presented in accordance with accounting principles generally accepted in the

United States of America (“GAAP”). The year-end condensed consolidated balance sheet data was derived from our audited consolidated

financial statements but does not include all disclosures required by GAAP. Operating results for the three and nine months ended

September 30, 2023 and 2022 March 31, 2024 are not necessarily indicative of the results that may be expected for the fiscal year ending

December 31, 2023 December 31, 2024. Certain information and footnote disclosures normally included in the annual consolidated financial

statements prepared in accordance with GAAP have been omitted in accordance with the SEC’s rules and regulations for interim reporting.

Certain amounts have been reclassified from the prior year presentation to conform to current presentation, specifically in relation to the
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balance sheet presentation of finance and operating leases. Our financial position, results of operations and cash flows are presented in

U.S. Dollars.

The accompanying unaudited condensed consolidated financial statements and related notes should be read in conjunction with our audited

consolidated financial statements for the year ended December 31, 2022 December 31, 2023, which are included in 2022 our 2023 Annual

Report on Form 10-K for the fiscal year ended December 31, 2022 December 31, 2023 (the “2022 “2023 Annual Report on Form 10-K”).

Going Concern

In accordance with Accounting Standards Update (“ASU”) 2014-15, Disclosure of Uncertainties about an Entity’s Ability to Continue as a

Going Concern (Subtopic 205-40), we have evaluated whether there are conditions and events, considered in the aggregate, that raise

substantial doubt about our ability to continue as a going concern within one year after the date that the condensed consolidated financial

statements are issued.

Since inception, we have incurred recurring losses, including a net loss of $51.1 million for the nine months ended September 30, 2023 and

we had an accumulated deficit of $401.6 million as of September 30, 2023. We expect to incur significant expenses and operating losses for

the foreseeable future as we seek regulatory approval and prepare for commercialization of any approved product candidates. These efforts

require significant amounts of capital, adequate personnel and infrastructure, and extensive compliance-reporting capabilities. Even if our

development efforts are successful, it is uncertain when, if ever, we will realize significant revenue from product sales. Additionally, the

Revenue Interest Financing Agreement with HealthCare Royalty Partners IV, L.P. (“HCR”) dated January 9, 2023, as
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amended (the “RIFA”) contains minimum cash covenants that requires us to maintain cash and cash equivalents in an amount at least equal

to $7.5 million during the calendar year beginning on January 1, 2024 and at least equal to $15.0 million for the remainder of the payment

term after the calendar year ended December 31, 2024. These conditions raise substantial doubt regarding our ability to continue as a going

concern within one year after the date these consolidated condensed financial statements are issued.

Our future funding requirements will be heavily determined by the timing of the potential commercialization of YUTREPIA and the resources

needed to support development of our product candidates. Based on our current plans, if we are unable to access the contingent Investment

Amounts from the RIFA (see Note 11) by the second quarter of 2024 we will require additional capital. We have based these estimates on

assumptions that may differ from actual results, and we could use our available resources sooner than expected. We may also require

additional capital to pursue in-licenses or acquisitions of other product candidates. If we are unable to obtain such funding, we could be

required to delay, reduce, or eliminate research and development programs, product portfolio expansion, or future commercialization efforts,

which could adversely affect our business prospects, or we may be unable to continue operations.

Use of Estimates

The preparation of financial statements in accordance with GAAP requires management 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 financial statements, as well

as the reported amounts of revenues and expenses during the period. These estimates are based on historical experience and various other

assumptions believed to be reasonable under the circumstances. We evaluate our estimates on an ongoing basis, including those related to

the valuation of stock-based awards, certain accruals, the revenue interest financing payable, and intangible and contract acquisition cost

amortization, and make changes to the estimates and related disclosures as our experience develops or new information becomes known.

Actual results will most likely differ from those estimates.

Segment Information

GAAP requires segmentation based on an entity’s internal organization and reporting of revenue and operating income based upon internal

accounting methods commonly referred to as the “management approach.” Operating segments are defined as components of an enterprise
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about which separate financial information is available that is evaluated regularly by the chief operating decision maker (CODM), or decision-

making group, in deciding how to allocate resources and in assessing performance. Our CODM is our Chief Executive Officer. We have

determined that we have one operating and reporting segment.

Summary of Significant Accounting Policies

Our significant accounting policies are disclosed in Note 2 of the consolidated financial statements for the  years ended December 31,

2022 December 31, 2023 and 2021, 2022, which are included in our 2022 2023 Annual Report on Form 10-K. There have been no material

changes to our significant accounting policies during the nine three months ended September 30, 2023 March 31, 2024.

Recent Accounting Pronouncements

From time to time, new accounting pronouncements are issued by the Financial Accounting Standards Board under its accounting standards

codifications (ASC) or other standard setting bodies and are adopted by us as of the specified effective date. For the nine three months

ended September 30, 2023 March 31, 2024, there were no newly adopted accounting pronouncements

12

Table of Contents

that had a material impact on our condensed consolidated financial statements. As of September 30, 2023 March 31, 2024, there are no

recently issued but not yet adopted accounting pronouncements that are expected to materially impact our condensed consolidated financial

statements.

Cash, Cash Equivalents, and Concentration of Credit Risk

We consider all highly liquid investments with a maturity of three months or less at the date of purchase to be cash equivalents.
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Financial instruments that potentially subject us to concentrations of credit risk consist of cash and cash equivalents. We are exposed to

credit risk, subject to federal deposit insurance, in the event of default by the financial institutions holding our cash and cash equivalents to

the extent of amounts recorded on the condensed consolidated balance sheet. As of December 31, 2022, all of our Our cash and cash

equivalents were are held with Silicon Valley Bank (“SVB”). Following the March 10, 2023 Federal Deposit Insurance Corporation takeover of

SVB, substantially all of our cash and cash equivalents have been moved to at multiple accredited financial institutions. We have not

experienced any losses on such accounts and do not believe that we are subject to unusual credit risk beyond the normal credit risk

associated with commercial banking relationships. Such deposits have exceeded and will continue to exceed federally insured limits.

Accounts Receivable

Accounts receivable are stated at net realizable value and net of an allowance for credit losses as of each balance sheet date, if applicable.

One customer accounted for 98% and 99% of our accounts receivable, net at September 30,  2023 March 31,  2024 and December

31, 2022 December 31, 2023, respectively. As of September 30, 2023 March 31, 2024 and December 31, 2022 December 31, 2023, we have

not recorded an allowance for credit losses.
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Prelaunch Inventory

We capitalize prelaunch inventory prior to receiving regulatory approval if regulatory approval and subsequent commercialization of a

product is probable and we also expect future economic benefit from the sales of the product to be realized. Prior to this conclusion, we

expense prelaunch inventory as research and development expense in the period incurred. For prelaunch inventory that is capitalized, we

consider a number of specific facts and circumstances, including the product’s historical shelf life, the product's current status in the

development and regulatory approval process, results from related clinical trials, results from meetings with relevant regulatory agencies

prior to the filing of regulatory applications, potential obstacles to the approval process, viability of commercialization and market trends. In

late 2023, based on our assessment of the legal and regulatory process related to YUTREPIA, we concluded that we met the criteria to

capitalize expenditures for prelaunch inventory. We capitalized $3.5 million of prelaunch inventory as of March 31, 2024 and none as of

December 31, 2023. We do not have an allowance for inventory obsolescence as of March 31, 2024. If either regulatory approval or market

acceptance post-approval of YUTREPIA do not occur at all or on a timely basis prior to the inventory shelf-life expiration,  we may be

required to write-off some or all prelaunch inventory, which could affect our financial condition and financial results.

Long-Lived Assets

We review long-lived assets, including definite-life intangible assets, for realizability on an ongoing basis. Changes in depreciation and

amortization, generally accelerated depreciation and variable amortization, are determined and recorded when estimates of the remaining

useful lives or residual values of long-term assets change. We also review for impairment when conditions exist that indicate the carrying

amount of the assets may not be fully recoverable. In those circumstances, we perform undiscounted operating cash flow analyses to

determine if an impairment exists. When testing for asset impairment, we group assets and liabilities at the lowest level for which cash

flows are separately identifiable. Any impairment loss is calculated as the excess of the asset’s carrying value over its estimated fair value.

Fair value is estimated based on the discounted cash flows for the asset group over the remaining useful life or based on the expected

cash proceeds for the asset less costs of disposal. Any impairment losses would be recorded in the consolidated statements of operations.

To date, no such impairments have occurred.
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Goodwill

We assess goodwill for impairment at least annually as of July 1 or whenever events or changes in circumstances indicate that the carrying

amount of such assets may not be recoverable. For example, significant and unanticipated changes or our inability to obtain or maintain

regulatory approvals for our product candidates, including the NDA for YUTREPIA, could trigger testing of our goodwill for impairment at an

interim date. We have one reporting unit. We have the option to first assess qualitative factors to determine whether events or

circumstances indicate it is more likely than not that the fair value of a reporting unit is greater than its carrying amount, in which case a

quantitative impairment test is not required.

Per ASC 350, Intangibles Goodwill and Other, the quantitative goodwill impairment test is performed by comparing the fair value of the

reporting unit with its carrying amount, including goodwill. If the fair value of the reporting unit exceeds its carrying amount, goodwill is not

impaired. An impairment loss is recognized for any excess of the carrying amount of the reporting unit’s goodwill over the fair value up to the

amount of goodwill allocated to the reporting unit. Income tax effects from any tax-deductible goodwill on the carrying amount of the

reporting unit are considered when measuring the goodwill impairment loss, if applicable.

As of September 30,  2023 March 31,  2024, we concluded there were no events or changes in circumstances which indicated that the

carrying amount of goodwill was not recoverable. We completed our annual impairment test as of July 1, 2023 and concluded that no

impairments had occurred.

Royalty Revenue Interest Financing Payable
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We recognized a liability related to amounts received in January 2023, and July 2023,  and January 2024 pursuant to the RIFA under ASC

470-10, Debt and ASC 835-30, Interest - Imputation of Interest.  Interest. The liability will be accreted under the effective interest
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method based upon the estimated amount of future payments to be made pursuant to the RIFA. The issuance costs were recorded as a

deduction to the carrying amount of the liability and will be amortized under the effective interest method over the estimated period in which

the liability will be repaid. If the timing or amounts of any estimated future revenue and related payments change, we will prospectively adjust

the effective interest and the related amortization of the liability and related issuance costs. A significant increase or decrease in these

estimates could materially impact the liability balance and related interest expense.Amendments are assessed under ASC 470 to determine

appropriate treatment as extinguishments or modifications.

Revenue Recognition

We recognize revenue in accordance with ASC 606, Revenue from Contracts with Customers (“ASC 606”). The core principle of ASC 606 is

that a company should recognize revenue to depict the transfer of promised goods or services to customers in an amount that reflects the

consideration to which the company expects to be entitled in exchange for those goods or services. The following five steps are applied to

achieve that core principle:

● Step 1: Identify the contract with the customer

● Step 2: Identify the performance obligations in the contract

● Step 3: Determine the transaction price

● Step 4: Allocate the transaction price to the performance obligations in the contract

● Step 5: Recognize revenue when the company satisfies a performance obligation

In order to identify the performance obligations in a contract with a customer, we assess the promised goods or services in the contract and

identify each promised good or service that is distinct.

If a good or service is not distinct, the good or service is combined with other promised goods or services until a bundle of goods or services

is identified that is distinct.
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The transaction price is the amount of consideration to which an entity expects to be entitled in exchange for transferring promised goods or

services to a customer. The consideration promised in a contract with a customer may include fixed amounts, variable amounts, or both.

Variable consideration is included in the transaction price only to the extent that it is probable that a significant reversal in the amount of

cumulative revenue recognized will not occur when the uncertainty associated with the variable consideration is subsequently resolved. We

evaluate any non-cash consideration, consideration payable to the customer, potential returns and refunds, and whether consideration

contains a significant financing element in determining the transaction price.
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Revenue is measured based on consideration specified in a contract with a customer. We recognize revenue when it satisfies a performance

obligation by transferring control over a service to a customer. The amount of revenue recognized reflects estimates for refunds and returns,

which are presented as a reduction of accounts receivable where the right of setoff exists.

Research and Development Expense

Research and development costs are expensed as incurred in accordance with ASC 730, Research and Development and include facility-

related costs related to research and development activities, direct costs from third parties, such as contract research organizations

(“CROs”), contract manufacturing organizations (CMOs”), and consultants, as well as employee-related expenses, including salaries,

benefits, and stock-based compensation. Research and development expenses also include costs of acquired product licenses and related

technology rights where there is no alternative future use.

14
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Accrued Research and Development Expenses

As part of the process of preparing the condensed consolidated financial statements, we are required to estimate accrued expenses. This

process involves reviewing quotations and contracts, identifying services that have been performed on our behalf and estimating the level of

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

cost. The majority of our service providers invoice us monthly in arrears for services performed or when contractual milestones are met. We

make estimates of our accrued expenses as of each balance sheet date in our condensed consolidated financial statements based on facts

and circumstances known to us at that time. We periodically confirm the accuracy of these estimates with the service providers and make

adjustments if necessary.

The significant estimates in our accrued research and development expenses are related to expenses incurred with respect to CROs, CMOs

and other vendors in connection with research and development and manufacturing activities. The financial terms of our agreements with

CROs and CMOs are subject to negotiation, vary from contract to contract and may result in uneven payment flows. There may be instances

in which payments made to our vendors will exceed the level of services provided and result in a prepayment of the applicable research and

development or manufacturing expense. In accruing service fees, we estimate the time period over which services will be performed and the

level of effort to be expended in each period. If the actual timing of the performance of services or the level of effort varies from such

estimate, we adjust the accrual or prepaid expense accordingly. Although we do not expect our estimates to be materially different from

amounts actually incurred, our understanding of the status and timing of services performed relative to the actual status and timing of

services performed may vary and could result in us reporting amounts that are too high or too low in any particular period. There have been

no material changes in estimates for the periods presented.

Stock-Based Compensation

We estimate the grant date fair value of stock-based awards and amortize this fair value to compensation expense over the requisite service

period or the vesting period of the respective award. In arriving at stock-based compensation expense, we estimate the number of stock-

based awards that will be forfeited due to employee turnover. The forfeiture assumption is based primarily on turn-over historical experience.

If the actual forfeiture rate is higher than the estimated forfeiture rate, then an adjustment will be made to increase the estimated forfeiture

rate, which will result in a decrease
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to the expense recognized in our financial statements. If the actual forfeiture rate is lower than the  estimated forfeiture rate, then an

adjustment will be made to lower the  estimated forfeiture rate, which will result in an increase to expense recognized in our financial

statements. The expense we recognize in future periods will be affected by changes in the estimated forfeiture rate and may differ from

amounts recognized in the current period. See Note 8. 9.

Net Loss Per Share

Basic net loss per share is calculated by dividing net loss attributable to common stockholders by the weighted average shares outstanding

during the period, without consideration of common stock equivalents.

Diluted net loss per share is calculated by adjusting weighted average shares outstanding for the dilutive effect of common stock equivalents

outstanding for the period, determined using the treasury-stock method. Due to their anti-dilutive effect, the calculation of diluted net loss per

share excludes the following common stock equivalent shares:

Three Months Ended Nine Months Ended Three Months Ended

September 30,  September 30,  March 31, 

2023 2022 2023 2022 2024 2023

Stock Options      9,573,680      8,392,551      9,494,833      7,531,023      9,571,521      9,402,106

Restricted Stock Units   1,704,353   419,667   1,689,998   395,560   2,982,485   1,590,469

Warrants 450,000 450,000 450,000 443,590 450,000 450,000

Total   11,728,033   9,262,218   11,634,831   8,370,173   13,004,006   11,442,575

Certain common stock warrants are included in the calculation of basic and diluted net loss per share since their exercise price is de

minimis.
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Fair Value Measurements

ASC 825, Financial Instruments defines fair value as the amount that would be received to sell an asset or paid to transfer a liability in an

orderly transaction between market participants (an exit price). As such, fair value is a market-based measurement that should be

determined based on assumptions that market participants would use in pricing an asset or liability. ASC 825 establishes a three-tiered

approach for valuation of financial instruments, which requires that fair value measurements be classified and disclosed in one of three tiers,

whether or not recognized on our condensed consolidated balance sheets at fair value. The fair value hierarchy defines a three-level

valuation hierarchy for disclosure of fair value measurements as follows:

Level 1 — Quoted prices in active markets for identical assets or liabilities;

Level 2 — Inputs other than quoted prices included in active markets that are observable for the asset or liability, either directly or indirectly;

and

Level 3 — Unobservable inputs for the asset and liability used to measure fair value, to the extent that observable inputs are not available.

The categorization of a financial instrument within the valuation hierarchy is based upon the lowest level of input that is significant to the fair

value measurement. The following table presents the placement in the fair value hierarchy of financial assets and liabilities measured at fair

value as of September 30, 2023 March 31, 2024 and December 31, 2022 December 31, 2023:
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     Quoted      Significant                Quoted      Significant          

Prices in Other Significant Prices in Other Significant

Active Observable Unobservable Active Observable Unobservable

Markets Inputs Inputs Carrying Markets Inputs Inputs Carrying

September 30, 2023 (Level 1) (Level 2) (Level 3) Value

March 31, 2024 (Level 1) (Level 2) (Level 3) Value

Money market funds (cash

equivalents) $ 72,926 $ — $ — $ 72,926 $154,066 $ — $ — $154,066

     Quoted      Significant          

Prices in Other Significant

Active Observable Unobservable

Markets Inputs Inputs Carrying

December 31, 2022 (Level 1) (Level 2) (Level 3) Value

Money market funds (cash equivalents) $ 92,283 $ — $ — $ 92,283
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     Quoted      Significant          

Prices in Other Significant

Active Observable Unobservable

Markets Inputs Inputs Carrying

December 31, 2023 (Level 1) (Level 2) (Level 3) Value

Money market funds (cash equivalents) $ 79,912 $ — $ — $ 79,912

Money market funds are included in cash and cash equivalents on our condensed consolidated balance sheet and are classified within Level

1 of the fair value hierarchy since they are valued using quoted market prices.

The carrying amounts reflected in our condensed consolidated balance sheets for cash, accounts receivable, prepaid expenses and other

current assets, accounts payable and accrued expenses and other current liabilities approximate their fair values due to their short-term

nature. The carrying value of long-term debt and the revenue interest financing payable approximate fair value as the respective interest

rates are reflective of current market rates on debt with similar terms and conditions. In addition, the revenue interest financing payable is

updated with the expected amount to be paid back each reporting period based on the contractual terms and current projections.

3. Inventory

Inventories are stated at the lower of average cost or net realizable value and consist of the following:

     March 31,       December 31, 

2024 2023

Raw materials $ 1,303 $ —

Work in process   2,214   —

Inventory $ 3,517 $ —

Prelaunch Inventory
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During the quarter ended March 31, 2024, we capitalized costs of $3.5 million associated with the manufacture of YUTREPIA as a result of

our determination that regulatory approval and subsequent commercialization is probable and we also expect future economic benefit from

the sales of the product to be realized.
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3. 4. Property, Plant, and Equipment

Property, plant and equipment consisted of the following:

     September 30,       December 31,       March 31,      December 31, 

2023 2022 2024 2023

Lab and build-to-suit equipment $ 6,824 $ 6,257 $ 6,756 $ 6,834

Office equipment   19   19   19   19

Furniture and fixtures   134   134   241   241

Computer equipment   487   291   487   487

Leasehold improvements   11,409   11,409   11,374   11,409

Construction-in-progress   536   155   1,966   804

Total property, plant and equipment   19,409   18,265   20,843   19,794

Accumulated depreciation and amortization   (15,009)   (14,114)   (15,267)   (15,314)

Property, plant and equipment, net $ 4,400 $ 4,151 $ 5,576 $ 4,480

We recorded depreciation and amortization expense related to property, plant and equipment of $0.3 million $0.2 million and $0.4 million $0.3

million for the three months ended September 30, 2023 March 31, 2024 and 2022, respectively, and of $0.9 million and $1.2 million for the

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

4. 5. Contract Acquisition Costs and Intangible Asset

Contract acquisition costs and intangible asset are summarized as follows:

     September 30, 2023      December 31, 2022      March 31, 2024      December 31, 2023

Gross

Carrying

Amount

Accumulated

Amortization

Net

Carrying

Amount

Gross

Carrying

Amount

Accumulated

Amortization

Net

Carrying

Amount

Gross

Carrying

Amount

Accumulated

Amortization

Net

Carrying

Amount

Gross

Carrying

Amount

Accumulated

Amortization

Net

Carrying

Amount

Contract

acquisition

costs $ 12,980 $ (4,918)$ 8,062 $ 12,980 $ (4,376)$ 8,604 $12,980 $ (5,182)$7,798 $12,980 $ (5,058)$7,922
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Intangible asset $ 5,620 $ (2,129)$ 3,491 $ 5,620 $ (1,894)$ 3,726 $ 5,620 $ (2,244)$3,376 $ 5,620 $ (2,190)$3,430

We are amortizing the value of the contract acquisition costs and intangible asset on a pro-rata basis based on the estimated total revenue

or net profits to be recognized over the period from November 18, 2020 through December 2032, the termination date of the Promotion

Agreement (see Note 2-Revenue Recognition for our accounting policies). Amortization of contract acquisition costs is recorded as a

reduction of revenue, and amortization of the intangible asset is recorded as cost of revenue.

We recorded amortization related to the contract acquisition costs of $0.1 million and $0.5 million $0.2 million for the three months ended

September 30, 2023 March 31, 2024 and 2022, respectively, and of $0.5 million and $1.3 million for the nine months ended September

30, 2023 and 2022, 2023, respectively. We recorded amortization related to the intangible asset of $0.1 million and $0.2 million $0.1 million

for the three months ended September 30, 2023 March 31, 2024 and 2022, respectively, and of $0.2 million and $0.6 million for the nine

months ended September 30, 2023 and 2022, 2023, respectively. Annual amortization over the next five years is expected to immaterially

fluctuate from the 2023 amounts, consistent with changes to net profits to be lower than in prior years primarily due to an

amendment recognized pursuant to the Promotion Agreement entered into during over the fourth quarter of 2022, which extended the term of

the Promotion Agreement by five years. period.

5. 6. Indemnification Asset with Related Party and Litigation Finance Payable

On June 3, 2020, Liquidia PAH entered into a litigation financing arrangement (the “Financing Agreement”) with Henderson SPV, LLC

(“Henderson”). Liquidia PAH, along with Sandoz (collectively the “Plaintiffs”), are pursuing litigation against United Therapeutics Corporation

(“United Therapeutics”) and, prior to entering into a binding settlement term sheet with Smiths Medical ASC (“Smiths Medical”) in November

2020, were pursuing litigation against Smiths Medical (collectively, the (the “RareGen Litigation”). Under the Financing Agreement,

Henderson will fund Liquidia PAH’s legal and litigation expenses (referred to as “Deployments”) in exchange for a share of certain litigation or

settlement proceeds. Deployments received from Henderson are recorded as a Litigation finance payable.
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Litigation proceeds will be split equally between Liquidia PAH and Sandoz. Unless there is an event of default by Henderson, litigation

proceeds received by Liquidia PAH must be applied first to repayment of total Deployments received. Litigation proceeds in excess of

Deployments received are split between Liquidia PAH and Henderson

18
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according to a formula. Unless there is an event of default by PBM (as defined below), all proceeds received by Liquidia PAH are due to

PBM as described further below.

On November 17, 2020, Liquidia PAH entered into a Litigation Funding and Indemnification Agreement (“Indemnification Agreement”) with

PBM. PBM RG Holdings, LLC (“PBM”). PBM is considered to be a related party as it is controlled by a major stockholder (which beneficially

owns approximately 9.3% 8.3% of Liquidia Corporation Common Stock common stock as of November 1, 2023 April 26, 2024), who is also a

member of our Board of Directors.
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Under the terms of the Indemnification Agreement, PBM now controls the litigation, with Liquidia PAH’s primary responsibility being to

cooperate to support the litigation proceedings as needed. The Indemnification Agreement provides that Liquidia PAH and its affiliates will

not be entitled to any proceeds resulting from, or bear any financial or other liability for, the RareGen Litigation unless there is an event of

default by PBM. Any Liquidia PAH litigation expenses not reimbursed by Henderson under the Financing Agreement will be reimbursed by

PBM. Any proceeds received which Henderson is not entitled to under the Financing Agreement will be due to PBM.

The Indemnification Asset is increased as we record third party legal and litigation expenses related to the United Therapeutics and Smiths

Medical litigation.

As of September 30, 2023 March 31, 2024 and December 31, 2022 December 31, 2023, the Indemnification Asset and Litigation Finance

Payable were classified as long-term assets and liabilities, respectively, as it is considered unlikely that the RareGen Litigation would

conclude prior to September 30, 2024 March 31, 2025.

6. 7. Accrued Expenses and Other Current Liabilities

Accrued expenses and other current liabilities consisted of the following:

September 30,  December 31,  March 31,  December 31, 

2023      2022 2024      2023

Accrued compensation $ 3,013 $ 2,862 $ 4,715 $ 8,544

Accrued research and development expenses 1,231 1,757 3,020 2,902

Accrued inventory costs 1,690 —

Accrued other expenses 2,380 903 4,643 1,954

Total accrued expenses and other current liabilities $ 6,624 $ 5,522 $ 14,068 $ 13,400

7. 8. Stockholders’ Equity

Common Stock

Issuance of Common Stock on April 18, 2022 January 4, 2024 from a Private Placement

On January 4, 2024, we entered into a common stock purchase agreement with Legend Aggregator, LP for the sale by us in a private

placement (the “2024 Private Placement”) of an aggregate of 7,182,532 shares of our common stock at a purchase price of $10.442 per

share. The 2024 Private Placement closed on January 8, 2024, and we received gross proceeds of approximately $75.0 million, before

deducting offering costs of less than $0.1 million.

Issuance of Common Stock on December 12, 2023 from an Underwritten Public Offering and Private Placement

On April 12, 2022, In December 2023, we sold 11,274,510 3,491,620 shares of our common stock in an underwritten registered public

offering at an offering price of $5.10 $7.16 per share (the “Offering” “2023 Offering”).

The Offering closed on April 18, 2022, and we received  for net proceeds of approximately $54.5 million from the sale $25.0 million, before

deducting offering costs of the shares, after deducting the underwriting discounts and commissions and other offering

expenses. approximately $1.9 million.

Caligan Partners LP (“Caligan”), our largest stockholder, and Paul B. Manning, a member of our Board of Directors, participated in the 2023

Offering and purchased shares of common stock in an aggregate amount of $11.0 million at the public offering price per share and on the

same terms as the other purchasers in the Offering. Caligan purchased 1,764,705 shares of common stock in the Offering for an aggregate

purchase price of $9.0 million and Paul B. Manning purchased 392,156 shares of common stock in the Offering for an aggregate purchase

price of $2.0 million. approximately $10.0
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Number of

warrants     Exercise Price     Expiration Date

250,000 $ 5.14 January 6, 2032

100,000 $ 3.05 February 26, 2031

100,000 $ n/a1 February 26, 2031

64,624 $ 0.02 December 31, 2026
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Issuancemillion at the public offering price per share and on the same terms as the other purchasers in the 2023 Offering. Caligan 

purchased 1,117,318 shares of Common Stock on March 31, 2022 from Merger Transaction common stock in the 2023 Offering for an

aggregate purchase price of $8.0 million and Paul B. Manning purchased 279,330 shares of common stock in the 2023 Offering for an

aggregate purchase price of $2.0 million.

On November 18, 2020 (the “Closing Date”), Concurrently with the 2023 Offering referenced above, we completed entered into a common

stock purchase agreement with Roger Jeffs, our Chief Executive Officer, for the acquisition sale by us in a private placement of RareGen as

contemplated by that certain Agreement and Plan of Merger, dated as of June 29, 2020, as amended by a Limited Waiver and Modification

to the Merger Agreement, dated as of August 3, 2020 (the “Merger Agreement”). On the Closing Date, an aggregate of 5,550,000 139,665

shares of our common stock were issued to RareGen members in exchange at a purchase price of $7.16 per share for all gross proceeds of

the issued and outstanding RareGen equity. On March 31, 2022, an aggregate of 616,666 shares of our common stock, which were held

back on the Closing Date for indemnification purposes, were issued to RareGen members. approximately $1.0 million.

Warrants

During the nine three months ended September 30,  2023 March 31,  2024 and 2022, 2023, 948 and no warrants to purchase shares of

common stock were exercised. exercised, respectively.

Outstanding warrants consisted of the following as of September 30, 2023 March 31, 2024:

Number of

    warrants    Exercise Price    Expiration Date

A&R SVB Warrant (see Note 12) 250,000 $ 5.14 January 6, 2032

SVB Warrant - Initial Tranche (see Note 12) 100,000 $ 3.05 February 26, 2031

SVB Warrant - Term B and Term C Tranches (see Note 12) 100,000 $ n/a February 26, 2031

Other warrants 65,572 $ 0.02 December 31, 2026

1 These warrants were issued on February 26, 2021, in connection with our previously outstanding debt with Silicon Valley Bank. These

warrants only became exercisable if there was additional funding under the loan agreement, and the exercise price of these warrants

was to be set upon such potential additional funding. The additional funding never occurred, and the loan agreement has since been

repaid and terminated. While these warrants technically remain outstanding, they are not, and will never be, exercisable.

8. 9. Stock-Based Compensation

2020 Long-Term Incentive Plan

Our 2020 Long-Term Incentive Plan (the “2020 Plan”) provides for the granting of stock appreciation rights, stock awards, stock units, and

other stock-based awards and for accelerated vesting under certain change of control transactions. The number of shares of our common

stock available for issuance under the 2020 plan will automatically increase on January 1 of each year through 2030, by an amount equal

to the smaller of (a) 4% of the number of shares of common stock issued and outstanding on the immediately preceding December 31, or

(b) an amount determined by the Board of Directors (the “Evergreen Provision”). On January 1, 2023 January 1, 2024, the number of

shares of common stock available for issuance under the 2020 Plan automatically increased by 2,580,716 2,745,183 shares pursuant to

the Evergreen Provision. As of September 30, 2023 March 31, 2024, 112,837 there were 984,622 shares of common stock were available

for issuance future grants under the 2020 Plan.
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The 2020 Plan replaced all prior equity award plans and such plans have been discontinued, however, discontinued. However, the awards

outstanding awards under the prior equity award plans will continue to remain in effect in accordance with their terms. Shares Awards that

are returned forfeited under these prior plans upon cancellation, termination or expiration of awards outstanding will not be available for grant

under the 2020 Plan. As of September 30, 2023 March 31, 2024, a total of 663,088 635,280 shares of common stock were reserved for

issuance related to the remaining outstanding equity awards granted under the prior plans.

2022 Inducement Plan

On January 25, 2022, the Board of Directors approved the adoption of our 2022 Inducement Plan (the “2022 Inducement Plan”). The 2022

Inducement Plan was recommended for approval by the Compensation Committee of the Board (the “Compensation Committee”), and

subsequently approved and adopted by the Board of Directors without stockholder approval pursuant to Rule 5635(c)(4) of the rules and

regulations of The Nasdaq Stock Market, LLC (the “Nasdaq Listing Rules”).
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310,000 shares of our common stock were reserved for issuance pursuant to equity awards that may be granted under the 2022 Inducement

Plan, and the 2022 Inducement Plan will be administered by the Compensation Committee. In accordance with Rule 5635(c)(4) of the

Nasdaq Listing Rules, equity awards under the 2022 Inducement Plan may only
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be made to an employee who has not previously been an employee or member of the Board of Directors, or following a bona fide period of

non-employment by us, if he or she is granted such equity awards in connection with his or her commencement of employment with us and

such grant is an inducement material to his or her entering into employment with us. As of September 30, 2023 March 31, 2024, a total of

26,650 shares were available for issuance under the 2022 Inducement Plan.

Employee Stock Purchase Plan

In November 2020, stockholders approved the Liquidia Corporation 2020 Employee Stock Purchase Plan (the “ESPP”). The number of

shares of our common stock available for issuance under the ESPP will automatically increase on January 1 of each year through 2030, by

the lesser of (a) 1.0% of the number of shares of common stock issued and outstanding on the immediately preceding December 31, (b)

150,000 shares, or (c) an amount determined by the Board of Directors. On January 1, 2023 January 1, 2024, the number of shares of

common stock available for issuance under the ESPP increased by 150,000 shares. As of September 30, 2023 March 31, 2024, a total of

557,137 639,155 shares of common stock are reserved for issuance under the ESPP. The ESPP allows eligible employees to purchase

shares of our common stock at a discount through payroll deductions, subject to plan limitations. Unless otherwise determined by the

administrator, the common stock will be purchased for the accounts of employees participating in the ESPP at a price per share that is 85%

of the lesser of the fair market value of our common stock on the first and last trading day of the offering period. During the three months

ended September 30,  2023 March 31,  2024 and 2022, 59,641 2023, 67,982 and 46,924 81,281 shares were issued under the ESPP,

respectively. During the nine months ended September 30,  2023 and 2022, 140,922 and 51,941 shares were issued under the ESPP,

respectively.

CEO Options
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During December 2020, we issued a stock option grant to our then new Chief Executive Officer, Damian deGoa, to purchase up to 2,000,000

shares of our common stock (the “CEO Option”) at an exercise price of $3.00 per share. The CEO Option was issued outside of the 2020

Plan and 1,375,000 options vested in the fourth quarter of 2021 upon the achievement of certain milestones and the passage of time and

ceased vesting upon the termination of Mr. deGoa’s employment on January 31, 2022. However, the CEO Option will remain exercisable so

long as Mr. deGoa remains a member of our Board of Directors in accordance with his Separation Agreement. This change to vesting terms

was treated as a modification of the original award resulting in a stock-based compensation charge of $2.9 million during the three months

ended March 31, 2022.

Stock-Based Compensation Valuation and Expense

We account for employee stock-based compensation plans using the fair value method. The fair value method requires us to estimate the

grant-date fair value of stock-based awards and amortize this fair value to compensation expense over the requisite service period or vesting

term. The fair value of each option grant is estimated using a Black-Scholes option-pricing model.

For restricted stock units (“RSUs”), the grant-date fair value is based upon the market price of our common stock on the date of the grant.

This fair value is then amortized to compensation expense over the requisite service period or vesting term.

Total stock-based compensation expense recognized for employees and non-employees was as follows:

Three Months Ended Nine Months Ended Three Months Ended

September 30,  September 30,  March 31, 

By Expense Category:      2023      2022      2023      2022      2024      2023

Cost of revenue $ 64 $ —

Research and development $ 555 $ 323 $ 1,714 $1,043 1,011 581

General and administrative   1,932   1,325   5,824   6,437   3,449   1,971

Total stock-based compensation expense $ 2,487 $ 1,648 $ 7,538 $7,480 $ 4,524 $ 2,552

20 21
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The following table summarizes the unamortized compensation expense and the remaining  years over which such expense would be

expected to be recognized, on a weighted average basis, by type of award:

As of September 30, 2023 As of March 31, 2024

Weighted Weighted

Average Average

Remaining Remaining

Recognition Recognition

     Unamortized      Period     Unamortized     Period

Expense (Years) Expense (Years)

Stock options $ 16,948   2.5 $ 13,698   2.0

Restricted stock units $ 9,084 3.2

Restricted and performance stock units $ 29,115 3.0

Fair Value of GraphicStock Options Granted and Purchase Rights Issued under the ESPP
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We use the Black-Scholes option-pricing model to determine the fair value of stock options granted and purchase rights issued under the

ESPP.

The following table summarizes the assumptions used for estimating the fair value of stock options granted under the Black-Scholes option-

pricing model:

Nine Months Ended Three Months Ended

September 30,  March 31, 

     2023      2022      2024      2023

Expected dividend yield — — — —

Risk-free interest rate   3.46% - 4.62%   1.46% - 3.34%   3.98%  3.46% - 3.64%

Expected volatility   91% - 95%   90% - 95%   90%   94% - 95%

Expected life (years)   5.8 - 6.1   5.8 - 6.1   6.1   5.9 - 6.1

The weighted average fair value for options granted during the nine three months ended September 30, 2023 March 31, 2024 and 2022 2023

was $5.09 $9.84 and $4.11 $4.80 per share, respectively.

The following table summarizes the assumptions used for estimating the fair value of purchase rights granted to employees under the ESPP

under the Black-Scholes option-pricing model:

Nine Months Ended

September 30, 

     2023      2022

Expected dividend yield — —

Risk-free interest rate 5.20% - 5.47% 0.69% - 3.92%

Expected volatility 60% - 64% 80% - 129%

Expected life (years) 0.50 0.50

Three Months Ended

March 31, 

     2024      2023

Expected dividend yield — —

Risk-free interest rate 5.27% 5.20%

Expected volatility 90% 64%

Expected life (years) 0.50 0.50

21 22
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Stock Option Activity

Options generally vest over a four-year period in multiple tranches.

The following table summarizes stock option activity during the nine three months ended September 30, 2023 March 31, 2024:

               Weighted                     Weighted     
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Weighted Average Weighted Average

Average Contractual Aggregate Average Contractual Aggregate

Number of Exercise Term Intrinsic Number of Exercise Term Intrinsic

Shares Price (in years) Value Shares Price (in years) Value

Outstanding as of December 31,

2022   8,398,262 $ 4.49         

Outstanding as of December 31,

2023   9,573,937 $ 4.80         

Granted   1,423,346 6.57           7,500 12.86         

Exercised   (117,326) 3.67           (23,247) 4.27         

Cancelled   (150,554) 5.61           (3,000) 6.37         

Outstanding as of September 30,

2023   9,553,728 $ 4.79   8.0 $ 17,154

Exercisable as of September 30, 2023   5,248,021 $ 4.39   7.5 $ 12,045

Vested and expected to vest as of

September 30, 2023   9,289,505 $ 4.79   8.0 $ 16,775

Outstanding as of March 31, 2024   9,555,190 $ 4.81   7.5 $95,040

Exercisable as of March 31, 2024   6,123,944 $ 4.47   7.2 $62,992

Vested and expected to vest as of

March 31, 2024   9,069,464 $ 4.76   7.5 $90,617

The aggregate intrinsic value of stock options in the table above represents the difference between the $6.34 $14.75 closing price of our

common stock as of September 30, 2023 March 31, 2024 and the exercise price of outstanding, exercisable, and vested and expected to

vest in-the-money stock options.

Restricted Stock Units

Restricted Stock Units (“RSUs”) represent the right to receive shares of our common stock at the end of a specified time period and/or upon 

the achievement of a specific milestone. RSUs can only be settled in shares of our common stock. RSUs generally vest over a four-year

period similar to stock options granted to employees.

The tax withholding method used for most RSUs is the sell-to-cover method, in which shares with a market value equivalent to the tax

withholding obligation are sold on behalf of the holder of the RSUs upon vesting and settlement to cover the tax withholding liability and the

cash proceeds from such sales are remitted to taxing authorities by us. In circumstances where the sell-to-cover method is not used, the

holder of the RSUs is required to remit cash to us to cover the tax withholding liability and the cash is then remitted to taxing authorities by

us.

A summary of unvested RSU awards outstanding as of September 30, 2023 March 31,  2024 and changes during the nine three months

ended September 30, 2023 is March 31, 2024 are as follows:

               Weighted                Weighted

Average Average

Grant-Date Grant-Date

Number of Fair Value Number of Fair Value

RSUs (per RSU) RSUs (per RSU)

Unvested as of December 31, 2022   407,726 $ 5.57

Unvested as of December 31, 2023   1,657,978 $ 6.41

Granted   1,508,166   6.50   1,857,325   12.54

Vested   (129,335)   6.00   (383,133)   6.42

Forfeited   (56,034)   6.22   (2,277)   12.50

Unvested as of September 30, 2023   1,730,523 $ 6.33

Unvested as of March 31, 2024   3,129,893 $ 10.04
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RSUs granted during the three months ended March 31, 2024, included 520,526 performance-based RSUs granted to our executives.

These performance-based RSUs vest upon the later of (a) time-based vesting conditions and (b) the first commercial sale of YUTREPIA in

the United States. The time-based vesting condition means 25% of the performance-based RSUs vest one year after grant date and

quarterly thereafter for three years, subject to the executive’s continued service.

23
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9.

10. Revenue From Contracts With Customers

In August 2018, we entered into a Promotion Agreement with Sandoz under which we have the exclusive rights to conduct commercial

activities to encourage the appropriate use of Treprostinil Injection for the treatment of patients with PAH in the United States. We paid

Sandoz $20 million at the inception of the Promotion Agreement in consideration for these rights. In exchange for conducting these

commercial activities, we are entitled to receive a share of Net Profits (as defined within the Promotion Agreement) based on specified profit

levels. The share of Net Profits received is subject to adjustments from Sandoz for certain items, such as distributor chargebacks, rebates,

inventory returns, inventory write-offs and other adjustments. We expect to refund certain amounts to Sandoz through a reduction of the

cash received from future Net Profits generated under the Promotion Agreement. As of September 30,  2023 March 31,  2024, a $0.6

million $0.5 million refund liability is offset against accounts receivable from Sandoz related to expected refund amounts. Approximately 98%

and 99% of revenue during the three and nine months ended September 30, 2023, respectively, March 31, 2024 was generated from the

Promotion Agreement.
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10. 11. Leases

Operating Leases

We are party to a non-cancelable operating lease for our laboratory and office space in Morrisville, North Carolina. The lease expires on

October 31, 2026 with an option to extend for an additional period of five years with appropriate notice. We have not included the optional

extension period in the measurement of lease liabilities because it is not reasonably certain that we will exercise the option to extend. The

payments under this lease are subject to escalation clauses. Operating lease cost is allocated between research and development and

general and administrative expenses based on the usage of the leased facilities. The related right-of-use assets are amortized on a straight-

line basis over the lesser of the lease term or the estimated useful life of the asset.

Finance Leases

We lease specialized laboratory equipment under finance leases. We do not have access to certain inputs used by our lessors to calculate

the rate implicit in its our finance leases and, as such, use our estimated incremental borrowing rate at the time of lease inception for the

discount rate applied to our finance leases. The incremental borrowing rate used on finance leases was 6.5%. Certain finance leases also

include options to purchase the leased property. We recognize all such purchase options as part of our right-of-use assets and lease

liabilities if we are reasonably certain that such purchase options will be exercised.
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Lease Balances, Costs, and Future Minimum Payments

Leases with an initial term of 12 months or less are not recorded on the balance sheet. As of September 30, 2023 March 31, 2024, we have

not entered into any short-term leases. For lease agreements entered into or reassessed after the adoption of ASC 842 Leases, we combine

lease and non-lease components, if any. Our lease agreements do not contain any material residual value guarantees or material restrictive

covenants.

Our lease cost is reflected in the accompanying condensed statements of operations and comprehensive loss as follows:

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

     Classification      2023      2022   2023      2022      Classification      2024      202

Operating

lease cost:    

Fixed lease

cost   Research and development $ 175 $ 176 $ 527 $ 527   Research and development $ 175 $

Fixed lease

cost   General and administrative 20 19 59 58   General and administrative 19

Finance lease

cost:                      

Amortization

of lease

assets   Research and development   22   31   74   105   Research and development   22  

Interest on

lease

liabilities   Interest expense   3   7   13   26   Interest expense   2  

Total

Lease

Cost $ 220 $ 233 $ 673 $ 716 $ 218 $
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The weighted average remaining lease term and discount rates as of September 30, 2023 March 31, 2024 were as follows:

Weighted average remaining lease term (years):     

Operating leases   3.1 2.6

Finance leases   1.6 1.0

Weighted average discount rate:     

Operating leases   10.3 %

Finance leases   6.5 %

The discount rate for leases was estimated based upon market rates of collateralized loan obligations of comparable companies on

comparable terms at the time of lease inception.
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The future minimum lease payment payments as of September 30, 2023 March 31, 2024 were as follows:

     Operating      Finance          Operating    Finance     

Year ending December 31: Leases Leases Total Leases Leases Total

2023 (three months remaining) $ 327 $ 29 $ 356

2024   1,317   115   1,432

2024 (nine months remaining) $ 989 $ 86 $1,075

2025   1,356   64   1,420   1,356   64   1,420

2026   1,158   —   1,158   1,158   —   1,158

Total minimum lease payments   4,158   208   4,366   3,503   150   3,653

Less: interest   (586)   (11)   (597)   (418)   (5)   (423)

Present value of lease liabilities $ 3,572 $ 197 $ 3,769 $ 3,085 $ 145 $3,230

11. 12. Revenue Interest Financing Payable

On January 9, 2023, we entered into the RIFA with HCR and HealthCare Royalty Management, LLC, pursuant to which and subject to the

terms and conditions contained therein, HCR agreed to pay us an aggregate investment amount of up to $100.0 million (the “Investment

Amount”) in four tranches. On January 27, 2023, $32.5 million of the Investment Amount was funded from the first tranche, $22.2 million of

which was used to satisfy our existing obligations under due to Silicon Valley Bank. This repayment resulted in a loss on extinguishment

during the A&R SVB LSA (see Note 12). year ended December 31, 2023 of $2.3 million.

On June 28, 2023 and July 27, 2023, we entered into the Second Amendment to the RIFA and Third Amendment to the RIFA, respectively,

pursuant to which HCR moved $2.5 million from the fourth tranche to the second tranche such that HCR would fund a total of $10.0 million of

the Investment Amount under the second tranche. The $10.0 million from the second tranche was funded on July 27, 2023. Additional

tranches

On January 3, 2024, we entered into the Fourth Amendment to the RIFA pursuant to which HCR moved $25.0 million from the third tranche

to the second tranche, such that the second tranche totals $35.0 million. The additional $25.0 million from the second tranche was funded on

January 5, 2024. The remaining third tranche of $35.0 million (the “Third Investment Amount”) $10.0 million and fourth tranche of $22.5

million (the “Fourth Investment Amount”) of the Investment Amount will can be funded fifteen business days after in the future upon the

mutual agreement of HCR and us to fund such amounts. both parties.

As consideration for the Investment Amount and pursuant to the RIFA, we have agreed to pay HCR either (a) quarterly fixed payments and a

one-time fixed payment or (b) a tiered royalty on our annual net revenue after the first commercial sale of YUTREPIA (the “Revenue

Interests”) depending on whether the Third Investment Amount (as defined in the RIFA) has been funded.

We are currently required to make certain fixed quarterly payments to HCR which include an additional amount on a ratable basis to reflect 

the funding of additional amounts by HCR under the RIFA and a one-time fixed payment. As of March 31, 2024, we were required to pay

 $4.2 million within one year of the balance sheet date, which is classified as current in our condensed consolidated balance sheet. As a

result of the Fourth Amendment, if the Third Investment Amount is not funded, our quarterly fixed payment will increase to $1.0 million

beginning in the second quarter of 2024 and then to $5.8 million beginning in the third quarter of 2025 through 2028. Additionally, in the

event that the Third
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Investment Amount has not been funded by June 30, 2025, we will be obligated to pay an incremental one-time fixed payment of $23.8

million also during the third quarter of 2025.

If the Third Investment Amount is funded, the applicable tiered percentage will range from 3.60% to 10.28% on the first $250 million on

annual net revenue, 1.44% to 4.11% on the next $250 million in annual net revenue, and 0.36% to 1.03% on all annual net revenue in

excess of $500 million. The specific royalty rate within such ranges will depend upon the total amount advanced by HCR and our

achievement of a certain annual net revenue threshold for the calendar year 2025. Regardless of whether the Third Investment Amount has

been funded, we will also make certain fixed quarterly payments to HCR, plus an additional amount on a ratable basis to reflect the funding

of additional amounts by HCR under the RIFA. We will be required to make additional payments to HCR in the event that the Third

Investment Amount has not been funded by June 30, 2025 and certain minimum quarterly royalty payments beginning in 2026.

If HCR has not received cumulative payments equaling at least 60% of the amount funded to date by December 31, 2026 or at least 100% of

the amount funded to date by December 31, 2028, we will be obligated to make a cash payment to HCR immediately following each

applicable date in an amount sufficient to achieve such percentage funded amounts to HCR giving full consideration of the cumulative

amounts paid to HCR by us through each date.

HCR’s rights to receive the Revenue Interests will terminate on the date on which HCR has received payments equal to 175% of funded

portion of the Investment Amount less the aggregate amount of all payments made to HCR as of such date (the “Hard Cap”), plus an

amount, if any, that HCR would need to receive to yield an internal rate of return on the funded Investment Amount equal to 18% (the “IRR

True-Up Payment”), unless the RIFA is earlier terminated. If a change of control occurs or upon the occurrence of an event of default, HCR

may accelerate payments due under the RIFA up to the Hard Cap, plus the IRR True-Up Payment, plus any other obligations payable under

the RIFA.

The RIFA contains customary affirmative and negative covenants and customary events of default and other events that would cause

acceleration, including, among other things, the occurrence of certain material adverse events or the material breach of certain

representations and warranties and specified covenants, in which event HCR may elect to
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terminate the RIFA and require us to make payments to HCR equal to the lesser of (a) the Hard Cap, plus any other obligations payable

under the RIFA, or (b) the funded portion of the Investment Amount, minus payments received by HCR in respect of the Revenue Interests,

plus the IRR True-Up Payment. If the FDA grants final approval to an inhaled treprostinil product therapeutically equivalent to YUTREPIA

and HCR has not received 100% of the amount funded by HCR to date, then we will be required to make payments to HCR equal to 100%

of the amount funded by HCR to date, minus payments received by HCR in respect of the Revenue Interests.

The RIFA contains certain restrictions on our ability, among other things, to incur additional debt, grant or permit additional liens, make

investments and acquisitions, dispose of assets, pay dividends and distributions, subject to certain exceptions. In addition, the RIFA contains

a financial covenant that requires us to maintain cash and cash equivalents in an amount at least equal to $7.5 million during the calendar

year beginning on January 1, 2024 and at least equal to $15.0 million for the remainder of the payment term after the calendar year ended

December 31, 2024.

As of the filing date of these condensed consolidated financial statements, we are not aware of any breach of covenants, or the occurrence

of any material adverse event, nor have we received any notice of event of default from HCR.

The Fourth Amendment to the RIFA qualifies as a debt extinguishment and issuance of a new debt instrument in accordance with ASC 405-

20, Extinguishments of Liabilities. We recorded a loss on extinguishment during the quarter ended March 31, 2024 of $11.5 million, equal to

the fair value of the amended RIFA less the carrying value of the existing RIFA on January 5, 2024.
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We recorded the total funds received from HCR of $42.5 million under the terms of the RIFA as a liability. The issuance costs, consisting

primarily of legal fees, totaled $0.9 million and were recorded as a deduction of the carrying amount of the liability and will be are being

amortized under the effective interest method over the estimated period the liability will be repaid. We estimated the total amount of

payments over the life of the RIFA to determine the interest expense to record to accrete the liability to the amount ultimately due. For the

three and nine months ended September 30,  2023 March 31,  2024, we estimated an  effective annual interest rate of

approximately 17% 12.3%. Over the course of the RIFA, the actual effective annual interest rate will may be affected by potential changes in

forecasted payments. On a quarterly basis, we will reassess the expected amount and timing of payments, recalculate the amortization and

effective interest rate and adjust the accounting prospectively as needed.

The following table presents the changes in the liability related to RIFA during the nine months ended September 30, 2023:

     September 30, 

2023

Balance as of January 27, 2023 closing $ 32,500

Issuance costs (906)

Second tranche funding 10,000

Accretion 4,054

Amortization of issuance costs 79

Payments (1,000)

Balance as of September 30, 2023 $ 44,727

Less: current portion of revenue interest financing payable (2,615)

Long-term portion of revenue interest financing payable $ 42,112
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12. Long-Term Debt

Long-term debt consisted of The following table presents the following: changes in the RIFA payable during the three months ended March

31, 2024:

         September 30,     December 31, 

Maturity Date 2023 2022

A&R Silicon Valley Bank term loan December 1, 2025 $ — $ 19,879

Balance as of December 31, 2023 $46,033

Accretion 107

Amortization of issuance costs 2

Second tranche funding, net of fees 24,975

Balance as of January 5, 2024, prior to extinguishment $71,117

Loss on extinguishment 11,483

Balance as of January 5, 2024, after extinguishment $82,600
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Accretion 2,412

Payments (654)

Balance as of March 31, 2024 $84,358

Less: current portion of revenue interest financing payable (4,153)

Long-term portion of revenue interest financing payable $80,205

Concurrent with the closing of the RIFA on January 27, 2023 (see Note 11), we repaid the amounts due under the SVB A&R LSA (as defined

below), including termination fees and the Final Payment Fee, in full. This repayment resulted in a loss on extinguishment during the nine

months ended September 30, 2023 of $2.3 million.

On January 7, 2022 (the “A&R SVB LSA Effective Date”), we entered into an Amended and Restated Loan and Security Agreement with

SVB and SVB Innovation Credit Fund VIII, L.P. (“Innovation”) (the “A&R SVB LSA”) under which $20.0 million was funded on the A&R SVB

LSA Effective Date. $10.5 million of the proceeds were used to satisfy its existing obligations with SVB and such obligations are considered

fully repaid and terminated as of that date. We accounted for such repayment in accordance with ASC 405-20, Extinguishments of Liabilities,

which resulted in a loss on extinguishment during the nine months ended September 30, 2022 of $1.0 million.

The A&R SVB LSA was to mature on December 1, 2025, and consisted of interest-only payments equal to the greater of 7.25% and the

prime rate of interest plus 4.0% of the outstanding principal amount. The SVB A&R LSA also provided for a “Final Payment Fee” of 5.0% of

the aggregate original principal amount of all loans made and a payment solely to SVB of $185,000 due on the earliest of the maturity date,

the repayment of the debt in full, any optional prepayment or mandatory prepayment, or the termination of the A&R SVB LSA.

As an inducement to enter into the A&R SVB LSA, we issued SVB, Innovation, and Innovation Credit Fund VIII-A L.P. (“Innovation Credit”)

warrants to purchase an aggregate of 250,000 shares of our common stock at an exercise price of $5.14 per share. The A&R SVB Warrants

provide an option for a cashless exercise.

We evaluated the features of the A&R SVB LSA and A&R SVB Warrants in accordance with ASC 480, Distinguishing Liabilities from Equity

and ASC 815, Derivatives and Hedging and determined that they did not contain any features that would qualify as a derivative or embedded

derivative. In addition, we determined that the A&R SVB Warrants should be classified as equity.

In accordance with ASC 470, Debt, the value of the A&R SVB Warrants and A&R SVB LSA was allocated using a relative fair value

allocation. The fair value of the A&R SVB Warrants was determined to be $1.3 million and included in additional paid-in-capital, of which $0.7

million was recognized as a component of the loss on extinguishment and $0.6 million as a debt discount. The remaining $19.4 million was 

allocated to the A&R SVB LSA. In addition, we incurred fees of less than $0.1 million, which were recorded as debt issuance costs. The debt 

discount and debt issuance costs were being amortized to interest expense and the Final Payment Fee was being accreted using the 

effective interest method over the term of the A&R SVB LSA.

The estimated fair value of the SVB Warrant was calculated using the Black-Scholes Option Pricing Model based on the following inputs:

Expected dividend yield —

Risk-free interest rate 1.76%

Expected volatility 97.2%

Expected life (years) 10.0
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13. Commitments and Contingencies

Pharmosa License Agreement and Asset Transfer Agreement

In June 2023, we entered into a License Agreement with Pharmosa Biopharm Inc. (“Pharmosa”) pursuant to which we were granted an

exclusive license in North America to develop and commercialize L606, an inhaled, sustained-release formulation of treprostinil currently

being evaluated in a clinical trial for the treatment of pulmonary arterial hypertension (PAH) and pulmonary hypertension associated with

interstitial lung disease (PH-ILD), and a non-exclusive license for the manufacture, development and use (but not commercialization) of such

licensed product in most countries outside North America (the “Pharmosa License Agreement”).

Under the terms of the Pharmosa License Agreement, we will be responsible for development, regulatory and commercial activities of L606

in North America. Pharmosa will manufacture clinical and commercial supplies of the liposomal formulation through its global supply chain

and support us in establishing a redundant global supply chain. In consideration for these exclusive rights, we paid Pharmosa an upfront

license fee of $10 million and will pay Pharmosa potential development milestone payments tied to PAH and PH-ILD indications of up to $30

million, potential sales milestones of up to $185 million and two tiers of low, double-digit royalties on net sales of L606. Pharmosa will also

receive a $10 million milestone payment for each additional indication approved after PAH and PH-ILD and each additional product

approved under the license. We also retain the first right to negotiate for development and commercialization of L606 in Europe and other

territories should Pharmosa seek a partner, subject to satisfaction of certain conditions as set forth in the Pharmosa License Agreement.

Concurrently with the execution of the Pharmosa License Agreement, we also entered into an Asset Transfer Agreement with Pharmosa

pursuant to which Pharmosa will transfer its inventory of physical materials.

Mainbridge Health Care Device Development and Supply Agreement

In December 2022, we entered into a Device Development and Supply Agreement (the “Pump Development Agreement”) with Mainbridge

Health Partners, LLC (“Mainbridge”) and Sandoz Inc. (“Sandoz”). The Pump Development Agreement provides for the cooperation between

us, Sandoz and Mainbridge to develop a new pump that is suitable for the subcutaneous administration of Treprostinil Injection. Mainbridge

will perform all development, validation and testing activities required for the pump and related consumables in anticipation of submitting a

510(k) clearance application for the pump to the FDA in the first half of 2024. 2025. In connection with the Pump Development Agreement,

we and Sandoz have agreed to pay Mainbridge certain future contingent milestone payments in accordance with the terms and conditions

set forth therein.
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UNC License Agreement

We perform research under a license agreement with The University of North Carolina at Chapel Hill (“UNC”) as amended to date (the “UNC

License Agreement”). As part of the UNC License Agreement, we hold an exclusive license to certain research and development

technologies and processes in various stages of patent pursuit, for use in its our research and development and commercial activities, with a

term until the expiration date of the last to expire patent subject to the UNC License Agreement, subject to industry standard contractual

compliance. Under the UNC License Agreement, we are obligated to pay UNC royalties equal to a low single digit percentage of all net sales

of drug products whose manufacture, use or sale includes any use of the technology or patent rights covered by the UNC License

Agreement, including YUTREPIA. We may grant sublicenses of UNC licensed intellectual property in return for specified payments based on

a percentage of any fee, royalty or other consideration received.

Chasm Technologies

In March 2012, we entered into an agreement, as amended, with Chasm Technologies, Inc. for manufacturing consulting services related to

our manufacturing capabilities during the term of the agreement. We agreed to pay future contingent milestones and royalties on net sales

totaling no more than $1.5 million, none $0.2 million of which has been earned accrued as of September 30, 2023 March 31, 2024.
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Employment Agreements and Executive Severance and Change in Control Plan

We have agreements with certain employees and an Executive Severance and Change in Control Plan which covers certain other

employees which require payments if certain events, such as a change in control or termination without cause, occur.

Purchase Obligations

We enter into contracts in the normal course of business with contract service providers to assist in the performance of research and

development and manufacturing activities. Subject to required notice periods and obligations under binding purchase orders, we can elect to

discontinue the work under these agreements at any time.

On July 14, 2023, we entered into an Amended and Restated Commercial Manufacturing Services and Supply Agreement with Lonza

Tampa LLC (“Lonza”) (the “CSA”). Lonza is our sole supplier for encapsulation and packaging services for YUTREPIA. Pursuant to the terms

of the CSA, we deliver bulk treprostinil powder, manufactured using our proprietary PRINT®  technology, and Lonza encapsulates and

packages it. The CSA was effective upon signing and will be in effect for an initial term of 5 years from receipt of regulatory approval of

YUTREPIA by the FDA (“Regulatory Approval”) absent termination by either party in accordance with the terms of the CSA. We may

terminate the CSA upon 60 days’ written notice to Lonza in the event that the application for regulatory approval is rejected by the FDA and

such FDA decision is not caused by the fault of the Company (the “Termination for FDA Rejection”). Lonza may terminate the CSA upon 120

days written notice if we do not receive regulatory approval by December 31, 2024 (the “Termination for FDA Delay”). Upon any Termination

for FDA Rejection or Termination for FDA Delay, we would reimburse Lonza for 50% of its documented out-of-pocket expenditures for any

capital equipment that is purchased by Lonza after the effective date of the Agreement to perform the services for us, not to exceed $2.5

million in the aggregate.

We are required to provide Lonza with quarterly forecasts of our expected production requirements for the following 24-month period, the

first twelve months of which is considered a binding, firm order. We are required to purchase certain minimum annual order quantities, which

may be adjusted by us after the thirteenth month after receipt of regulatory approval (as defined in the CSA). The CSA provides for tiered

pricing depending upon the batch size ordered.As of September 30, 2023, we have non-cancelable commitments with Lonza Tampa LLC for

product manufacturing costs of approximately $4.2 million for the year ending 2023.

In addition, we are party to a multi-year supply agreement with LGM Pharma, LLC (LGM) to produce active pharmaceutical ingredients for

YUTREPIA. Under the supply agreement with LGM, we are required to provide rolling forecasts, a portion of which will be considered a

binding, firm order, subject to an annual minimum purchase
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commitment of $2.7 million for the term of the agreement. As of September 30, 2023, we have incurred and paid the full annual purchase

commitment of $2.7 million. The agreement expires five years from the first marketing authorization approval of YUTREPIA.

As of March 31, 2024, we have non-cancelable commitments for product manufacturing and supply costs of approximately $6.5 million.

Other Contingencies and Commitments
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From time-to-time we are subject to claims and litigation in the normal course of business, none of which do we believe represent a risk of

material loss or exposure. See Note 14 for further discussion of pending legal proceedings.

In addition to the commitments described above, we are party to other commitments, including non-cancelable leases and long-term debt,

which are described elsewhere in these notes to the condensed consolidated condensed financial statements.

14. Legal Proceedings

YUTREPIA-Related Litigation

In June 2020, United Therapeutics filed a complaint for patent infringement against the Company in the U.S. District Court for the District of

Delaware (Case No. 1:20-cv-00755-RGA) 20 cv 00755 RGA) (the “Hatch-Waxman “Original Hatch-Waxman Litigation”), asserting

infringement by the Company of U.S. Patent Nos. 9,604,901, entitled “Process to Prepare Treprostinil, the Active
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Ingredient in Remodulin®” (the “‘901 Patent”), and 9,593,066, entitled “Process to Prepare Treprostinil, the Active Ingredient in Remodulin®”

(the “‘066 Patent”), relating to United Therapeutics’ Tyvaso®, a nebulized treprostinil solution for the treatment of PAH. United Therapeutics’

complaint was in response to the Company’s NDA for YUTREPIA, filed with the FDA, requesting approval to market YUTREPIA, a dry

powder formulation of treprostinil for the treatment of PAH. The YUTREPIA NDA was filed under the 505(b)(2) regulatory pathway with

Tyvaso® as the reference listed drug.

In July 2020, the U.S. Patent and Trademark Office (the “USPTO”) issued U.S. Patent No. 10,716,793 (the “‘793 Patent”), entitled

“Treprostinil Administration by Inhalation”, to United Therapeutics. In July 2020, United Therapeutics filed an amended complaint in the

Original Hatch-Waxman Litigation asserting infringement of the ‘793 Patent by the practice of YUTREPIA.

In June 2021, the Court held a claim construction hearing. Based on the Court’s construction of the claim terms, United Therapeutics filed a

stipulation of partial judgment with respect to the ‘901 Patent in December 2021 under which United Therapeutics agreed to the entry of

judgment of the Company’s non-infringement of the ’901 Patent. United Therapeutics did not file an appeal with respect to the ‘901 Patent.

Trial proceedings in the Original Hatch-Waxman Litigation were held in March 2022. In August 2022, Judge Andrews, who was presiding 

over the Original Hatch-Waxman Litigation, issued an opinion that claims 1, 2, 3, 6 and 9 of the ‘066 Patent were invalid, that the remaining 

asserted claims of the ‘066 Patent were not infringed by the Company, and that all of the asserted claims of the ‘793 Patent were both valid 

and infringed by the Company, based on the arguments presented by the Company in the Original Hatch-Waxman Litigation. In September 

2022, Judge Andrews entered a final judgment in the Original Hatch-Waxman Litigation that incorporated the findings from his opinion and 

ordered that the effective date of any final approval by the FDA of YUTREPIA shall be a date which is not earlier than the expiration date of 

the ’793 Patent, which will be in 2027. Both the Company and United Therapeutics appealed Judge Andrews’ decision to the United States 

Court of Appeals for the Federal Circuit. On July 24, 2023, the United States Court of Appeals for the Federal Circuit affirmed Judge 

Andrews’ decision with respect to both the ‘066 patent and the ‘793 patent.

In March 2020, the Company filed two petitions a petition for inter partes review with the Patent Trial and Appeal Board (the “PTAB”) of the

USPTO. One petition was for inter partes review of USPTO with respect to the ‘901 Patent, and sought seeking a determination that the

claims in the ‘901 Patent are invalid, and a second petition was for inter partes review of the ‘066 Patent and sought a determination that the

claims in the ‘066 Patent are invalid. In October 2020, the PTAB instituted an inter partes review of the ‘901 Patent and concurrently denied

institution on the ‘066 Patent, stating that the ‘066 petition has not established a reasonable likelihood that it would prevail in showing that at

least one of the challenged claims is unpatentable. In October 2021, the PTAB issued a final written decision concluding that seven of the

claims in the ‘901 patent were unpatentable, leaving only the narrower dependent claims 6 and 7, both of which require actual storage at

ambient
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temperature of treprostinil sodium. In November 2021, United Therapeutics submitted a rehearing request with respect to the PTAB’s

decision in the inter partes review of the ‘901 Patent. The rehearing request was denied in June 2022. In August 2022, United Therapeutics 

appealed the decision of the PTAB with respect to the ‘901 Patent to the United States Court of Appeals for the Federal Circuit. The Oral 

argument was held in February 2024, and the appeal remains pending.

In January 2021, the Company filed a petition for inter partes review with the PTAB relating to the ‘793 Patent, seeking a determination that 

the claims in the ‘793 Patent are invalid. In August 2021, the PTAB instituted an inter partes review of the ‘793 Patent, finding that the 

Company had demonstrated a reasonable likelihood that it would prevail with respect to showing that at least one challenged claim of the 

‘793 patent is unpatentable as obvious over the combination of certain prior art cited by the Company in its petition to the PTAB. In July 

2022, the PTAB ruled in the Company’s favor, concluding that based on the preponderance of the evidence, all the claims of the ’793 Patent 

have been shown to be unpatentable. In August 2022, United Therapeutics submitted a rehearing request with respect to the PTAB’s 

decision in the inter partes review of the ‘793 Patent. The rehearing request was denied in February 2023. In April 2023, United Therapeutics 

appealed the decision of the PTAB with respect to the ‘793 Patent to the United States Court of Appeals for the Federal Circuit. In December 

2023, the United States Court of Appeals for the Federal Circuit affirmed the earlier decision by the PTAB, which found all claims of the ‘793 

Patent to be unpatentable due to the existence of prior art cited by us in inter partes review proceedings. In January 2024, United 

Therapeutics filed a request for rehearing of the decision by the United States Court of Appeals for the Federal Circuit. The request for 

rehearing was denied in March 2024. United Therapeutics has publicly stated that it plans to file a petition for a writ of certiorari to seek an 

appeal remains pending, and oral argument with the United States Supreme Court, but no such petition has been scheduled filed to date.

As a result of this decision by the United States Court of Appeals for December 4, 2023. The PTAB’s decision the Federal Circuit with 

respect to the ‘793 Patent will not override Judge Andrews’ order in the Hatch-Waxman Litigation that YUTREPIA may not be approved due 

to infringement invalidity of the ‘793 Patent, unless in December 2023, the Company filed a motion for Judge Andrews to set aside the 

injunction he issued in the Original Hatch-Waxman Litigation. The motion was granted in March 2024, and until the injunction on final 

approval by the FDA of YUTREPIA was set aside. United Therapeutics has appealed Judge Andrews’ decision to set aside the injunction to 

the Federal Circuit.

In connection with an amendment to our NDA filed in July 2023 to add PH-ILD as an indication for YUTREPIA, the Company provided a new 

notice of the PTAB is affirmed on appeal.
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In the patents that are the subject of the certification to which the NDA for YUTREPIA refers. As a result, in September 2023, United

Therapeutics filed a second complaint for patent infringement against the Company us in the U.S. District Court for the District of Delaware

(Case No. 1:23-cv-00975-RGA) (the “New Hatch-Waxman Litigation”), again asserting infringement by the Company of the ‘793 Patent. In

November 2023, the U.S. Patent and Trademark Office (the USPTO) issued U.S. Patent No. 11,826,327, or the ‘327 Patent, entitled

“Treatment for Interstitial Lung Disease”, to United Therapeutics’ new Therapeutics. On November 30, 2023, United Therapeutics filed an

amended complaint was in response to the Company’s amended NDA for YUTREPIA, filed with the FDA in July 2023, requesting approval

to add PH-ILD to the label for YUTREPIA. In the event the decision of the PTAB invalidating the ‘793 Patent is affirmed on appeal, then such

ruling would have precedential effect in the New Hatch-Waxman Litigation. Litigation asserting infringement of the ‘327 Patent by the practice

of YUTREPIA based on the amended NDA. In January 2024, the Company filed an answer, counterclaims and a partial motion to dismiss
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the claims related to the ‘793 Patent as a result of the decision by the United States Court of Appeals for the Federal Circuit to affirm the

PTAB’s finding that the ’793 patent is unpatentable. In February 2024, United Therapeutics stipulated to the dismissal of the claims in the

New Hatch-Waxman Litigation related to the ‘793 Patent. In February 2024, United Therapeutics also filed a motion seeking a preliminary

injunction to prevent us from manufacturing, marketing, storing, importing, distributing, offering for sale, and/or selling YUTREPIA for the

treatment of PH-ILD. Briefing on the motion is complete and a hearing on the motion was held in April 2024. The motion remains pending.

FDA Litigation

In February 2024, United Therapeutics filed a complaint against the FDA in the U.S. District Court for the District of Columbia, challenging 

the FDA’s acceptance of our amended NDA for review (the “FDA Litigation”). The Company intervened and became a party to the lawsuit in 

March 2024. In March 2024, United Therapeutics filed a motion for a temporary restraining order in the FDA Litigation, seeking to enjoin the 

FDA from approving our NDA for YUTREPIA with respect to the indication to treat PH-ILD. United Therapeutics’ motion was denied in March 

2024. On May 7, 2024, both the Company and the FDA filed motions to dismiss United Therapeutics’ complaint. Briefing on the motions to 

dismiss is in progress.
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Trade Secret Litigation

In December 2021, United Therapeutics filed a complaint in the Superior Court in Durham County, North Carolina, alleging that the Company

and a former United Therapeutics employee, who later joined the Company as an employee many years after terminating his employment 

with United Therapeutics, conspired to misappropriate certain trade secrets of United Therapeutics and engaged in unfair or deceptive trade 

practices. In January 2022, the Company’s 2024, our co-defendant in the lawsuit removed the lawsuit to the United States District Court for 

the Middle District of North Carolina. Subsequently, in January 2022, United Therapeutics filed an amended complaint eliminating their claim 

under the federal Defend Trade Secrets Act and a motion seeking to have the case remanded to North Carolina state court. In April 2022, 

the Court granted United Therapeutics’ motion to have the case remanded to North Carolina state court. In May 2022, the Company filed a 

motion to dismiss all of the claims made by United Therapeutics in the lawsuit. claims. The motion was denied by has been briefed and 

remains pending, with a hearing on the Court in October 2022. motion scheduled for May 16, 2024. Fact discovery in the case has 

concluded, and expert discovery is in process.

RareGen Litigation

In April 2019, Sandoz and Liquidia PAH (then known as RareGen) filed a complaint against United Therapeutics and Smiths Medical in the

District Court of New Jersey (Case No. No. 3:19-cv-10170) 19 cv 10170), (the “RareGen Litigation”), alleging that United Therapeutics and

Smiths Medical violated the Sherman Antitrust Act of 1890, state law antitrust statutes and unfair competition statutes by engaging in

anticompetitive acts regarding the drug treprostinil for the treatment of PAH. In March 2020, Sandoz and Liquidia PAH filed a first amended

complaint adding a claim that United Therapeutics breached a settlement agreement that was entered into in 2015, in which United

Therapeutics agreed to not interfere with Sandoz’s efforts to launch its generic treprostinil, by taking calculated steps to restrict and interfere

with the launch of Sandoz’s competing generic product. United Therapeutics developed treprostinil under the brand name Remodulin® and

Smiths Medical manufactured a pump and cartridges that are used to inject treprostinil into patients continuously throughout the day. Sandoz

and Liquidia PAH allege that United Therapeutics and Smiths Medical entered into anticompetitive agreements (i) whereby Smiths Medical

placed restrictions on the cartridges such that they can only be used with United Therapeutics’ branded Remodulin® product and (ii)

requiring Smiths Medical to enter into agreements with specialty pharmacies to sell the cartridges only for use with Remodulin®.

In November 2020, Sandoz and Liquidia PAH entered into a binding term sheet (the “Term Sheet”) with Smiths Medical in order to resolve

the outstanding RareGen Litigation solely with respect to disputes between Smiths Medical, Liquidia PAH and Sandoz. In April 2021, Liquidia

PAH and Sandoz entered into a Long Form Settlement Agreement (the “Settlement Agreement”) with Smiths Medical to further detail the

terms of the settlement among such parties as reflected in the Term Sheet. Pursuant to the Term Sheet and the Settlement Agreement, the

former RareGen members and Sandoz received a payment of $4.25 million that was evenly split between the parties. In addition, pursuant
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to the Term Sheet and Settlement Agreement, Smiths Medical disclosed and made available to Sandoz and Liquidia PAH certain

specifications and other information related to the cartridge that Smiths Medical developed and manufactures for use with the CADD-MS 3

infusion pump (the “CADD-MS 3 Cartridge”). Pursuant to the Settlement Agreement, Smiths Medical also granted Liquidia PAH and Sandoz

a non-exclusive, royalty-free license in the United States to Smiths Medical’s patents and copyrights associated with the CADD-MS 3

Cartridge and certain other information for use of the CADD-MS 3 pump and the CADD-MS 3 Cartridges. Smiths also agreed in the

Settlement Agreement to provide information and assistance in support of Liquidia PAH’s efforts to receive FDA clearance for the RG 3ml

Medication Cartridge (the “RG Cartridge”) and to continue to service certain CADD-MS 3 pumps that are available for use with the

Treprostinil Injection through January 1, 2025. Liquidia PAH and Sandoz agreed, among other things, to indemnify Smiths from certain

liabilities related to the RG Cartridge.
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In September 2021, United Therapeutics filed a motion for summary judgment with respect to all of the claims brought by Sandoz and

Liquidia PAH against United Therapeutics. At the same time, Sandoz filed a motion for summary judgment with respect to the breach of

contract claim. In March 2022, the Court issued an order granting partial summary judgment to United Therapeutics with respect to the

antitrust and unfair competition claims, denying summary judgment to United Therapeutics with respect to the breach of contract claim, and

granting partial summary judgment to Sandoz with respect to the breach of contract claim. The RareGen Litigation will now proceed to a A

trial to determine the amount of damages due from United Therapeutics to Sandoz with respect to the breach of contract claim. No trial date

has been set. claim was held from late April to early May 2024. Closing arguments are scheduled for June 2024.

Under the Promotion Agreement, all proceeds from the litigation will be divided evenly between Sandoz and Liquidia PAH. Under the

litigation finance agreements that Liquidia PAH has entered into with Henderson and PBM, any net
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proceeds received by Liquidia PAH with respect to the RareGen Litigation will be divided between Henderson and PBM.

Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations.

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

consolidated financial statements and related notes appearing in this Quarterly Report on Form 10-Q. This discussion and other parts of this

Quarterly Report contain forward-looking statements that involve risks and uncertainties, such as statements of our plans, objectives,

expectations and intentions. As a result of many factors, including those factors set forth in the “Risk Factors” section of this Quarterly

Report, our actual results could differ materially from the results described in, or implied by, the forward-looking statements contained in the

following discussion and analysis.

Objective
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The following Management’s Discussion and Analysis of Financial Condition and Results of Operations is intended to provide information

necessary to understand our condensed consolidated financial statements and highlight certain other information which, in the opinion of

management, will enhance a reader’s understanding of our financial condition, changes in financial condition and results of operations. In

particular, the discussion is intended to provide an analysis of significant trends and material changes in our financial position and the

operating results of our business during the three and nine months ended September 30, 2023 March 31, 2024 as compared to the three

and nine months ended September 30,  2022 March 31,  2023. Also refer to our Annual Report on Form 10-K for the fiscal year ended

December 31, 2022 December 31, 2023, which includes detailed discussions of various items impacting our business, results of operations

and financial condition.

Overview

We are a biopharmaceutical company focused on the development, manufacture, and commercialization of products that address unmet

patient needs, with current focus directed towards the treatment of rare cardiopulmonary diseases such as pulmonary arterial hypertension

(“PAH”) and pulmonary hypertension associated with interstitial lung disease (“PH” PH-ILD”). We operate through our wholly owned

operating subsidiaries, Liquidia Technologies, Inc. (“Liquidia Technologies”) and Liquidia PAH, LLC (“Liquidia PAH”), formerly known as

RareGen, LLC (“RareGen”).

We currently generate revenue pursuant to a promotion agreement between Liquidia PAH and Sandoz Inc. (“Sandoz”), dated as of August 1,

2018, as amended (the “Promotion Agreement”), sharing profit derived from the sale of Sandoz’s substitutable generic treprostinil injection

(“Treprostinil Injection”) in the United States. Liquidia PAH has the exclusive rights to conduct commercial activities to encourage the

appropriate use of Treprostinil Injection. We employ a targeted sales force calling on physicians and hospital pharmacies involved in the

treatment of pulmonary arterial hypertension (“PAH”) PAH and PH-ILD in the United States, as well as key stakeholders involved in the

distribution and reimbursement of Treprostinil
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Injection. Strategically, we believe that medicines to treat these patients. We established our commercial presence in the field will enable an

efficient base to expand from for support Treprostinil Injection and have since expanded our presence to support the launch of YUTREPIA

upon final approval, leveraging existing relationships and further validating our reputation as a company committed to supporting PAH  and

PH-ILD patients.

We conduct research, development and manufacturing of novel products by applying our subject matter expertise in cardiopulmonary

disease diseases and our proprietary PRINT® technology, a particle engineering platform, to enable precise production of uniform drug

particles designed to improve the safety, efficacy and performance of a wide range of therapies. Through development of our own products

and research with third parties, we have experience applying PRINT across multiple routes of administration and drug payloads including

inhaled therapies, vaccines, biologics, nucleic acids and ophthalmic implants, among others.

Our lead product candidate is YUTREPIA for the treatment of PAH. PAH and PH-ILD. YUTREPIA is an inhaled dry powder formulation of

treprostinil designed with PRINT to improve the therapeutic profile of treprostinil by enhancing deep lung delivery while using a convenient,

low resistance effort dry-powder inhaler (“DPI”) and by achieving higher dose levels than the labeled doses of current inhaled therapies. 

The In November 2021, the United States Food and Drug Administration (“FDA”) tentatively approved our New Drug Application (“NDA”) for 

YUTREPIA for the treatment of PAH in November 2021. The FDA also confirmed that the clinical data in the NDA would support our 

pursuit PAH. In July
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Table of an amendment to our NDA to treat patients with pulmonary hypertension and interstitial lung disease (PH-ILD) upon the expiration

of regulatory exclusivity in March 2024. We Contents

2023, we filed an amendment to our NDA to add PH-ILD to the label on July 24, 2023. The for YUTREPIA. We are currently awaiting final 

action by the FDA accepted the amendment with respect to our NDA and has set a Prescription Drug User Fee Act (PDUFA) goal date of 

January 24, 2024. NDA.

We are also currently developing L606, an investigational, liposomal formulation of treprostinil administered twice-daily with a short-duration 

next-generation nebulizer, which we licensed from Pharmosa. Pharmosa Biopharm. L606 is currently being evaluated in an open-label study 

in the United States for treatment of PAH and PH-ILD with a planned pivotal study for the treatment of PH-ILD.

Since inception, we have incurred significant operating losses. Our net loss was $51.1 million $40.9 million for the nine three months ended

September 30,  2023 March 31,  2024 and $41.0 million $78.5 million and $34.6 million $41.0 million for the  years ended December

31, 2022 December 31, 2023 and 2021, 2022, respectively. As of September 30, 2023 March 31, 2024, we had an accumulated deficit of

$401.6 $470.0  million. We expect to incur significant expenses and operating losses for the foreseeable future as we conduct clinical

development of product candidates and seek regulatory approval and prepare for commercialization of any approved product candidates.

These efforts require significant amounts of capital, adequate personnel and infrastructure, and extensive compliance-reporting capabilities.

Even if our development efforts are successful, it is uncertain when, if ever, we will realize significant revenue from product sales.

Additionally, the Revenue Interest Financing Agreement with HealthCare Royalty Partners IV, L.P. (“HCR”) dated January 9, 2023, as

amended (the “RIFA”) contains fixed quarterly payments and minimum cash covenants that requires require us to maintain cash and cash

equivalents in an amount at least equal to $7.5 million during the calendar year beginning on January 1, 2024 and at least equal to $15.0

million for the remainder of the payment term after the calendar year ended December 31, 2024.These conditions raise substantial doubt

regarding our ability to continue as a going concern within one year after the date these consolidated condensed financial statements are

issued.

Our future funding requirements will be heavily determined by the timing of the potential commercialization of YUTREPIA and the resources

needed to support the development of our product candidates. Based on our current plans, if we are unable to access the contingent

Investment Amounts from the RIFA by the second quarter of 2024 we will We may require additional capital. We have based these estimates

on assumptions that may differ from actual results, and we could use our available resources sooner than expected. We may also require

additional capital  to fund operations as well as to pursue in-licenses or acquisitions of other product candidates. If we determine we require

but are unable to obtain such additional funding, we could be required to delay, reduce, or eliminate research and development programs,

product portfolio expansion, or future commercialization efforts, which could adversely affect our business prospects, or we may be unable to

continue operations.

Although we expect to continue to generate operating losses for the foreseeable future, we believe that based on our current operating plan,

excluding any future YUTREPIA product revenue, our cash and cash equivalents will be sufficient to fund operations, capital expenditures,

and RIFA quarterly fixed payment requirements and allow us to remain in compliance with our minimum cash covenants pursuant to the

RIFA for at least twelve months from the issuance date of these condensed consolidated financial statements. If we have not received full

FDA approval for both PAH and PH-ILD and begun product sales of YUTREPIA or are unable to access additional capital by the date of

issuance of our second quarter 2024 financial statements, there could be substantial doubt about our ability to continue as a going concern

as of that date. We have based this estimate on assumptions that may prove to be wrong, and we could utilize our available capital

resources sooner than we currently expect.

Components of Consolidated Statements of Operations

Revenue

We primarily generate revenue pursuant to the Promotion Agreement, under which we receive a 50% share in the profit derived from the

sale of Treprostinil Injection in the United States. Liquidia PAH has the exclusive rights to conduct
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commercial activities to encourage the appropriate use of Treprostinil Injection. On May 21, 2021, In May 2021, Liquidia PAH’s

manufacturing partner, Chengdu Shifeng Medical Technologies LTD (“Chengdu”) began selling the RG Cartridge, which may be used to

supply medications to PAH patients with the CADD-MS 3 pump manufactured by Smiths Medical ASD, Inc. During 2022, we became We are

aware of shortages of critical components of the CADD-MS 3 pump that have caused the number of CADD-MS 3 infusion pumps available

for the subcutaneous administration of Treprostinil Injection to be limited. Due to this limitation in the availability of pumps, specialty

pharmacies are not currently placing new patients on to subcutaneous Treprostinil Injection therapy in order to preserve the available pumps

for those patients already receiving subcutaneous administration of Treprostinil Injection. We are seeking to work In December 2022, we

entered into a Device Development and Supply Agreement (the “Pump Development Agreement”) with third parties to resolve Mainbridge

Health Partners, LLC (“Mainbridge”) and Sandoz. The Pump Development Agreement provides for the component shortage to increase the

available supply cooperation between us, Sandoz and
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Mainbridge to develop or procure other pumps a new pump that can be used is suitable for the subcutaneous administration of Treprostinil

Injection. Mainbridge will perform all development, validation and testing activities required for the pump and related consumables in

anticipation of submitting a 510(k) clearance application for the pump to administer Treprostinil Injection the FDA in the future. Future

revenue 2025. Revenue will continue to be impacted or at risk until new components or alternative pumps are available.

Cost of Revenue

Cost of revenue consists of (i) an allocation of the cost of employing a targeted our sales force associated with calling on physicians and

hospital pharmacies involved in the treatment of PAH with Treprostinil Injection, as well as key stakeholders involved in the distribution and

reimbursement of Treprostinil Injection and (ii) a portion of the amortization of the intangible asset associated with the Promotion Agreement.

We amortize the intangible asset associated with the Promotion Agreement in a manner consistent with our recognition of the related

revenue.

Research and Development Expenses

Research and development expenses consist of expenses incurred in connection with the development of our product candidates. We

expense research and development costs as incurred. These expenses include:

● expenses incurred under agreements with contract research organizations as well as investigative sites and consultants that
conduct our clinical trials and preclinical studies;

● manufacturing process development and scale-up expenses and the cost of acquiring and manufacturing preclinical and clinical trial
materials and commercial materials including manufacturing validation batches; unless objective and persuasive evidence exists
that regulatory approval and subsequent commercialization of a product candidate is probable and where we also expect the future
economic benefit from the sales of the product candidate to be realized;

● outsourced professional scientific development services;

● employee-related expenses, which include salaries, benefits and stock-based compensation for personnel in research and
development functions;

● expenses relating to regulatory activities, including filing fees paid to regulatory agencies;

● laboratory materials and supplies used to support our research activities;

● costs of acquired product licenses and related technology rights where there is no alternative future use; and

● allocated facility-related costs.
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Product candidates in later stages of clinical development generally have higher development costs than those in earlier stages of clinical

development, primarily due to the increased size and duration of later-stage clinical trials. In the near term we expect that our research and

development expenses will to increase as we expand complete manufacturing activities, conduct existing clinical trials, and initiate

new potential clinical trials. However, levels of research and development spending are highly dependent upon the selection and progression

of product candidates. The successful development of our product candidates is highly uncertain. At this time, we cannot reasonably

estimate or know the nature, timing and costs of the efforts that will be necessary to complete the remainder of the development of, or when,

if ever, material net cash inflows may commence from any of our product candidates. This uncertainty is due to the numerous risks and

uncertainties associated with the duration and cost of clinical trials, which vary significantly over the life of a project as a result of many

factors, including:
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● the number of clinical sites included in the trials;

● the length of time required to enroll suitable patients;
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● the number of patients that ultimately participate in the trials;

● the number of doses patients receive;

● the duration of patient follow-up; and

● the results of our clinical trials.

Our expenditures are subject to additional uncertainties, including the terms and timing of regulatory approvals. We may never succeed in

achieving regulatory approval for any of our product candidates. We may obtain unexpected results from our clinical trials. We may elect to

discontinue, delay or modify clinical trials of some product candidates or focus on others. A change in the outcome of any of these variables

with respect to the development of a product candidate could mean a significant change in the costs and timing associated with the

development of that product candidate. 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, or our ability to

manufacture and supply product, we could be required to expend significant additional financial resources and time on the completion of

clinical development. Drug commercialization will can take several years and millions of dollars in development costs.

General and Administrative Expenses

General and administrative expenses consist principally of salaries and related costs for personnel in executive, administrative, finance and

legal functions, including stock-based compensation. Other general and administrative expenses include facility-related costs, patent filing

and prosecution costs and professional fees for marketing, legal, auditing and tax services and insurance costs.

Other Income (Expense)

Other income (expense) is comprised of interest income and expense and loss on extinguishment of debt. Interest income consists of

interest earned on our cash equivalents. Interest expense consists of interest charges on the revenue interest financing payable, finance
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leases and long-term debt. These charges include monthly recurring interest on such obligations in addition to interest accretion and

amortization of debt discounts and issuance costs to interest expense.
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Results of Operations

Three and Nine Months Ended September 30, 2023 March 31, 2024 compared with the Three and Nine Months Ended September

30, 2022 March 31, 2023

The following table summarizes the results of our operations for the three and nine months ended September 30, 2023 March 31, 2024 and

2022, 2023, together with the changes in those items in dollars and as a percentage (in thousands, except for percentages):

Three Months Ended Nine Months Ended  

September 30,  $ % September 30,  $ %  

     2023      2022      Change      Change      2023      2022      Change      Change  

Revenue $ 3,678      $ 3,165      $ 513 16 % $ 12,957 $ 10,575 $ 2,382 23 %

Costs and expenses:                    

Cost of revenue   570   740 (170) (23)%   1,895   2,165 (270) (12)%

Research and development   7,440   4,512 2,928 65 %   30,413   14,459 15,954 110 %

General and administrative   10,559   6,744 3,815 57 %   27,597   26,224 1,373 5 %

Total costs and expenses   18,569   11,996 6,573 55 %   59,905   42,848 17,057 40 %

Loss from operations   (14,891)   (8,831) (6,060) 69 %   (46,948)   (32,273) (14,675) 45 %

Other income (expense):

Interest income   862   359 503 140 %   2,518   428 2,090 488 %

Interest expense   (1,761)   (620) (1,141) 184 %   (4,311)   (1,640) (2,671) 163 %

Loss on extinguishment of debt   —   — — * %   (2,311)   (997) (1,314) 132 %

Total other expense, net (899) (261) (638) 244 % (4,104) (2,209) (1,895) 86 %

Net loss and comprehensive loss $ (15,790) $ (9,092) $ (6,698) 74 % $ (51,052) $ (34,482) $ (16,570) 48 %

_______________

* Not meaningful

Three Months Ended  

March 31,  $ %  

     2024      2023      Change      Change  

Revenue $ 2,972 $ 4,493 $ (1,521) (34)%

Costs and expenses:          

Cost of revenue   1,467   654 813 124 %

Research and development   10,057   5,278 4,779 91 %

General and administrative   20,249   7,793 12,456 160 %

Total costs and expenses   31,773   13,725 18,048 131 %

Loss from operations   (28,801)   (9,232) (19,569) 212 %

Other income (expense):

Interest income   1,880   922 958 104 %

Interest expense   (2,524)   (1,124) (1,400) 125 %

Loss on extinguishment of debt   (11,483)   (2,311) (9,172) 397 %

Total other expense, net (12,127) (2,513) (9,614) 383 %

Net loss and comprehensive loss $ (40,928) $ (11,745) $ (29,183) 248 %
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Revenue

Revenue was $3.7 million $3.0 million for the three months ended September 30, 2023 March 31, 2024, compared to $3.2 million $4.5 million

for the three months ended September 30,  2022 March 31,  2023. Revenue related primarily to the Promotion Agreement. The

increase decrease of $0.5 million $1.5 million was primarily due to favorable gross-to-net managed care rebate adjustments recorded in the

prior year and chargeback adjustments offset by the impact of lower sales quantities as compared to the same period in the prior year.

Revenue was $13.0 million for the nine months ended September 30,  2023, compared to $10.6 million for the nine months ended

September 30, 2022. Revenue related primarily to the Promotion Agreement. The increase of $2.4 million was primarily due to favorable

gross-to-net chargeback, rebate, and managed care adjustments offset by the impact of lower sales quantities current year as compared to

the same period in the prior year.

Cost of Revenue

Cost of revenue was $0.6 million $1.5 million for the three months ended September 30, 2023 March 31, 2024, compared to $0.7 million for

the three months ended September 30, 2022. Cost of revenue related to the Promotion Agreement as noted above.

Cost of revenue was $1.9 million for the nine months ended September 30,  2023, compared to $2.2 million for the nine months ended

September 30, 2022 March 31, 2023. Cost of revenue related to the Promotion Agreement as noted above. The decrease increase from the

prior year was primarily due to lower intangible asset amortization due to an extension of the term of the Promotion Agreement our sales

force expansion during the fourth quarter of 2022. 2023.
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Research and Development Expenses

Research and development expenses were $7.4 million $10.1 million for the three months ended September 30,  2023 March 31,  2024,

compared to $4.5 million $5.3 million for the three months ended September 30, 2022 March 31,  2023. The increase of $2.9 million $4.8

million or 65% 91% was primarily due to a $1.5 million $2.0 million increase in personnel expenses (including stock-based compensation)

related to increased headcount and a $1.7 million increase in clinical expenses related to our L606 program. Additionally, there was also a

$1.3 million increase in expenses related to our YUTREPIA program driven by higher manufacturing clinical and pre-launch commercial

supply costs, a $0.7 million increase in consulting and personnel expenses related to higher headcount, and a $0.4 million increase in

clinical expenses related to our L606 open-label study.

Research and development expenses were $30.4 million for ASCENT study, which was initiated in the nine months ended September

30, 2023, compared to $14.5 million for the nine months ended September 30, 2022. The increase second half of $15.9 million or 110% was

primarily due to the $10.0 million upfront license fee payment to Pharmosa for the exclusive license in North America to develop and

commercialize L606. Additionally, there was a $3.6 million increase in expenses related to our YUTREPIA program driven by higher

manufacturing and pre-launch commercial supply costs, a $1.4 million increase in personnel and consulting expenses in preparation for the

potential commercialization of YUTREPIA, and a $0.5 million increase in clinical expenses related to the L606 phase 3 study. 2023.

General and Administrative Expenses

General and administrative expenses were $10.6 million $20.2 million for the three months ended September 30,  2023 March 31,  2024,

compared to $6.7 million $7.8 million for the three months ended September 30, 2022 March 31, 2023. The increase of $3.9 million $12.4

million or 57% 160% was primarily due to a $1.4 million $3.1 million increase in legal fees related to our ongoing YUTREPIA-related litigation,

a $0.9 million $5.9 million increase in consulting and personnel expenses in preparation for the potential commercialization of YUTREPIA,

(including stock-based compensation), and a $0.7 million $2.2 million increase in commercial expenses, and a $0.6 million increase in stock-

based compensation expense.
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General and administrative expenses were $27.6 million for the nine months ended September 30, 2023, compared to $26.2 million for the

nine months ended September 30, 2022. The increase of $1.4 million or 5% was primarily due to a $3.1 million increase in personnel and

consulting expenses in preparation for the potential commercialization of YUTREPIA offset by a $1.9 million decrease in legal fees related to

our ongoing YUTREPIA-related litigation. YUTREPIA.
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Other Income (Expense)

Total other expense, net was $0.9 million $12.1 million for the three months ended September 30, 2023 March 31, 2024, compared with $0.3

million $2.5 million for the three months ended September 30, 2022 March 31, 2023. The increase of $0.6 million $9.6 million was primarily

due to driven by $1.1 million higher a $9.2 million increase in loss on extinguishment of debt resulting from the Fourth Amendment to the

RIFA, which was executed in January 2024, and a $1.4 million increase in interest expense attributable to the higher borrowings under the

RIFA as compared to balances outstanding under the A&R SVB LSA prior year. These increases were offset by a $0.5 million $1.0 million

increase in interest income attributable to higher money market yields.

Total other expense, net was $4.1 million for the nine balances. The three months ended September 30, 2023, compared with $2.2 million for

the nine months ended September 30, 2022. The increase of $1.9 million was driven by $2.6 million higher interest expense attributable to

the higher borrowings under the RIFA as compared to balances outstanding under the A&R SVB LSA and March 31, 2024 included a $1.3

million increase in $11.5 million loss on extinguishment of debt due offset by a $2.1 million increase related to the Fourth Amendment to the

RIFA which provided the Company an additional $25.0 million in interest income attributable to higher money market yields. January 2024.

The nine three months ended September 30, 2023 March 31, 2023 included a $2.3 million loss on extinguishment of debt related to

repayment of the A&R SVB LSA our previously outstanding debt with Silicon Valley Bank in January 2023. The nine months ended

September 30, 2022 included a $1.0 million loss on extinguishment of debt related to the refinance of our long-term debt with SVB in

January 2022.

Liquidity and Capital Resources

Sources of Liquidity

We have financed our growth and operations through a combination of funds generated from revenues, the issuance of convertible preferred

stock and common stock, bank borrowings, the issuance of convertible notes, and revenue interest financing. Our principal uses of cash

have been for working capital requirements and capital expenditures. As of September 30,  2023 March 31,  2024  and December

31, 2022 December 31, 2023, we had cash and cash equivalents of $76.2 million $157.9 million and $93.3 million $83.7 million, respectively.

As of September 30, 2023 March 31, 2024, we had stockholders’ equity of $48.0 million $86.3 million and an accumulated deficit of $401.6

million $470.0 million.
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In December 2023, we also entered into a common stock purchase agreement with Roger Jeffs, our Chief Executive Officer, for the sale by

us in a private placement of an aggregate of 139,665 shares of our common stock at a purchase price of $7.16 per share for gross proceeds

of approximately $1.0 million.

In January 2023, we entered into a Revenue Interest Financing Agreement with HealthCare Royalty Partners IV, L.P. (“HCR”), as amended

(the “RIFA”), pursuant to which HCR has agreed to pay us an aggregate investment amount of up to $100.0 million (the “Investment

Amount”). $32.5 million of the Investment Amount was funded on January 27, 2023 (the “Initial Investment Amount”), $22.2 million of which

was used to satisfy in full and retire the Company’s indebtedness under the A&R SVB LSA our previously outstanding debt with Silicon

Valley Bank, with the excess proceeds funded to the Company. An additional $10.0 million of the Investment Amount was funded on July 27,

2023 (the “Second Tranche Amount”), which was used to fund payment of the $10.0 million upfront license fee due under the Pharmosa

License Agreement. On January 5, 2024 an additional $25.0 million of the Investment Amount was funded. See Note 11 12 to the condensed

consolidated condensed financial statements appearing elsewhere in this Quarterly Report on Form 10-Q for information regarding

repayment.

In April 2022, we sold 11,274,510 shares of our common stock in an underwritten registered public offering at an offering price of $5.10 per

share (the “Offering”). The Offering closed on April 18, 2022, and we received net proceeds of approximately $54.5 million from the sale of

the shares, after deducting the underwriting discounts and commissions and other offering expenses. We intend to use the net proceeds

from this Offering for ongoing commercial development of YUTREPIA, for continued development of YUTREPIA in other clinical trials, for

pre-clinical pipeline activities and for general corporate purposes.

Future Funding Requirements

Prior to the potential FDA approval of YUTREPIA and until such time as we can generate significant revenues from its sale, if ever, we

anticipate we will incur net losses and negative cash flows. We plan to focus in the near-term on preparations for the potential commercial

launch of YUTREPIA, continuing promotion of Treprostinil Injection, investing in research and development efforts for our YUTREPIA and

L606 programs, and expanding our corporate infrastructure. We may not be able to complete the development and initiate commercialization

of these programs if, among other things, our clinical trials are not successful or if the FDA does not approve our product candidates when

we expect, or at all.
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Our primary uses of capital are, and we expect will continue to be, compensation and related personnel expenses, clinical costs,

manufacturing process development costs, external research and development services, laboratory and related supplies, regulatory

expenses, legal costs, administrative and overhead costs and repayments under the RIFA. We also expect to incur significant

commercialization expenses related to product manufacturing, sales, marketing and distribution as we prepare to potentially receive

regulatory approval for YUTREPIA. Our future funding requirements will be heavily determined by the timing of the potential

commercialization of YUTREPIA, the indications, if any, for which YUTREPIA is approved and the resources needed to support the

development of our product candidates. Based on our current plans, if we are unable to access the contingent Investment Amounts from the

RIFA by the second quarter of 2024, we will require additional capital. See Note 2 to the consolidated condensed financial statements

appearing elsewhere in this Quarterly Report on Form 10-Q for information regarding the Company’s ability to continue as a going concern.

We have based these estimates on assumptions that may prove to be wrong, and we could use our available capital resources sooner than

we expect. We may also require additional capital to pursue in-licenses or acquisitions of other product candidates. If we are unable to

obtain additional funding, we could be required to delay, reduce, or eliminate research and development programs, product portfolio

expansion, or future commercialization efforts, which could adversely affect business prospects, or we may be unable to continue

operations.

We may raise additional capital through licensing activities, other business arrangements or the sale of equity or convertible debt securities.

In such an event, the ownership of our existing shareholders will be diluted, and the terms of these securities may include liquidation or other
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preferences that adversely affect the rights associated with holdings of our common stock.

Because of the numerous risks and uncertainties associated with research, development and commercialization of pharmaceuticals, we are

unable to estimate the exact amount of our working capital requirements. Our future funding requirements will depend on many factors,

including:

● the number and characteristics of the product candidates we pursue;
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● the scope, progress, results and costs of researching and developing our product candidates, and conducting preclinical studies and
clinical trials;

● the timing of, and the costs involved in, obtaining regulatory approvals for our product candidates;
● the cost of manufacturing our product candidates and any product we successfully commercialize;
● our ability to establish and maintain strategic collaborations, licensing or other arrangements and the financial terms of such

agreements;
● the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing patent claims, including litigation costs and

the outcome of such litigation; and
● the timing, receipt and amount of sales of, or milestone payments related to or royalties on, our current or future product candidates,

if any.

See “Risk Factors” for additional risks associated with our substantial capital requirements.

Cash Flows

The following table summarizes our sources and uses of cash and cash equivalents:

Nine Months Ended Three Months Ended

September 30,  March 31, 

     2023      2022      2024      2023

Net cash provided by (used in):            

Operating activities $ (25,582) $ (23,985) $(24,866) $(8,457)

Investing activities   (11,082)   (96)   (624)   (364)

Financing activities   19,606   64,907   99,669   9,950

Net increase (decrease) in cash and cash equivalents $ (17,058) $ 40,826

Net increase in cash and cash equivalents $ 74,179 $ 1,129

Operating Activities

Net cash used in operating activities increased $1.6 million $16.4 million to $25.6 million $24.9 million for the nine three months ended

September 30,  2023 March 31,  2024 compared to $24.0 million $8.5 million for the nine three months ended September 30,  2022 March

31, 2023. The increase was primarily due to $2.6 million lower $16.5 million higher net loss adjusted for non-cash items offset by favorable

working capital changes of $1.0 million $0.1 million.
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Investing Activities

Net cash used in investing activities was $11.1 million $0.6 million for the nine three months ended September 30,  2023 March 31,  2024 

compared to $0.1 million $0.4 million for the nine three months ended September 30, 2022 March 31,  2023. During both the nine three 

months ended September 30, 2023, we made a $10.0 million upfront license fee payment to Pharmosa for the exclusive license in North 

America to develop March 31,  2024 and commercialize L606 and paid $1.1 million for the acquisition of property, plant and equipment. 

During the nine months ended September 30, 2022, 2023, net cash used in investing activities related to property, plant and equipment 

purchases.

Financing activities

Net cash provided by financing activities was $19.6 million $99.7 million during the nine three months ended September 30,  2023 March

31,  2024, compared to $64.9 million $10.0 million during the nine three months ended September 30,  2022 March 31,  2023. During the

nine three months ended September 30,  2023 March 31,  2024, we received $41.7 million $74.9 million net proceeds from the revenue

interest financing agreement of 2024 Private Placement which $22.2 million was used to repay closed on January 8, 2024, $25.0 million net

proceeds from the A&R SVB LSA, RIFA, and $1.1 million $0.5 million from the issuance of common stock under stock incentive plans. These

inflows were offset by $1.0 million  $0.7 million in payments under the RIFA. During the nine three months ended September 30, 2022 March

31,  2023, we received $54.5 million $31.8 million net proceeds from the Offering which closed on April 18, 2022, $9.3 million excess

proceeds from the refinancing of long-term debt, $0.9 million from the issuance of common stock under stock incentive plans, and $0.4

million in litigation financing deployments. Funds received from litigation deployments are paid directly to the attorneys involved in the

RareGen Litigation (as described in Item 1, Legal Proceedings), the ongoing costs RIFA of which are included as operating outflows.$22.2

million was used to repay our indebtedness to Silicon Valley Bank.
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Contractual Obligations and Commitments

Milestone and Royalty Obligations

Under the UNC License Agreement, the Company is obligated to pay UNC royalties equal to a low single digit percentage of all net sales of

drug products whose manufacture, use or sale includes any use of the technology or patent rights covered by the UNC License Agreement,

including YUTREPIA.

In March 2012, we entered into an agreement, as amended, with Chasm Technologies, Inc. for manufacturing consulting services related to

our manufacturing capabilities during the term of the agreement. We agreed to pay future contingent milestones and royalties, totaling no

more than $1.5 million, none $0.2 million of which has been earned was accrued as of September 30, 2023 March 31, 2024.

In December 2022, we entered into a Device Development and Supply Agreement (the “Pump Development Agreement”) with Mainbridge

Health Partners, LLC (“Mainbridge”) and Sandoz Inc. (“Sandoz”). The Pump Development Agreement provides for the cooperation between

us, Sandoz and Mainbridge to develop a new pump that is suitable for the subcutaneous administration of Treprostinil Injection. Mainbridge

will perform all development, validation and testing activities required for the pump and related consumables in anticipation of submitting a

510(k) clearance application for the pump to the FDA in the first half of 2024. 2025. In connection with the Pump Development Agreement,

we and Sandoz have agreed to pay Mainbridge certain future contingent milestone payments in accordance with the terms and conditions

set forth therein.

In June 2023, we entered into a License Agreement with Pharmosa Biopharm Inc. (“Pharmosa”) pursuant to which we were granted an

exclusive license in North America to develop and commercialize L606, an inhaled, sustained-release formulation of treprostinil currently

being evaluated in a clinical trial for the treatment of pulmonary arterial hypertension (PAH) and pulmonary hypertension associated with

interstitial lung disease (PH-ILD), and a non-exclusive license for the manufacture, development and use (but not commercialization) of such

licensed product in most countries outside North America. In consideration for these exclusive rights, we will pay Pharmosa potential
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development milestone payments tied to PAH and PH-ILD indications of up to $30 million, potential sales milestones of up to $185 million

and two tiers of low, double-digit royalties on net sales of L606. Pharmosa will also receive a $10 million milestone payment for each

additional indication approved after PAH and PH-ILD and each additional product approved under the license. Concurrently with the

execution of the Pharmosa License Agreement, we also entered into an Asset Transfer Agreement with Pharmosa pursuant to which

Pharmosa will transfer its inventory of physical materials.

Purchase Obligations

We enter into contracts in the normal course of business with contract service providers to assist in the performance of our research and

development and manufacturing activities. Subject to required notice periods and our obligations under binding purchase orders, we can

elect to discontinue the work under these agreements at any time.
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On July 14, 2023, the Company entered into an Amended and Restated Commercial Manufacturing Services and Supply Agreement with

Lonza Tampa LLC. Pursuant to the terms of the Agreement, Lonza provides us with manufacturing and storage services for YUTREPIA

inhalation powder. We will deliver bulk treprostinil powder, manufactured using our proprietary PRINT® technology, and Lonza will

encapsulate and package the Product. Under the terms of the Agreement, our minimum annual commitments and Lonza’s annual minimum

capacity guarantees were materially increased as compared to the Original Agreement. In connection therewith, we have agreed that upon

any Termination for FDA Rejection or Termination for FDA Delay, we would reimburse Lonza for 50% of its documented out-of-pocket

expenditures for any capital equipment that is purchased by Lonza after the effective date of the Agreement to perform the services for us,

not to exceed $2.5 million in the aggregate. As of September 30, 2023, we had non-cancelable commitments with Lonza Tampa LLC for

product manufacturing costs of approximately $4.2 million for the year ending December 31, 2023.

In addition, we have entered into a multi-year supply agreement with LGM Pharma, LLC (“LGM”) to produce active pharmaceutical

ingredients for YUTREPIA. Under our supply agreement with LGM, we are required to provide rolling forecasts, a portion of which will be

considered a binding, firm order, subject to an annual minimum purchase commitment of $2.7 million for the term of the agreement. As of

September 30, 2023, we have incurred and paid the full
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annual purchase commitment of $2.7 million. The agreement expires five  years from the first marketing authorization approval of

YUTREPIA.

Concurrently with the execution As of the Pharmosa License Agreement, March 31, 2024, we also entered into an Asset Transfer Agreement

with Pharmosa pursuant to which Pharmosa will transfer its inventory have non-cancelable commitments for product supply and

manufacturing costs of physical materials. approximately $6.5 million.

Lease Obligations

We have operating lease obligations including rental amounts due on leases of certain laboratory, manufacturing and office space and

equipment under the terms of non-cancelable operating leases. These leases expire at various times through October 2026. Minimum
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operating lease payments are $0.3 million $1.0 million in the remaining three nine months of 2023, $1.3 million in 2024, $1.4 million in 2025,

and $1.2 million in 2026.

Other Obligations and Contingencies

We from time-to-time are subject to claims and litigation in the normal course of business, none of which we believe represent a risk of

material loss or exposure.

We also have employment agreements with certain employees and an Executive Severance and Change in Control Plan which covers

certain other employees which require the funding of a specific level of payments if certain events, such as a change in control or termination

without cause, occur.

Critical Accounting Estimates

We prepare our consolidated financial statements in conformity with U.S. GAAP. The preparation of these financial statements requires the

use of estimates, judgments and assumptions that affect the reported amounts of assets and liabilities at the date of the financial statements

and reported amounts of revenues and expenses during the periods presented. Actual results could differ from those estimates and

assumptions.

While we describe our significant accounting policies in Note 2 to the condensed consolidated financial statements appearing elsewhere in

this Quarterly Report on Form 10-Q, we have identified the following critical accounting estimates:

Research and Development Expenses

As part of the process of preparing our condensed consolidated financial statements, we are required to estimate our incurred expenses.

This process involves reviewing quotations and contracts, identifying services that have been performed on our behalf and estimating the

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

actual cost. The majority of our service providers invoice us monthly in arrears for services performed or when contractual milestones are

met. We make estimates of our accrued expenses as of each balance sheet date in our condensed consolidated financial statements based

on facts and circumstances known to us at that time. We periodically confirm the accuracy of our estimates with the service providers
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and make adjustments if necessary. The significant estimates in our accrued research and development expenses are related to expenses

incurred with respect to CROs, CMOs and other vendors in connection with research and development and manufacturing activities. We do

not currently capitalize costs associated with the production of any product candidates.

We base our expenses related to CROs and CMOs on our estimates of the services received and efforts expended pursuant to quotations

and contracts with such vendors that conduct research and development and manufacturing activities on our behalf. The financial terms of

these agreements are subject to negotiation, vary from contract to contract and may result in uneven payment flows. There may be

instances in which payments made to our vendors will exceed the level of services provided and result in a prepayment of the applicable

research and development or manufacturing expense. In accruing service fees, we estimate the time period over which services will be

performed and the level of effort to be expended in each period. If the actual timing of the performance of services or the level of effort varies

from our estimate, we adjust the accrual or prepaid expense accordingly. Although we do not expect our estimates to be materially different

from amounts actually incurred, our understanding of the status and timing of services performed
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relative to the actual status and timing of services performed may vary and could result in us reporting amounts that are too high or too low

in any particular period. There have been no material changes in estimates for the periods presented within this Quarterly Report on Form

10-Q.

Revenue Interest Financing Agreement

We recognized a liability related to amounts received in January 2023, and July 2023,  and January 2024 pursuant to the RIFA with HCR

under ASC 470-10, Debt and ASC 835-30, Interest - Imputation of Interest.  Interest. The liability will be accreted under the effective interest

method based upon the estimated amount of future payments to be made pursuant to the RIFA. The issuance costs were recorded as a

deduction to the carrying amount of the liability and will be amortized under the effective interest method over the estimated period in which

the liability will be repaid. If the timing or amounts of any estimated future revenue and related payments change, we will prospectively adjust

the effective interest and the related amortization of the liability and related issuance costs. liability. A significant increase or decrease in

these estimates could materially impact the liability balance and related interest expense. See Note 12 to the condensed consolidated

financial statements appearing elsewhere in this Quarterly Report on Form 10-Q for additional information.

JOBS Act Prelaunch Inventory

As We capitalize prelaunch inventory prior to receiving regulatory approval if regulatory approval and subsequent commercialization of a

product is probable and we also expect future economic benefit from the sales of the product to be realized. Prior to this conclusion, we

expense prelaunch inventory as research and development expense in the period incurred. For prelaunch inventory that is capitalized, we

consider a number of specific facts and circumstances, including the product’s historical shelf life, the product's current status in the

development and regulatory approval process, results from related clinical trials, results from meetings with relevant regulatory agencies

prior to the filing of regulatory applications, potential obstacles to the approval process, viability of commercialization and market trends. In

late 2023, based on our assessment of the legal and regulatory process related to YUTREPIA, we concluded that we met the criteria to

capitalize expenditures for prelaunch inventory. We capitalized $3.5 million of prelaunch inventory as of March 31, 2024 and none as of

December 31, 2023. We do not have an “emerging growth company” under allowance for inventory obsolescence as of March 31, 2024. If

either regulatory approval or market acceptance post-approval of YUTREPIA do not occur at all or on a timely basis prior to the Jumpstart

Our Business Startups Act of 2012, as amended, or the JOBS Act, inventory shelf-life expiration, we can take advantage of an extended

transition period for complying with new or revised accounting standards. This allows an emerging growth company to delay the adoption of

certain accounting standards until those standards would otherwise apply to private companies. We have irrevocably elected to “opt out” of

this provision and, as a result, we will comply with new or revised accounting standards when they are may be required to be adopted by

public companies that are not emerging growth companies.

Subject to certain conditions, as an emerging growth company, we rely on certain of these exemptions, including without limitation:

● reduced disclosure about our executive compensation arrangements;

● no advisory votes on executive compensation or golden parachute arrangements; and

● exemption from the auditor attestation requirement in the assessment of our internal control over financial reporting.

We may take advantage of these exemptions for up to five years write-off some or such earlier time that we are no longer an emerging

growth company. We would cease to be an emerging growth company on the date that is the earliest of (i) the last day of the fiscal year in all

prelaunch inventory, which we have total annual gross revenue of $1.07 billion or more; (ii) the last day of 2023; (iii) the date on which we

have issued more than $1.0 billion in nonconvertible debt during the previous three years; or (iv) the date on which we are deemed to be a

large accelerated filer under the rules of the SEC. We may choose to take advantage of some but not all of these exemptions. Accordingly,

the information contained herein may be different from the information you receive from other public companies in which you hold

stock. could affect our financial condition and financial results.

Smaller Reporting Company

As a “smaller reporting company,” as defined in under Rule 12b-2 of the Securities Exchange Act of 1934, as amended, or the Exchange Act,

in addition to providing reduced disclosure about our executive compensation arrangements and business developments, among other

reduced disclosure requirements available to smaller reporting companies, we present only two  years of audited financial statements in
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addition to any required unaudited interim financial statements with correspondingly reduced “Management’s Discussion and Analysis of

Financial Condition and Results of Operations” disclosure. Accordingly,

We will be able to take advantage of these scaled disclosures for so long as (i) our common stock held by non-affiliates is less than $250

million measured on the information contained herein may be different from the information you receive from other public companies in which

you hold stock. last business day of our second fiscal quarter, or (ii) our annual revenue is less
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than $100 million during the most recently completed fiscal year and our common stock held by non-affiliates is less than $700 million

measured on the last business day of our second fiscal quarter. To the extent we take advantage of any reduced disclosure obligations, it

may make it harder for investors to analyze the Company’s results of operations and financial prospectus in comparison with other public

companies. Until we cease to be a smaller reporting company, the scaled-back disclosure in our SEC filings will result in less information

about our company being available than for other public companies.

Off-Balance Sheet Arrangements

We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined in the

rules and regulations of the SEC.

Item 3. Quantitative and Qualitative Disclosures About Market Risk

Not applicable.

Item 4. Controls and Procedures.

Evaluation of Disclosure Controls and Procedures

As of September 30, 2023 March 31, 2024, management, with the participation of the Chief Executive Officer and Chief Financial Officer,

performed an evaluation of the effectiveness of the design and operation of the Company's disclosure controls and procedures as defined in

Rules 13a-15(e) and 15d-15(e) of the Exchange Act. Based on this evaluation, the Chief Executive Officer and Chief Financial Officer

concluded that the Company's disclosure controls and procedures were effective  at the reasonable assurance level as of September

30, 2023 March 31, 2024.

Changes in Internal Control over Financial Reporting

There were no changes in our internal control over financial reporting during the quarter ended September 30, 2023 March 31, 2024 that

have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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PART II. OTHER INFORMATION.

Item 1. Legal Proceedings.

YUTREPIA-Related Litigation

In June 2020, United Therapeutics filed a complaint for patent infringement against the Company in the U.S. District Court for the District of

Delaware (Case No.  1:20-cv-00755-RGA) (the “Hatch-Waxman Litigation”), asserting infringement by the Company of U.S. Patent Nos.

9,604,901, entitled “Process to Prepare Treprostinil, the Active Ingredient in Remodulin®” (the “‘901 Patent”), and 9,593,066, entitled

“Process to Prepare Treprostinil, the Active Ingredient in Remodulin®” (the “‘066 Patent”), relating to United Therapeutics’ Tyvaso®, a

nebulized treprostinil solution for the treatment of PAH. United Therapeutics’ complaint was in response For information on our legal

proceedings, see Note 14 “Legal Proceedings” to the Company’s NDA for YUTREPIA, filed with the FDA, requesting approval to market

YUTREPIA, a dry powder formulation of treprostinil for the treatment of PAH. The YUTREPIA NDA was filed under the 505(b)(2) regulatory

pathway with Tyvaso® as the reference listed drug.

In July 2020, the U.S. Patent and Trademark Office (the “USPTO”) issued U.S. Patent No.  10,716,793 (the “‘793 Patent”), entitled

“Treprostinil Administration by Inhalation”, to United Therapeutics. In July 2020, United Therapeutics filed an amended

complaint consolidated condensed financial statements appearing elsewhere in the Hatch-Waxman Litigation asserting infringement of the

‘793 Patent by the practice of YUTREPIA.

In June 2021, the Court held a claim construction hearing. Based this Quarterly Report on the Court’s construction of the claim terms, United

Therapeutics filed a stipulation of partial judgment with respect to the ‘901 Patent in December 2021 under which United Therapeutics

agreed to the entry of judgment of the Company’s non-infringement of the ’901 Patent. United Therapeutics did not file an appeal with

respect to the ‘901 Patent.

Trial proceedings in the Hatch-Waxman Litigation were held in March 2022. In August 2022, Judge Andrews, who was presiding over the

Hatch-Waxman Litigation, issued an opinion that claims 1, 2, 3, 6 and 9 of the ‘066 Patent were invalid, that the remaining asserted claims of

the ‘066 Patent were not infringed by the Company, and that all of the asserted claims of the ‘793 Patent were both valid and infringed by the

Company, based on the arguments presented by
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the Company in the Hatch-Waxman Litigation. In September 2022, Judge Andrews entered a final judgment in the Hatch-Waxman Litigation 

that incorporated the findings from his opinion and ordered that the effective date of any final approval by the FDA of YUTREPIA shall be a 

date which is not earlier than the expiration date of the ’793 Patent, which will be in 2027. Both the Company and United Therapeutics 

appealed Judge Andrews’ decision to the United States Court of Appeals for the Federal Circuit. On July 24, 2023, the United States Court 

of Appeals for the Federal Circuit affirmed Judge Andrews’ decision with respect to both the ‘066 patent and the ‘793 patent.

In March 2020, the Company filed two petitions for inter partes review with the Patent Trial and Appeal Board (the “PTAB”) of the USPTO.

One petition was for inter partes review of the ‘901 Patent, and sought a determination that the claims in the ‘901 Patent are invalid, and a

second petition was for inter partes review of the ‘066 Patent, and sought a determination that the claims in the ‘066 Patent are invalid. In

October 2020, the PTAB instituted an inter partes review of the ‘901 Patent and concurrently denied institution on the ‘066 Patent, stating 

that the ‘066 petition has not established a reasonable likelihood that it would prevail in showing that at least one of the challenged claims is 

unpatentable. In October 2021, the PTAB issued a final written decision concluding that seven of the claims in the ‘901 patent were 

unpatentable, leaving only the narrower dependent claims 6 and 7, both of which require actual storage at ambient temperature of 

treprostinil sodium. In November 2021, United Therapeutics submitted a rehearing request with respect to the PTAB’s decision in the inter

partes review of the ‘901 Patent. The rehearing request was denied in June 2022. In August 2022, United Therapeutics appealed the 
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decision of the PTAB with respect to the ‘901 Patent to the United States Court of Appeals for the Federal Circuit. The appeal remains 

pending.

In January 2021, the Company filed a petition for inter partes review with the PTAB relating to the ‘793 Patent, seeking a determination that

the claims in the ‘793 Patent are invalid. In August 2021, the PTAB instituted an inter partes review of the ‘793 Patent, finding that the

Company had demonstrated a reasonable likelihood that it would prevail with respect to showing that at least one challenged claim of the

‘793 patent is unpatentable as obvious over the combination of certain prior art cited by the Company in its petition to the PTAB. In July 

2022, the PTAB ruled in the Company’s favor, concluding that based on the preponderance of the evidence, all the claims of the ’793 Patent 

have been shown to be unpatentable. In August 2022, United Therapeutics submitted a rehearing request with respect to the PTAB’s 

decision in the inter partes review of the ‘793 Patent. The rehearing request was denied in February 2023. In April 2023, United Therapeutics 

appealed the decision of the PTAB with respect to the ‘793 Patent to the United States Court of Appeals for the Federal Circuit. The appeal 

remains pending, and oral argument has been scheduled for December 4, 2023. The PTAB’s decision with respect to the ‘793 Patent will not 

override Judge Andrews’ order in the Hatch-Waxman Litigation that YUTREPIA may not be approved due to infringement of the ‘793 Patent 

unless and until the decision of the PTAB is affirmed on appeal.

In September 2023, United Therapeutics filed a second complaint for patent infringement against the Company in the U.S. District Court for

the District of Delaware (Case No. 1:23-cv-00975-RGA) (the “New Hatch-Waxman Litigation”), again asserting infringement by the Company

of the ‘793 Patent. United Therapeutics’ new complaint was in response to the Company’s amended NDA for YUTREPIA, filed with the FDA

in July 2023, requesting approval to add PH-ILD to the label for YUTREPIA. In the event the decision of the PTAB invalidating the ‘793

Patent is affirmed on appeal, then such ruling would have precedential effect in the New Hatch-Waxman Litigation.

Trade Secret Litigation

In December 2021, United Therapeutics filed a complaint in the Superior Court in Durham County, North Carolina, alleging that the Company

and a former United Therapeutics employee, who later joined the Company as an employee many years after terminating his employment 

with United Therapeutics, conspired to misappropriate certain trade secrets of United Therapeutics and engaged in unfair or deceptive trade 

practices. In January 2022, the Company’s co-defendant in the lawsuit removed the lawsuit to the United States District Court for the Middle 

District of North Carolina. Subsequently, in January 2022, United Therapeutics filed an amended complaint eliminating their claim under the 

federal Defend Trade Secrets Act and a motion seeking to have the case remanded to North Carolina state court. In April 2022, the Court 

granted United Therapeutics’ motion to have the case remanded to North Carolina state court. In May 2022, the Company filed a motion to 

dismiss all of the claims made by United Therapeutics in the lawsuit. The motion was denied by the Court in October 2022. Fact discovery in 

the case has concluded, and expert discovery is in process.
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RareGen Litigation

In April 2019, Sandoz and Liquidia PAH (then known as RareGen) filed a complaint against United Therapeutics and Smiths Medical in the

District Court of New Jersey (Case No. No. 3:19-cv-10170), (the “RareGen Litigation”), alleging that United Therapeutics and Smiths Medical

violated the Sherman Antitrust Act of 1890, state law antitrust statutes and unfair competition statutes by engaging in anticompetitive acts

regarding the drug treprostinil for the treatment of PAH. In March 2020, Sandoz and Liquidia PAH filed a first amended complaint adding a

claim that United Therapeutics breached a settlement agreement that was entered into in 2015, in which United Therapeutics agreed to not

interfere with Sandoz’s efforts to launch its generic treprostinil, by taking calculated steps to restrict and interfere with the launch of Sandoz’s

competing generic product. United Therapeutics developed treprostinil under the brand name Remodulin® and Smiths Medical

manufactured a pump and cartridges that are used to inject treprostinil into patients continuously throughout the day. Sandoz and Liquidia

PAH allege that United Therapeutics and Smiths Medical entered into anticompetitive agreements (i)  whereby Smiths Medical placed

restrictions on the cartridges such that they can only be used with United Therapeutics’ branded Remodulin® product and (ii)  requiring

Smiths Medical to enter into agreements with specialty pharmacies to sell the cartridges only for use with Remodulin®.
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In November 2020, Sandoz and Liquidia PAH entered into a binding term sheet (the “Term Sheet”) with Smiths Medical in order to resolve

the outstanding RareGen Litigation solely with respect to disputes between Smiths Medical, Liquidia PAH and Sandoz. In April 2021, Liquidia

PAH and Sandoz entered into a Long Form Settlement Agreement (the “Settlement Agreement”) with Smiths Medical to further detail the

terms of the settlement among such parties as reflected in the Term Sheet. Pursuant to the Term Sheet and the Settlement Agreement, the

former RareGen members and Sandoz received a payment of $4.25 million that was evenly split between the parties. In addition, pursuant

to the Term Sheet and Settlement Agreement, Smiths Medical disclosed and made available to Sandoz and Liquidia PAH certain

specifications and other information related to the cartridge that Smiths Medical developed and manufactures for use with the CADD-MS 3

infusion pump (the “CADD-MS 3 Cartridge”). Pursuant to the Settlement Agreement, Smiths Medical also granted Liquidia PAH and Sandoz

a non-exclusive, royalty-free license in the United States to Smiths Medical’s patents and copyrights associated with the CADD-MS 3

Cartridge and certain other information for use of the CADD-MS 3 pump and the CADD-MS 3 Cartridges. Smiths also agreed in the

Settlement Agreement to provide information and assistance in support of Liquidia PAH’s efforts to receive FDA clearance for the RG

Cartridge and to continue to service certain CADD-MS 3 pumps that are available for use with the Treprostinil Injection through January 1,

2025. Liquidia PAH and Sandoz agreed, among other things, to indemnify Smiths from certain liabilities related to the RG Cartridge. 10-Q.

In September 2021, United Therapeutics filed a motion for summary judgment with respect to all of the claims brought by Sandoz and 

Liquidia PAH against United Therapeutics. At the same time, Sandoz filed a motion for summary judgment with respect to the breach of 

contract claim. In March 2022, the Court issued an order granting partial summary judgment to United Therapeutics with respect to the 

antitrust and unfair competition claims, denying summary judgment to United Therapeutics with respect to the breach of contract claim, and 

granting partial summary judgment to Sandoz with respect to the breach of contract claim. The RareGen Litigation will now proceed to a trial 

to determine the amount of damages due from United Therapeutics to Sandoz with respect to the breach of contract claim. No trial date has 

been set.

Under the Promotion Agreement, all proceeds from the litigation will be divided evenly between Sandoz and Liquidia PAH. Under the

litigation finance agreements that Liquidia PAH has entered into with Henderson and PBM, any net proceeds received by Liquidia PAH with

respect to the RareGen Litigation will be divided between Henderson and PBM.

The Company may become subject to additional legal proceedings and claims arising in connection with the normal course of our

business. In the opinion of management, except as disclosed herein, there are currently no claims that would have a material adverse

effect on our financial position, results of operations or cash flows.

44

Table of Contents

Item 1A. Risk Factors.

Investing in our common stock involves a high degree of risk. You should carefully consider the risks described below, as well as the other

information in this Quarterly Report on Form 10-Q, including our financial statements and the related notes thereto, “Management’s

Discussion and Analysis of Financial Condition and Results of Operations,” and the information contained under the heading “Cautionary

Note Regarding Forward-Looking Statements” before deciding whether to invest in our common stock. The occurrence of any of the events

or developments described below could harm our business, financial condition, results of operations and growth prospects. In such an

event, the market price of our common stock could decline and you may lose all or part of your investment. Additional risks and

uncertainties not presently known to us or that we currently deem immaterial also may impair our business operations. We may update

these risk factors in our periodic and other filings with the SEC.

The following is a summary of the principal risk factors described in this section:

● We expect to incur significant expenses and operating losses for the foreseeable future as we advance our product candidates
through clinical trials, seek regulatory approval and pursue commercialization of any approved product candidates. The future
viability of our company may depend on our ability to raise additional capital to finance our future operations.

● We have a history of losses and our future profitability remains uncertain.Our net losses and significant cash used in operating
activities have raised substantial doubt regarding our ability to continue as a going concern.
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● We are primarily dependent on the success of our product candidates, YUTREPIA and L606, and these product candidates may
fail to receive final marketing approval (in a timely manner or at all) for some or all of the indications for which we are seeking
approval or may not be commercialized successfully.

● United Therapeutics has initiated multiple lawsuits against us in which it has claimed that YUTREPIA is infringing three of its
patents, and a separate lawsuit against us that we and a former United Therapeutics employee, who later joined us as an
employee, conspired to misappropriate certain trade secrets of United Therapeutics and engaged in unfair or deceptive trade
practices. Final judgment was entered in one of the lawsuits finding that one of the three asserted United Therapeutics’ patents is
both valid practices, and infringed and ordering that the effective date of any final approval by a separate lawsuit against the FDA
seeking to challenge the FDA’s acceptance of YUTREPIA shall be a date which our amended NDA for YUTREPIA. United
Therapeutics is not earlier than the expiration date currently seeking injunctive relief in several of the infringed patent, which will
be in 2027. While the PTAB found that this same patent was unpatentable, the PTAB’s decision with respect to the patent will not
override the court’s order unless and until the decision of the PTAB is affirmed on appeal. these lawsuits. These lawsuits, and
other lawsuits that United Therapeutics may file in the future, may result in our company being further delayed in its efforts to
commercialize YUTREPIA, may limit the indications for which YUTREPIA is approved or may result in substantial damage claims
against us if we launch YUTREPIA and we are later found to infringe.

● Liquidia PAH does not hold the FDA regulatory approval for Treprostinil Injection, the RG Cartridge or pumps used to administer
Treprostinil Injection and is dependent on Sandoz, Chengdu and the pump manufacturers to manufacture and supply Treprostinil
Injection, the RG Cartridge and pumps used to administer Treprostinil Injection, respectively, in compliance with FDA
requirements, and is more broadly dependent on their FDA and healthcare compliance relative to Treprostinil Injection, the RG
Cartridge and the pumps used to administer Treprostinil Injection, respectively.

● Treprostinil Injection is presently administered subcutaneously via Smiths Medical’s CADD-MS 3 infusion pump. Smiths Medical
no longer manufactures the CADD-MS 3 infusion pump and has no obligation indicated its intention to discontinue service or
maintain and maintenance of CADD-MS 3 infusion pumps after January 1, 2025. Should in November 2024. In addition, should
components of the CADD-MS 3 pump become unavailable before November 2024, Smiths Medical’s ability to service and
maintain such pumps may terminate earlier than anticipated. For instance, during 2022 we became are aware of a potential
shortage of a critical component of the CADD-MS 3 infusion pump that may cause the number of CADD-MS 3 infusion pumps
available for the administration of Treprostinil Injection to be
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depleted prior to January 1, 2025. November 2024. In the event the specialty pharmacies are unable to access sufficient
quantities of operable pumps or in the event we are unable to identify or develop a new pump prior to the current pumps
becoming unavailable, the commercial success of Treprostinil Injection may be adversely affected.
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● Sales of Treprostinil Injection are dependent on market acceptance of generic treprostinil for parenteral administration and the
medical devices used for administration of Treprostinil Injection, including the Smiths Medical infusion pumps, any future pumps
that we develop, and the RG Cartridge, by patients, health care providers and by third-party payors, while interactions with these
persons and entities are subject to compliance requirements. The commercial success of Treprostinil Injection may also be
impacted by increasing generic competition which may result in declining prices for Treprostinil Injection.

● We expect that we will need further financing for our existing business and future growth, which may not be available on
acceptable terms, if at all. Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or
discontinue our product development efforts or other operations. The failure to obtain further financing may also prevent us from
capitalizing on other potential product candidates or indications which may be more profitable than YUTREPIA and/or L606 or for
which there may be a greater likelihood of success.
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● We face significant competition from large pharmaceutical companies, among others, in developing our products and in gaining
regulatory approval to bring them to market in time to achieve commercial success,and our operating results will suffer if we are
unable to compete effectively, including if one or more such products have a superior product profile to YUTREPIA and/or L606.

● Our financing facility with Healthcare Royalty Partners IV, L.P., or HCR, requires mutual agreement of both HCR and us in order
to draw down on the facility. HCR may not agree to make additional advances pursuant to the facility. Failure to receive further
funding from HCR may result in our having insufficient financing for our existing business plan. Our financing facility with HCR
also contains operating and financial covenants that restrict our business and financing activities, and is subject to acceleration in
specified circumstances, which may result in HCR taking possession and disposing of any collateral.

● Our products may not achieve market acceptance.
● Our product candidates are based on proprietary, novel technology, which have not been used to manufacture any products that 

have been previously approved by the FDA, making it difficult to predict the time and cost of development and of subsequently 
obtaining final regulatory approval. In addition, we may experience unexpected challenges as we ramp up our manufacturing 
capacity to meet demand or during commercial manufacturing, which may result in our inability to supply sufficient quantities of 
product to meet demand.

● Our business and operations may be adversely affected by the effects of health epidemics, including the COVID-19 pandemic.
● We may not be able to build a commercial operation, including establishing and maintaining marketing and sales capabilities or

entering into agreements with third parties to market and sell our drug products.
● We depend on third parties for clinical and commercial supplies, including single suppliers for the active ingredient, the device,

encapsulation and packaging of YUTREPIA and single suppliers for the drug product and device for L606. In the event of any
disruption in these supplies, our ability to develop and commercialize, and the timeline for commercialization of, YUTREPIA
and/or L606 may be adversely affected.

● We rely on third parties to conduct our preclinical studies and clinical trials.
● We may become involved in litigation to protect our intellectual property, to enforce our intellectual property rights or to defend

against claims of intellectual property infringement by third parties, which could be expensive, time-consuming and may not be
successful.

● We depend on skilled labor, and our business and prospects may be adversely affected if we lose the services of our skilled
personnel, including those in senior management, or are unable to attract new skilled personnel.
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● We expect that the market price of our common stock may be volatile, and you may lose all or part of your investment.
● As a public company, we are obligated to develop and maintain proper and effective internal control over financial reporting and

any failure to do so may adversely affect investor confidence in us and, as a result, the trading price of our shares.
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Risks Related to our Financial Position and Need for Additional Capital

We expect to incur significant expenses and operating losses for the foreseeable future as we advance our product candidates

through clinical trials, seek regulatory approval and pursue commercialization of any approved product candidates. The future

viability of our company will may depend on our ability to raise additional capital to finance our future operations.

We are subject to risks and uncertainties common to early-stage companies in the biotechnology industry, including, but not limited to,

development by competitors of new technological innovations, dependence on key personnel, protection of proprietary technology,

compliance with government regulations, and the ability to secure additional capital to fund operations. We expect to incur significant
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expenses and may incur significant operating losses for the foreseeable future as we advance product candidates through clinical trials,

seek regulatory approval and pursue commercialization of any approved product candidates. In addition, if we obtain marketing approval for

any of our product candidates, we would incur significant commercialization expenses related to product manufacturing, marketing, sales

and distribution. These efforts require significant amounts of capital, adequate personnel and infrastructure, and extensive compliance-

reporting capabilities. If we have not received full FDA approval for both PAH and PH-ILD and begun product sales of YUTREPIA or are

unable to access additional capital by the date of issuance of our second quarter 2024 financial statements, there could be substantial

doubt about our ability to continue as a going concern as of that date. We have based this estimate on assumptions that may prove to be

wrong, and we could utilize our available capital resources sooner than we currently expect. Even if our development efforts are successful,

it is uncertain when, if ever, we will realize significant revenue from product sales. The future viability of our company will may depend on

our ability to raise additional capital to finance our future operations. We may seek additional funding through public or private financings,

debt financing or collaboration. Our inability to obtain funding, when needed, would have a negative impact on our financial condition and

ability to pursue our business strategies.

We have a history of losses and our future profitability remains uncertain. Our net losses and significant cash used in operating

activities have raised substantial doubt regarding our ability to continue as a going concern.

We have incurred net losses of $51.1 million $40.9 million during the nine three months ended September 30, 2023 March 31, 2024, and

$41.0 million $78.5 million and $34.6 $41.0  million during the years ended December 31, 2022 December 31, 2023 and  2021, 2022,

respectively. We also had negative operating cash flows for each of these periods. As of September 30, 2023 March 31, 2024, we had an

accumulated deficit of $401.6 $470.0 million.

 

Since our incorporation, we have invested heavily in the development of our product candidates and technologies, as well as in recruiting

management and scientific personnel. To date, we have not commenced the commercialization of our product candidates and all of our

revenue has been derived from up-front fees and milestone payments made to us in connection with licensing and collaboration

arrangements we have entered into and the Promotion Agreement, under which we share in the profit derived from the sale of Treprostinil

Injection in the United States. These up-front fees and milestone payments have been, and combined with revenue generated from

Treprostinil Injection may continue to be, insufficient to match our operating expenses. We expect to continue to devote substantial financial

and other resources to the clinical development of our product candidates and, as a result, must generate significant revenue to achieve

and maintain profitability or raise additional capital to fund clinical development. We may continue to incur losses and negative cash flow

and may never transition to profitability or positive cash flow. These factors raise substantial doubt about our ability to continue as a going

concern and to satisfy our estimated liquidity needs for one year from the issuance of the condensed consolidated financial statements.
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We expect that we will may need further financing for our existing business and future growth, which may not be available on

acceptable terms, if at all. Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or

discontinue our product development efforts or other operations. The failure to obtain further financing may also prevent us from

capitalizing on other potential product candidates or indications which may be more profitable than YUTREPIA and/or L606 or for

which there may be a greater likelihood of success.

We anticipate that we will may need to raise additional funds to meet our future funding requirements for the continued research,

development and commercialization of our product candidates and technology. In the event that funds generated from our operations are

insufficient to fund our future growth, we may raise additional funds through the issuance of equity or debt securities or by borrowing from

banks or other financial institutions. We cannot assure you that we will be able to obtain such additional financing on terms that are

acceptable to us, or at all. Global and local economic conditions could negatively affect our ability to raise funds. To the extent that we raise

additional capital through the sale of equity or convertible debt securities, your ownership interest will be diluted, and the terms of such
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securities may include liquidation or other preferences that adversely affect your rights as a stockholder. Such financing, even if obtained,

may be accompanied by restrictive covenants that may, among others, limit our ability to pay dividends or require us to seek consent for

payment of dividends, or restrict our freedom to operate our business by requiring consent for certain actions.

If we need additional financing and fail to obtain financing on terms that are favorable to us, we will not be able to implement our growth

plans, and we may be required to significantly curtail, delay or discontinue one or more of our research, development or manufacturing

programs or the commercialization of any approved product. Furthermore, if we need additional financing and fail to obtain additional

financing on terms that are acceptable to us, we may forgo or delay the pursuit of opportunities presented by other potential product

candidates or indications that may later prove to have greater commercial potential than the product candidates and indications that we

have chosen to pursue.

 

Our financing facility with HCR requires mutual agreement of both HCR and us in order to draw down on our financing facility,

contains operating and financial covenants that restrict our business and financing activities, and is subject to acceleration in

specified circumstances, which may result in HCR taking possession and disposing of any collateral.

Our financing facility with HCR HealthCare Royalty Partners, L.P. (“HCR”) contains restrictions that limit our flexibility in operating our 

business. Under the terms of the RIFA, Revenue Interest Financing Agreement, amended, (the “RIFA”), HCR has agreed to pay us an 

aggregate investment amount of up to $100.0 million (the “Investment Amount”). Under the terms of the RIFA, $32.5 million of the 

Investment Amount was funded in January 2023 at the initial closing, an additional $10.0 million of the Investment Amount was funded  in 

July 2023 in connection with our entry into a license agreement with Pharmosa, $25.0 million of the Investment Amount was funded in 

January 2024. The third tranche of $10.0 million and additional tranches the fourth tranche of $35.0 million and $22.5 million of the 

Investment Amount will be funded fifteen business days after the mutual agreement of HCR and us to fund such amount. In the event we 

and HCR do not mutually agree to the funding of the third and/or fourth tranche of the Investment Amount, we will be unable to draw the full 

amount of the Investment Amount. In addition, under the terms of the RIFA, we may not, among other actions, without the prior written 

consent of HCR, (a) pay any dividends or make any other distribution or payment or redeem, retire or purchase any capital stock, except in 

certain prescribed circumstances, (b) create, incur, assume, or be liable with respect to any indebtedness except certain permitted 

indebtedness, or make or permit any payment on any indebtedness, except under certain limited circumstances, or (c) make any sale, 

transfer, out-license, lease or other disposition of any property or any economic interest, other than certain limited exceptions. Additionally,

we are required (i) during the period from January 1, 2024 through December 31, 2024, to maintain at all times a minimum cash balance of

$7.5 million, and (ii) during all periods after December 31, 2024, to maintain at all times a minimum cash balance of $15.0 million. Our

obligations under the RIFA are collateralized by all of our assets and property, subject to limited exceptions.

If we breach certain of our covenants in the RIFA and are unable to cure such breach within the prescribed period or are not granted waivers

in relation to such breach, it may constitute an event of default under the RIFA, giving HCR the right to require us to repay the then

outstanding obligations immediately, and HCR could, among other things, foreclose on the collateral granted to them to collateralize such

indebtedness, which includes our intellectual property, if we are unable to pay the outstanding debt immediately.
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Our management has broad discretion in using the net proceeds from our financing facility with HCR and prior equity offerings

and may not use them effectively.

We are using the net proceeds of our financing facility with HCR, our April 2022 January 2024 private placement, our December 2023 public

equity offering, our December 2023 private placement and prior public and private equity offerings to support the development and

commercialization of YUTREPIA, including the potential commercial launch of YUTREPIA in the event of final FDA approval, the

commercialization of Treprostinil Injection, the development and servicing of pumps for the administration of Treprostinil Injection, the

development of L606, one or more strategic transactions, preclinical pipeline activities, the development and commercialization of any

products acquired or developed and for general corporate purposes. Our management has broad discretion in the application of such

proceeds and could spend the proceeds in ways that do not improve our results of operations or enhance the value of our equity. The failure

by our management to apply these funds effectively could result in financial losses that could have a material adverse effect on our business,

diminish cash flows available to service our obligations to HCR, cause
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the value of our equity to decline and delay the development of our product candidates. Pending their use, we may invest such proceeds in

short-term, investment-grade, interest-bearing securities, which may not yield favorable returns. 

Our ability to use our net operating loss carry forwards and certain other tax attributes may be limited.

Under Section 382 of the Internal Revenue Code of 1986, as amended (the “Code”), if a corporation undergoes an “ownership change”,

generally defined as a greater than 50.0% change (by value) in its equity ownership over a three-year period, the corporation’s ability to use

its pre-change net operating loss carryforwards and other pre-change tax attributes, such as research tax credits, to offset its post-change

income may be limited. With our January 2024 private placement, our December 2023 public equity offering, our December 2023 private

placement, our April 2022 public equity offering, our 2021 private placement, the closing of the RareGen acquisition in November 2020, our

July 2020 public equity offering, our December 2019 private placement, issuances under our prior at-the-market facility, our March 2019

follow-on equity offering and our July 2018 initial public offering, as well as other past transactions, we may have already triggered an

“ownership change” limitation. We have not completed a formal study to determine if any “ownership changes” within the meaning of IRC

Section 382 have occurred. If “ownership changes” within the meaning of Section 382 of the Code have occurred, and if we earn net

taxable income, our ability to use our net operating loss carryforwards and research and development tax credits generated since inception

to offset U.S. federal taxable income may be subject to limitations, which could potentially result in increased future tax liability to us and

could require us to pay U.S. federal income taxes earlier than would be required if such limitations were not in effect. Similar rules and

limitations may apply for state income tax purposes.

 

Recently enacted tax reform legislation in the U.S., changes Changes to existing tax laws, or challenges to our tax positions could

adversely affect our business and financial condition.

In recent years, various The tax legislations were signed into law. On December 22, 2017, regimes to which we are subject or under which

we operate are unsettled and may be subject to significant change. The issuance of additional guidance related to existing or future tax laws,

or changes to tax laws or regulations proposed or implemented by the current or a future U.S. presidential administration, Congress, or

taxing authorities in other jurisdictions could materially affect our tax obligations.

For example, beginning in 2022, the Tax Cuts and Jobs Act of 2017 or eliminated the option to deduct research and development

expenditures in the year incurred and instead requires taxpayers to capitalize and subsequently amortize such expenditures over five years

for research activities conducted in the United States and over 15 years for research activities conducted outside the United States. In

January 2024, the U.S. House of Representatives passed the Tax Relief for American Families and Workers Act, was signed which would

retroactively repeal for 2022 and 2023, and defer until 2026, the requirement to capitalize research and development expenditures for

research activities conducted in the United States. Uncertainty exists as to whether the bill will be enacted into law, making significant

changes to law. As another example, in August 2022, the Internal Revenue Code.
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On March 27, 2020, the Coronavirus Aid, Relief, and Economic Security Inflation Reduction Act or the CARES Act, of 2022 was enacted, in

response to the COVID-19 pandemic.  Certain provisions of the CARES Act amend or suspend certain provisions of the Tax Act. For

example, the tax relief measures under the CARES Act for businesses include and, among other things, included a five-year net operating

loss carryback, suspension of annual deduction limitation of  80% of taxable income from net operating losses generated in a tax year

beginning after December 31, 2017, changes in the deductibility of interest, acceleration of new 15% alternative minimum tax credit refunds,

payroll on the adjusted financial statement income of certain large corporations for tax relief, and years beginning after December 31, 2022.

To the extent that such changes have a technical correction to allow accelerated deductions for qualified improvement property. On June 15,

2020, Assembly Bill 85 was passed in California which suspended the use negative impact on us, including as a result of net operating

losses and limited the use of credits for certain corporations. Changes to existing federal and state tax laws related uncertainty, these

changes could adversely impact our business, results of operations and financial position as the impact position.
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In addition, U.S. federal, state and local tax laws are extremely complex and subject to various interpretations. Although we believe that our

tax estimates and positions are reasonable, there can be no assurance that our tax positions will not be challenged by relevant tax

authorities. If the relevant tax authorities assess additional taxes on us, this could result in adjustments to, or impact the timing or amount of,

taxable income, deductions or other tax allocations, which may adversely affect our results of operations and financial position.

We are a late-stage clinical biopharmaceutical company with no approved products and no historical revenue from the sale of our

own products, which may make it difficult for you to evaluate our business, financial condition and prospects.

We are a late-stage clinical biopharmaceutical company with no history of commercial operations upon which you can evaluate our

prospects other than the activities we have undertaken with respect to the Promotion Agreement with Sandoz. Drug product development

involves a substantial degree of uncertainty. Our operations to date have been limited to engaging in promotional and nonpromotional

activities under the Promotion Agreement with Sandoz, developing our PRINT technology, undertaking preclinical studies and clinical trials

for our product candidates and collaborating with pharmaceutical companies, including GSK, to expand the applications for our PRINT

technology through licensing as well as joint product development arrangements. We have not obtained final marketing approval
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for any of our product candidates and, accordingly, have not demonstrated an ability to generate revenue from our own pharmaceutical

products or successfully overcome the risks and uncertainties frequently encountered by companies undertaking drug product

development. Consequently, your ability to assess our business, financial condition and prospects may be significantly limited. Further, the

net losses that we incur may fluctuate significantly from quarter-to-quarter and year-to-year, such that a period-to-period comparison of our

results of operations may not be a good indication of our future performance. Other unanticipated costs may also arise.

 

Liquidia PAH does not hold the FDA regulatory approval for Treprostinil Injection and is dependent on Sandoz to manufacture and

supply Treprostinil Injection in compliance with FDA requirements, and is more broadly dependent on Sandoz’s FDA and

healthcare compliance relative to Treprostinil Injection.

Sandoz holds the FDA approval, (the ANDA) or the ANDA, for and controls Treprostinil Injection and is responsible among other things for

the compliant manufacture, distribution, labeling, and advertising of Treprostinil Injection. Our role is one of a specialized service provider
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to Sandoz. As a result, we are dependent on Sandoz to manufacture and supply Treprostinil Injection and  are dependent on Sandoz for

the continued FDA compliance of Treprostinil Injection. We do not have control over Sandoz’s compliance with laws and regulations

applicable to drug manufacturers and ANDA holders (for example, applicable current good manufacturing practices, (GMPs); or cGMPs;

FDA labeling, promotional labeling, and advertising requirements; pharmacovigilance and adverse event reporting; and other ongoing FDA

reporting and submission requirements), nor over its compliance with healthcare compliance and fraud, waste, and abuse laws, or similar

regulatory requirements and other laws and regulations, such as those related to environmental health and safety matters. In addition, we

have no control over the ability of Sandoz to maintain adequate quality control, quality assurance and qualified personnel, or other

personnel with roles related to the regulatory compliance of Treprostinil Injection and its labeling, promotion, and advertising or of Sandoz’s

activities in relation to government healthcare programs. If the FDA or a comparable foreign regulatory authority finds deficiencies with the

manufacture or quality assurance of Treprostinil Injection or identifies safety or efficacy concerns related to Treprostinil Injection, or if

Sandoz otherwise is unable to comply with applicable laws, regulations and standards, Sandoz’s ability to manufacture, sell and supply

Treprostinil Injection could be limited.

Sandoz’s ability to consistently manufacture and supply Treprostinil Injection in a timely manner may also be interrupted by production

shortages or other supply interruptions, including as a result of the ongoing COVID-19 pandemic. interruptions. Our share of net profits

under the Promotion Agreement is reduced by certain manufacturing costs and other write-offs related to Sandoz’s inability to sell

Treprostinil Injection, including in the event that Treprostinil Injection expires prior to sale. Currently, Treprostinil Injection expires 24 months

after the date of manufacture.
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Sales of Treprostinil Injection are dependent on market acceptance of generic treprostinil for parenteral administration by patients,

health care providers and by third-party payors, while interactions with these persons and entities are subject to compliance

requirements. The commercial success of Treprostinil Injection may also be impacted by increasing generic competition which

may result in declining prices for Treprostinil Injection.

Our ability to sell Treprostinil Injection is dependent on market acceptance of generic treprostinil for parenteral administration by patients,

health care providers and by third-party payors. If Treprostinil Injection does not achieve an adequate level of acceptance, we may not

generate sufficient revenue to offset our cost of revenue.

At the same time, arrangements with healthcare providers, physicians, third-party payors and customers, and our sales, marketing and

educational activities, may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations that may constrain

our business or financial arrangements and relationships.

The degree of market acceptance of Treprostinil Injection will depend on a number of factors, including: 

● the efficacy, safety and potential advantages compared to alternative treatments;
● our ability to offer Treprostinil Injection for sale at competitive prices (generic drug prices, after initial generic entry, have been

observed to decline with the entrance of additional generic competition);
● the convenience and ease of administration compared to alternative treatments;
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● product labeling or product insert requirements of the FDA or foreign regulatory authorities, including any limitations or warnings
contained in a product’s approved labeling, including any black box warning;

● the willingness of the target patient population to try new treatments, including the generic version of a brand, and of physicians
to prescribe such treatments;

● our ability to hire and retain sales and marketing personnel and their ability to support Sandoz under the Promotion Agreement;
● the strength of Sandoz’s manufacturing and distribution support;
● the requirement by third-party payors to use generic treprostinil for parenteral administration in place of Remodulin;
● the availability of third-party coverage and adequate reimbursement for Treprostinil Injection;
● the prevalence and severity of any side effects;
● any restrictions on the use of Treprostinil Injection together with other medications;
● our and Sandoz’s ability to maintain relationships with the specialty pharmacies; and
● the services provided by specialty pharmacies related to use of Treprostinil Injection.

Our business may also be impacted by the need to maintain compliant operations (including oversight and monitoring of personnel and our

activities) in relation to interactions with the persons and parties noted above, relative to FDA and healthcare law requirements, and with

consideration of government and industry compliance best practices.

 

Medical devices, which we do not control, are necessary for the administration of Treprostinil Injection.

In order for Treprostinil Injection to be administered to patients, patients must use certain other medical equipment, including pumps,

cartridges and infusion sets. We do not manufacture or control such medical equipment, which is manufactured by third parties and owned

and dispensed by specialty pharmacies, hospitals or other third parties. Our ability to serve patients is dependent upon the ability of

specialty pharmacies to maintain sufficient inventory of such medical equipment to provide to patients. If manufacturers cease to

manufacture or support medical equipment or if specialty pharmacies are unable to obtain or maintain sufficient inventories of such medical

equipment, our sales may be adversely impacted.

We have worked with Chengdu to develop the RG Cartridge, which received FDA 510(k) clearance in March 2021. The ability of patients to 

administer Treprostinil Injection through subcutaneous injection is dependent on the continued availability of the RG Cartridge. Our ability 

to sell the Treprostinil Injection for subcutaneous administration is dependent on market acceptance of the RG Cartridge by patients, health 

care providers and by third-party payors. If the RG Cartridge does not achieve an adequate level of acceptance or if the RG Cartridge 

experiences any quality problems, recalls or other adverse events, our ability to provide Treprostinil Injection to patients who receive 

Treprostinil treprostinil through subcutaneous injection will be limited. The degree
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● the efficacy, safety, quality and potential advantages or disadvantages compared to alternative cartridges;
● Chengdu’s ability to offer the RG Cartridge for sale at competitive prices;
● the strength of Chengdu’s manufacturing and distribution support; and
● Chengdu’s ability to maintain regulatory approvals necessary to manufacture and sell the RG Cartridge in the United States.

In addition, to administer Treprostinil Injection through subcutaneous injection, patients currently must use the CADD-MS 3 infusion pump 

manufactured by Smiths Medical. Smiths Medical no longer manufactures the CADD-MS 3 infusion pump and under our Settlement 

Agreement with Smiths Medical, has indicated that they are will no longer obligated to support the CADD-MS 3 infusion pump after January 

1, 2025. November 2024. Moreover, in the event components of the CADD-MS 3 infusion pump become unavailable prior to January 1, 

2025, November 2024, Smiths Medical may be unable to service pumps that require a replacement of such components. For instance, 

during 2022 we became aware of there is a shortage of a critical component of the CADD-MS 3 infusion pump that has caused the number 

of CADD-MS 3 infusion pumps available for the administration of Treprostinil Injection to be limited. Due to this limitation in the availability of 

pumps, specialty pharmacies are not currently placing new patients on subcutaneous Treprostinil Injection therapy in order to preserve the
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available pumps for those patients already receiving subcutaneous administration of Treprostinil Injection. We Until we are working with 

Smiths Medical and Sandoz in an effort able to resolve this shortage of critical components for obtain a pump to replace the CADD-MS 3. 

However, if we are unable to identify a solution to this shortage, 3, the number of patients that can receive subcutaneous administration of 

Treprostinil Injection will continue to be constrained, which would continue to adversely affect sales of Treprostinil Injection.

We are seeking to work with third parties to develop or procure other pumps that can be used to administer Treprostinil Injection in the 

future. For example, we have entered into an agreement with Sandoz and Mainbridge to develop a new pump that can be used to administer 

Treprostinil Injection in the future. Such pumps will require FDA 510(k) clearance before they can be sold. There is no guarantee that we or 

our partners will receive FDA 510(k) clearance for any such pumps or, even if they do receive FDA 510(k) clearance for any such pumps, 

that they will do so in a timely manner. If we are unable to identify, develop and obtain any required FDA clearance for new pumps for the 

subcutaneous and intravenous administration of Treprostinil Injection prior to the unavailability of the CADD-MS 3, we may no longer be able 

to serve patients with Treprostinil Injection through the applicable subcutaneous route of administration.

Failure by us or third parties to successfully develop or supply the medical equipment or to obtain or maintain regulatory approval or

clearance of such medical equipment could negatively impact the market acceptance of and sales of Treprostinil Injection.

We maintain our cash at financial institutions, often in balances that exceed federally insured limits.

Our cash is held in non-interest-bearing and interest-bearing accounts at multiple banking institutions that may exceed the Federal Deposit 

Insurance Corporation, (“FDIC”) or the FDIC insurance limits. If such banking institutions were to fail, we could lose all or a portion of those 

amounts held in excess of such insurance limitations. For example, the FDIC took control of Silicon Valley Bank, (“SVB”), where we 

previously held all of our cash and cash equivalents, on March 10, 2023. The Federal Reserve subsequently announced that account 

holders would be made whole, and we were able to move substantially all of our cash and cash equivalents to another financial institution. 

However, the FDIC may not make all account holders whole in the event of future bank failures. In addition, even if account holders are 

ultimately made whole with respect to a future bank failure, account holders’ access to their accounts and assets held in their accounts may 

be substantially delayed. Any material loss that we may experience in the future or inability for a material time period to access our cash and 

cash equivalents could have an adverse effect on our ability to pay our operational expenses or make other payments, which could 

adversely affect our business.

Risks Related to the Commercialization of our Product Candidates and Generic Treprostinil Injection

United Therapeutics has initiated lawsuits against us in which it claims that YUTREPIA is infringing three of its patents and that we

have misappropriated United Therapeutics’ its trade secrets and has initiated a lawsuit against the FDA challenging the FDA’s

acceptance of our amended NDA for YUTREPIA for review, which may result in our company being further delayed in its efforts to

commercialize YUTREPIA. YUTREPIA and may limit the indications for which YUTREPIA is approved.

We are developing YUTREPIA under the 505(b)(2) regulatory pathway with Tyvaso as the reference listed drug. Accordingly, under the

Hatch-Waxman Amendments to the Food, Drug and Cosmetic Act, we were required to, in the NDA for YUTREPIA, certify that patents listed

in the Orange Book for Tyvaso are invalid, unenforceable or will not be infringed by the manufacture, use or sale of YUTREPIA. Two of these

patents are U.S. Patent No. 9,604,901 (the “‘901 Patent”), entitled “Process to Prepare Treprostinil, the Active Ingredient in Remodulin®”,

and U.S. Patent No. 9,593,066 (the “‘066 Patent”), entitled “Process to Prepare Treprostinil, the Active Ingredient in Remodulin®”, both of

which are
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owned by United Therapeutics. A notice of the paragraph IV certification was required to be provided to United Therapeutics as the owner of

the patents that are the subject of the certification to which the NDA for YUTREPIA refers. In June 2020, United Therapeutics, as the holder

of such patents, asserted a patent challenge directed to the ‘901 Patent and the ‘066 Patent by filing a complaint against us in the U.S.

District Court for the District of Delaware (Case No. 1:20-cv-00755-RGA) (the “Hatch-Waxman “Original Hatch-Waxman Litigation”).

In July 2020, the U.S. Patent and Trademark Office (the USPTO) “USPTO”) issued U.S. Patent No. 10,716,793 (the “‘793 Patent”), entitled

“Treprostinil Administration by Inhalation”, to United Therapeutics. In July 2020, United Therapeutics filed an
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amended complaint in the Original Hatch-Waxman Litigation asserting infringement of the ‘793 Patent by the practice of YUTREPIA.

In June 2021, the Court held a claim construction hearing. Based on the Court’s construction of the claim terms, United Therapeutics filed a

stipulation of partial judgment with respect to the ‘901 Patent in December 2021 under which United Therapeutics agreed to the entry of

judgment of our non-infringement of the ’901 ‘901 Patent. United Therapeutics did not file an appeal with respect to the ‘901 Patent.

Trial proceedings in the Original Hatch-Waxman Litigation were held in March 2022. In August 2022, Judge Andrews, who was presiding 

over the Original Hatch-Waxman Litigation, issued an opinion that claims 1, 2, 3, 6 and 9 of the ‘066 Patent were invalid, that the remaining 

asserted claims of the ‘066 Patent were not infringed by us, and that all of the asserted claims of the ‘793 Patent were both valid and 

infringed by us, based on the arguments we presented in the Original Hatch-Waxman Litigation. In September 2022, Judge Andrews entered 

a final judgment in the Original Hatch-Waxman Litigation that incorporated the findings from his opinion and ordered that the effective date of 

any final approval by the FDA of YUTREPIA shall be a date which is not earlier than the expiration date of the ’793 Patent, which will be in 

2027. Both we and United Therapeutics appealed Judge Andrews’ decision to the United States Court of Appeals for the Federal Circuit. On 

July 24, 2023, the United States Court of Appeals for the Federal Circuit affirmed Judge Andrews’ decision with respect to both the ‘066 

patent Patent and the ‘793 patent.Patent.

In March 2020, we filed two petitions a petition for inter partes review with the Patent Trial and Appeal Board, (PTAB) or the PTAB, of the

USPTO. One petition was for inter partes review of USPTO with respect to the ‘901 Patent, seeking a determination that the claims in the

‘901 Patent are invalid, and a second petition is for inter partes review of the ‘066 Patent, seeking a determination that the claims in the ‘066

Patent are invalid. In October 2020, the PTAB instituted an inter partes review of the ‘901 Patent and concurrently denied institution on the 

‘066 Patent, stating that the ‘066 petition has not established a reasonable likelihood that it would prevail in showing that at least one of the 

challenged claims is unpatentable. In October 2021, the PTAB issued a final written decision concluding that seven of the claims in the ‘901 

patent were unpatentable, leaving only the narrower dependent claims 6 and 7, both of which require actual storage at ambient temperature 

of treprostinil sodium. In November 2021, United Therapeutics submitted a rehearing request with respect to the PTAB’s decision in the inter

partes review of the ‘901 patent. The rehearing request was denied in June 2022. In August 2022, United Therapeutics appealed the 

decision of the PTAB with respect to the ‘901 Patent to the United States Court of Appeals for the Federal Circuit. The Oral argument was 

held in February 2024, and the appeal remains pending.

In January 2021, we filed a petition with the PTAB for inter partes review of the ‘793 Patent, seeking a determination that the claims in the 

‘793 Patent are invalid. In August 2021, the PTAB instituted an inter partes review of the ‘793 Patent, finding that we had demonstrated a 

reasonable likelihood that we would prevail with respect to showing that at least one challenged claim of the ‘793 Patent is unpatentable as 

obvious over the combination of certain prior art cited by us in our petition to the PTAB. In July 2022, the PTAB ruled in our favor, concluding 

that based on the preponderance of the evidence, all the claims of the ’793 ‘793 Patent have been shown to be unpatentable. In August 

2022, United Therapeutics submitted a rehearing request with respect to the PTAB’s decision in the inter partes review of the ‘793 Patent. 

The rehearing request was denied in February 2023. In April 2023, United Therapeutics appealed the decision of the PTAB with respect to 
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the ‘793 Patent to the United States Court of Appeals for the Federal Circuit. In December 2023, the United States Court of Appeals for the 

Federal Circuit affirmed the earlier decision by the PTAB, which found all claims of the ‘793 Patent to be unpatentable due to the existence of 

prior art cited by us in inter partes review proceedings. In January 2024, United Therapeutics filed a request for rehearing of the decision by 

the United States Court of Appeals for the Federal Circuit. The request for rehearing was denied on March 12, 2024. United Therapeutics 

has publicly stated that it plans to file a petition for a writ of certiorari to seek an appeal remains pending, and oral argument with the United 

States Supreme Court, but no such petition has been scheduled filed to date.

As a result of this decision by the United States Court of Appeals for December 4, 2023. The PTAB’s decision the Federal Circuit with

respect to the ‘793 Patent will not override Judge Andrews’ order in the Hatch-Waxman Litigation that YUTREPIA may not be approved due

to infringement invalidity of the ‘793 Patent, unless in December 2023, we filed a motion for Judge Andrews to set aside the injunction he

issued in the Original Hatch-Waxman Litigation. The motion was granted in March 2024, and until the injunction on final approval by the FDA

of YUTREPIA was set aside. United Therapeutics has appealed Judge Andrews’ decision to set aside the injunction to the Federal Circuit.
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In connection with an amendment to our NDA filed on July 24, 2023 in July 2023 to add PH-ILD as an indication for YUTREPIA, a we 

provided a new notice of the paragraph IV certification to United Therapeutics as the owner of the patents that are the subject of the 

certification to which the NDA for YUTREPIA refers. As a result, in September 2023, United Therapeutics filed a second complaint for patent 

infringement against the Company us in the U.S. District Court for the District of Delaware (Case No. 1:23-cv-00975-RGA) (the “New Hatch-

Waxman Litigation”), again asserting infringement by the Company of the ‘793 Patent. In November 2023, the event U.S. Patent and 

Trademark Office (the USPTO) issued U.S. Patent No. 11,826,327, or the decision of the PTAB invalidating the ‘793 ‘327 Patent, is affirmed 

on appeal, then such ruling would have precedential effect entitled “Treatment for Interstitial Lung Disease,” to United Therapeutics. On 

November 30, 2023, United Therapeutics filed an amended complaint in the New Hatch-Waxman Litigation. Litigation asserting infringement 

of the ‘327 Patent by the practice of YUTREPIA based on the amended NDA. In January 2024, we filed an answer, counterclaims and a 

partial motion to dismiss the claims related to the ‘793 Patent as a result of the decision by the United States Court of Appeals for the 

Federal Circuit to affirm the PTAB’s finding that the ’793 patent is unpatentable. In February 2024, United Therapeutics stipulated to the 

dismissal of the claims in the New Hatch-Waxman Litigation related to the ‘793 Patent. In February 2024, United Therapeutics also filed a

motion seeking a preliminary injunction to prevent us from manufacturing, marketing, storing, importing, distributing, offering for sale, and/or 

selling YUTREPIA for the treatment of PH-ILD. Briefing on the motion for preliminary injunction is complete and a hearing on the motion was 

held in April 2024. The motion remains pending.

In February 2024, United Therapeutics also filed a lawsuit against the FDA, challenging the FDA’s acceptance of our amended NDA for 

review (the “FDA Litigation”). In March 2024, United Therapeutics filed a motion for a temporary restraining order in the FDA Litigation, 

seeking to enjoin the FDA from approving our NDA for YUTREPIA with respect to the indication to treat PH-ILD. United Therapeutics’ motion 

was denied in March 2024. On May 7, 2024, both we and the FDA filed motions to dismiss United Therapeutics’ complaint. Briefing on the 

motions to dismiss is in progress. Although we do not believe the arguments of United Therapeutics have merit, it is possible that the Court 

could rule that the FDA must reject the amendment to the YUTREPIA NDA to add PH-ILD to the label, in which case we may be required to 

later file a supplement to our NDA to add PH-ILD to the label. If we are required to file a supplement to add PH-ILD to the label for 

YUTREPIA, although we do not believe United Therapeutics is would be entitled to a new 30-month stay, in connection with the New Hatch-

Waxman
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Litigation, it is possible that the  FDA or a Court could rule that a new mandatory 30-month delay has been triggered with respect to the 

supplement.

In addition, United Therapeutics may seek to assert newly issued patents against us, including U.S. Patent Number 11,723,887, and may

seek to enjoin the FDA from granting final approval of the 505(b)(2) NDA application. to YUTREPIA or enjoin us from launching YUTREPIA

through one or more additional legal proceedings.

As a result of this litigation, and the order by Judge Andrews in the Hatch-Waxman Litigation, we may be subject to significant delay and 

incur substantial additional costs in litigation before we are able to commercialize YUTREPIA, if at all. If we are unable to obtain an 

affirmance In addition, if United Therapeutics is successful in any of the PTAB’s decision with respect to the ‘793 Patent upon appeal, its 

appeals or requests for rehearing, we may be unable to commercialize YUTREPIA until the expiration of the ‘793 Patent, United 

Therapeutics’ patents, which could materially harm our business.

In addition,  Also, if United Therapeutics may seek to assert newly issued patents against us, including U.S. Patent Number 11,723,887 and

any patent issued from U.S. Patent Application Number 17/233,061, and may seek to enjoin is successful in obtaining a preliminary

injunction or temporary restraining order in the New Hatch-Waxman Litigation or the FDA from granting final approval Litigation, we could be

limited to commercializing YUTREPIA or enjoin us from launching YUTREPIA. only for the PAH indication for an extended time period.

In December 2021, United Therapeutics filed a complaint in the Superior Court in Durham County, North Carolina, alleging that we and a 

former United Therapeutics employee, who later joined us as an employee many years after terminating his employment with United 

Therapeutics, conspired to misappropriate certain trade secrets of United Therapeutics and engaged in unfair or deceptive trade practices. 

In January 2022, 2024, our co-defendant in the lawsuit removed the lawsuit to the United States District Court for the Middle District of North 

Carolina. Subsequently, in January 2022, United Therapeutics filed an amended complaint eliminating their claim under the federal Defend 

Trade Secrets Act and a motion seeking to have the case remanded to North Carolina state court. In April 2022, the Court granted United 

Therapeutics’ motion to have the case remanded to North Carolina state court. In May 2022, we filed a motion to dismiss all of the claims 

made by United Therapeutics in the trade secret lawsuit. claims. The motion was denied by has been briefed and a hearing on the Court in 

October 2022. motion has been scheduled for May 16, 2024. Fact discovery in the case has concluded, and expert discovery is in process.

Success in the lawsuits or inter partes review proceedings with respect to some patents or some claims in a given patent does not mean that 

we will be similarly successful upon appeal of those decisions. In addition, success with respect to a given patent or patent claim in one 

proceeding does not mean we will be similarly successful with respect to that same patent or patent claim in another proceeding.

If, after the appeals process has been completed, we are found to infringe, misappropriate or otherwise violate any United Therapeutics’

intellectual property rights, we could be required to obtain a license from United Therapeutics to
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continue developing and marketing YUTREPIA. However, we may not be able to obtain any required license on commercially reasonable

terms or at all. We could be found liable for monetary damages, including treble damages and attorneys’ fees if we are found to have willfully

infringed a patent or to have misappropriated a trade secret of United Therapeutics. In addition, we may be forced to redesign YUTREPIA to

avoid infringement.

We face significant competition from large pharmaceutical companies, among others, in developing our products and in gaining

regulatory approval to bring them to market in time to achieve commercial success, and our operating results will suffer if we are

unable to compete effectively.

We face significant competition from industry players worldwide, including large multi-national pharmaceutical companies, other emerging or

smaller pharmaceutical companies, as well as universities and other research institutions. Many of our competitors have substantially

greater financial, technical and other resources, such as a larger research and development staff and more experience in manufacturing and

marketing, than we do. As a result, these companies may obtain marketing approval for their product candidates more quickly than we are
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able to and/or be more successful in commercializing their products, including generic treprostinil products, than us. Smaller or early-stage

companies may also prove to be significant competitors, particularly through collaboration arrangements with large, established companies.

We may also face competition as a result of advances in the commercial applicability of new technologies and greater availability of capital

for investment in such technologies. Our competitors may also invest heavily in the discovery and development of novel drug products that

could make our product candidates less competitive or may file FDA citizen petitions or other correspondence with the FDA which may delay

the approval process for our product candidates. Furthermore, our competitors may succeed in developing, acquiring or licensing, on an

exclusive basis, pharmaceutical products that are easier to develop, more effective or less costly than any product candidates that we are

currently developing or that we may develop. Our competitors may also succeed in asserting existing patents or developing new patents,

including patents
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that may issue from patent applications that are currently being pursued by United Therapeutics, to which we do not have a license, in an

attempt to prevent us from marketing our products. These competitors may also compete with us in recruiting and retaining qualified sales

personnel.

Any new drug product that competes with a prior approved drug product must demonstrate advantages in safety, efficacy, tolerability or

convenience in order to overcome price competition and to be commercially successful. Our products, if and when approved, are expected

to face competition from drug products that are already on the market, as well as those in our competitors’ development pipelines. We

expect that our lead program, YUTREPIA, an inhaled treprostinil therapy for the treatment of PAH and PH-ILD, and L606, a nebulized,

liposomal formulation of treprostinil for treatment of PAH and PH-ILD, will face competition from the following inhaled treprostinil prostacyclin

analog therapies that are either currently marketed or in clinical development:

◾

● Tyvaso (treprostinil), marketed by United Therapeutics, has been approved for the treatment of PAH in the United States since
2009. In April 2021, United Therapeutics announced that Tyvaso was approved by FDA to include treatment of patients with PH-
ILD. 2009 and for PH-ILD since 2021. Tyvaso is the reference listed drug in our NDA for YUTREPIA. Following patent litigation,
United Therapeutics and Watson Pharmaceuticals reached a settlement whereby Watson Pharmaceuticals will be permitted to
enter the market with a generic version of Tyvaso beginning on January 1, 2026.

● Ventavis®, marketed by Actelion, a division of Johnson & Johnson, has been approved for the treatment of PAH in the United
States since 2004.

● Tyvaso DPI (treprostinil), licensed from MannKind by United Therapeutics, is a dry-powder formulation of treprostinil that was
approved for the treatment of PAH and PH-ILD in the United States in May 2022. There is a possibility that the FDA could grant
three years of market exclusivity to Tyvaso DPI as an inhaled dry-powder formulation of treprostinil that could delay the final
approval of YUTREPIA until said exclusivity expires.

● Treprostinil Palmitil Inhalation Powder (TPIP), is a dry-powder formulation of a treprostinil prodrug being developed by Insmed.
Insmed announced the completion of an initial Phase 1 study in February 2021 which demonstrated that TPIP was generally safe
and well tolerated, with a pharmacokinetic profile that supports once-daily dosing. Insmed initiated Phase 2 trials studying patients
diagnosed with PAH and PH-ILD in May 2021 and December 2022, respectively. In May 2024, Insmed reported positive topline
safety and tolerability data as well as certain exploratory efficacy endpoints from the Phase 2 PH-ILD. Based on these Phase 2
results, Insmed is pursuing discussions with global regulatory authorities on the design of a Phase 3 study in PH-ILD to initiate in
2025. If the TPIP clinical program is successful in demonstrating less frequent dosing with similar efficacy and safety to
YUTREPIA and Tyvaso DPI, then TPIP has the potential to be viewed as a more attractive option and may take market share
rapidly.
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● Ventavis® (iloprost), marketed by Actelion, a division of Johnson & Johnson, has been approved for the treatment of PAH in the
United States since 2004.

In addition to these other inhaled treprostinil therapies, we expect that YUTREPIA and L606 will also face competition from other treprostinil-

based drugs, including Orenitram, which is administered orally, and Remodulin, which is administered parenterally, both of which are

marketed by United Therapeutics. Branded pharmaceutical companies such as United Therapeutics continue to defend their products

vigorously through, among other actions, life cycle management, marketing agreements with third-party payors, pharmacy benefits

managers and generic manufacturers. These actions add increased competition in the generic pharmaceutical industry, including

competition for Treprostinil Injection.

Additionally, even though Sandoz launched the first-to-file fully substitutable generic treprostinil for parenteral administration in March 2019

that is sold primarily through the specialty pharmacies, Teva Pharmaceutical Industries Ltd. launched a generic treprostinil for parenteral

administration in October 2019 that is sold primarily through a specialty pharmacy and to hospitals, Par Pharmaceutical, Inc. launched a

generic treprostinil for parenteral administration after receiving approval in September 2019 that is sold primarily to hospitals, Dr. Reddy’s

Laboratories Inc. launched a generic treprostinil for parenteral administration in April 2023, and Alembic received approval in February 2021

for generic treprostinil for parenteral administration. Such increased competition may result in a smaller than expected commercial

opportunity for us.
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Generic drug prices may, and often do, decline, sometimes dramatically, especially as additional generic pharmaceutical companies

(including low-cost generic producers outside of the United States) receive approvals and enter the market for a given product. The goals

established under the Generic Drug User Fee Act, and increased funding of the FDA’s Office of Generic Drugs, have led to more and faster

generic approvals, and consequently increased competition for generic products. The FDA has stated that it has established new steps to

enhance competition, promote access and lower drug prices and is approving record-breaking numbers of generic applications. The FDA’s

changes may benefit our competitors. Our ability to sell Treprostinil Injection and earn revenue is affected by the number of companies

selling competitive products, including new market entrants, and the timing of their approvals.

In addition to treprostinil-based therapies, other classes of therapeutic agents for the treatment of PAH include the following:

● IP-agonists, such as selexipag, marketed by Actelion, and ralinepeg, licensed from Arena Pharmaceuticals, Inc. by United
Therapeutics, which is currently in clinical development; development.

● Endothelin receptor antagonists, such as bosentan and macitentan, both marketed by Actelion, and ambrisentan, marketed by
Gilead. Generic version versions of bosentan and ambrisentan are currently available.

● PDE-5 inhibitors, such as tadalafil, marketed by United Therapeutics, and sildenafil, marketed by Pfizer Inc. Generic versions of
both tadalafil and sildenafil are currently available.

● Soluble guanylate cyclase (sGC) stimulator, such as riociguat marketed by Bayer.

● Activin signaling inhibitor, such as sotatercept marketed by Merck & Co.

Merck & Co’s injectable sotatercept, with a brand name of Winrevair, was approved by the FDA in March 2024 and is a potential first-in-class

molecule that targets the proliferation of cells in the pulmonary arterial wall. Its clinical use is developing, and it is possible that it may be

used prior to prostacyclin therapies, which may have an adverse effect on the market potential for YUTREPIA and/or L606.
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We are also aware of several other agents in clinical development that are exploring mechanisms of action which, if approved, could impact

the standard of care for treating PAH and/or PH-ILD in the United States, including programs from Merck & Co. Inc., Gossamer Bio, Inc.,

and Aerovate Therapeutics, Inc., Aerami Therapeutics Inc., Tenax Therapeutics, Inc. and Sumitovant Biopharma Ltd, among others. For

example, Merck & Co’s injectable sotatercept is an investigational, potential first-in-class molecule that targets the proliferation
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Table of cells in the pulmonary arterial wall and is being reviewed by the FDA for approval in 2024. If approved, it is possible that it may be

used prior to prostacyclin therapies, which may have an adverse effect on the market potential for YUTREPIA and/or L606. Contents

There are a number of competitors seeking marketing approval and/or regulatory exclusivity with respect to products that are or would be

competitive to our product candidate. Thus, we face the risk that one of our competitors will be granted marketing approval and/or regulatory

exclusivity before we are able to obtain FDA approval for our product candidate. In that case, as stated above, there is the possibility that

such a competitor would be able to prevent us from obtaining approval of and marketing our product candidate until the expiration of the

competitor’s term of FDA regulatory exclusivity, which could be a term of three years for so-called New Clinical Investigation exclusivity, or

could conceivably be for longer periods of time if the competitor is successful in being granted other forms of FDA regulatory exclusivity

which might include, for example, Orphan Disease Designation exclusivity (seven years), New Chemical Entity exclusivity (five years), or

Pediatric exclusivity (six months beyond other existing exclusivities or patent terms). In the event United Therapeutics sought and was able

to obtain one or more regulatory exclusivities with respect to Tyvaso DPI, it could significantly delay our ability to obtain final approval for

YUTREPIA. Even if the FDA does not recognize any new regulatory exclusivity for United Therapeutics, United Therapeutics could

challenge the FDA’s decision and seek an injunction to prevent approval of YUTREPIA in on or more indications until such challenge has

been decided.

In addition, if one of our competitors is granted marketing approval before we are able to obtain FDA approval for our product candidates, as

was the case with respect to the approval of United Therapeutics’ Tyvaso DPI product, such competitors will be able to detail and market

their products before we are able to do so, which may place us at a competitive disadvantage in the marketplace.

United Therapeutics has been granted New Clinical Investigation exclusivity One or more products that are competitive with YUTREPIA 

could also obtain approval for Tyvaso through March 31, 2024 additional indications or broader conditions of use. These additional 

indications and broader conditions of use could be protected by one or more patents or regulatory exclusivities, preventing YUTREPIA from 

obtaining approval for the indication same indications or conditions of use. For instance, if Liquidia is enjoined by from launching YUTREPIA 

for the treatment of PH-ILD in connection with the patent litigation related to improve exercise ability. Until the expiration of this exclusivity, 

we will be unable to receive ‘327 patent or the lawsuit that United Therapeutics filed against the FDA, approval for YUTREPIA for the 

indication of treatment of PH-ILD to improve exercise ability. Because Tyvaso and Tyvaso DPI would have broader labels than YUTREPIA. In 

addition, United Therapeutics is also currently studying Tyvaso for the sponsor treatment of the NDA for Tyvaso DPI, the regulatory 

exclusivity granted to United Therapeutics with respect to Tyvaso did not limit the indications idiopathic pulmonary fibrosis, an indication for 

which the FDA approved Tyvaso DPI. it has received an orphan drug designation. Thus, even if YUTREPIA is approved, Tyvaso DPI 

will such competitive products could have a broader label than the initial label for YUTREPIA. If YUTREPIA has a narrower label than other 

competitive products, it may affect our ability to compete with such products.
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The ability of competitors to utilize other regulatory incentive programs could also expedite their FDA review and approval timeline, which

could result in their products reaching the market before our product candidate, and which could create further potential implications on

exclusivity as noted above. For example, when a Priority Review Voucher (PRV) is redeemed in connection with an NDA, the FDA’s goal

review period would generally be expedited to six months, although this timeframe is not guaranteed.

If we are unable to maintain our competitive position, our business and prospects will be materially and adversely affected.

Our products may not achieve market acceptance.

We are currently focused on developing drug products that can be approved under abbreviated regulatory pathways in the United States,

such as the 505(b)(2) regulatory pathway, which allows us to rely on existing knowledge of the safety and efficacy of the relevant reference

listed drugs to support our applications for approval in the United States. While we believe that it will be less difficult for us to convince

physicians, patients and other members of the medical community to accept and use our drug products as compared to entirely new drugs,

our drug products may nonetheless fail to gain sufficient market acceptance by physicians, patients, other healthcare providers and third-

party payors. If any of our drug products fail to achieve sufficient market acceptance, we may not be able to generate sufficient revenue to

become
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profitable. The degree of market acceptance of our drug products, if and when they are approved for commercial sale, will depend on a

number of factors, including but not limited to:

● the timing of our receipt of marketing approvals, the terms of such approvals and the countries in which such approvals are
obtained;

● the safety, efficacy, reliability and ease of administration of our drug products;
● the prevalence and severity of undesirable side effects and adverse events;
● the extent of the limitations or warnings required by the FDA or comparable regulatory authorities in other countries to be

contained in the labeling of our drug products;
● the clinical indications for which our drug products are approved;
● the availability and perceived advantages of alternative therapies;
● any publicity related to our drug products or those of our competitors;
● the quality and price of competing drug products;
● our ability to obtain third-party payor coverage and sufficient reimbursement;
● the willingness of patients to pay out of pocket in the absence of third-party payor coverage; and
● the selling efforts and commitment of our commercialization collaborators.

If our drug products, if and when approved, fail to receive a sufficient level of market acceptance, our ability to generate revenue from sales

of our drug products will be limited, and our business and results of operations may be materially and adversely affected.

We may not be able to build a commercial operation, including establishing and maintaining marketing and sales capabilities or

entering into agreements with third parties to market and sell our drug products.

In order to market and sell any of our drug products, if and when approved, we will be required to build our marketing and sales capabilities 

with respect to such products. With the acquisition of Liquidia PAH, we acquired a sales force to market generic treprostinil in accordance 

with the Promotion Agreement. In addition, we have recently significantly increased the size of our sales force in anticipation of a potential 

launch of YUTREPIA. We cannot assure you that we will be successful in further building or effectively managing our marketing and sales 

capabilities or be able to do so in a cost-effective manner. In addition, we may enter into collaboration arrangements with third parties to 

market our drug products. We may face significant competition for collaborators. In addition, collaboration arrangements may be time-

consuming to negotiate and document. We cannot assure you that we will be able to negotiate collaborations for the marketing and sales of 

our drug products on acceptable terms, or at all. Even if we do enter into such collaborations, we cannot assure you that our collaborators

will be successful in commercializing our products. If we
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or our collaborators are unable to successfully commercialize our drug products, whether in the United States or elsewhere, our business

and results of operations may be materially and adversely affected.

As we seek to establish a commercial operation with respect to YUTREPIA in anticipation of potential approval from the FDA, we also

continue to evaluate and develop additional drug candidates, including L606. There can be no assurance that we will be able to successfully

manage the balance of our research and development operations with our commercial activities. Potential investors should be aware of the

problems, delays, expenses and difficulties frequently encountered by companies balancing development of product candidates, which can

include problems such as unanticipated issues relating to clinical trials and receipt of approvals from the FDA and foreign regulatory bodies,

with commercialization efforts, which include problems relating to managing manufacturing and supply, reimbursement, marketing problems,

and other additional costs.

There are risks involved with building and expanding our sales, marketing, and other commercialization capabilities. For example, recruiting

and training a sales force is expensive and time-consuming and could delay any drug launch. time-consuming. If the commercial launch of a

drug candidate for which we recruit or have recruited a sales force and establish marketing capabilities is delayed or does not
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occur for any reason, we would have prematurely or unnecessarily incurred these commercialization expenses. This may be costly, and our

investment would be lost if we cannot retain or reposition our sales and marketing personnel.

Factors that may impact our efforts to commercialize our drug candidates on our own and generate product revenues include:

● our inability to recruit and retain adequate numbers of effective sales and marketing personnel over a large geographic area;
● the costs and time associated with the initial and ongoing training of sales and marketing personnel on legal and regulatory

compliance matters and monitoring their actions;
● understanding and training relevant personnel on the limitations on, and the transparency and reporting requirements applicable

to, remuneration provided to actual and potential referral sources;
● the clinical indications for which the products are approved and the claims that we may make for the products;
● limitations or warnings, including distribution or use restrictions, contained in the products’ approved labeling;
● the inability of sales personnel to obtain access to physicians or to effectively promote any future drugs;
● our ability to appropriately market, detail and distribute products in light of any healthcare provider facility closures, quarantine,

travel restrictions and other governmental restrictions caused by COVID-19;
● the lack of complementary drugs to be offered by sales personnel, which may put us at a competitive disadvantage relative to

companies with more extensive product lines;
● any distribution and use restrictions imposed by the FDA or to which we agree;
● liability for sales and marketing personnel who fail to comply with the applicable legal and regulatory requirements;
● our ability to maintain a healthcare compliance program including effective mechanisms for compliance monitoring; and
● unforeseen costs and expenses associated with creating a sales and marketing organization.

In the future, we may choose to participate in sales activities with collaborators for some of our drug candidates. However, there are also

risks with entering into these types of arrangements with third parties to perform sales, marketing and distribution services. For example, we

may not be able to enter into such arrangements on terms that are favorable to us. Our drug revenues or the profitability of these drug
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revenues to us are likely to be lower than if we were to market and sell any drug candidates that we develop ourselves. In addition, we likely

will have little control over such third parties, and any of them may fail to devote the necessary resources and attention to sell and market

our drug candidates effectively. If we do not establish sales and marketing capabilities successfully, either on our own or in collaboration with

third parties, we will not be successful in commercializing our drug candidates. Further, our business, results of operations, financial

condition and prospects will be materially adversely affected.
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We may be exposed to claims and may not be able to obtain or maintain adequate product liability insurance.

Our business is exposed to the risk of product liability and other liability risks that are inherent in the development, manufacture, clinical

testing and marketing of pharmaceutical products. These risks exist even if a product is approved for commercial sale by the FDA or

comparable regulatory authorities in other countries and manufactured in licensed facilities. Our current product candidates, YUTREPIA and

L606, and Treprostinil Injection are designed to affect important bodily functions and processes. Any side effects, manufacturing defects,

misuse or abuse associated with our products could result in injury to a patient or even death.

Claims that are successfully brought against us could have a material and adverse effect on our financial condition and results of operations.

Further, even if we are successful in defending claims brought against us, our reputation could suffer. Regardless of merit or eventual

outcome, product liability claims may also result in, among others:

● a decreased demand for our products;
● a withdrawal or recall of our products from the market;
● a withdrawal of participants from our ongoing clinical trials;
● the distraction of our management’s attention from our core business activities to defend such claims;
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● additional costs to us; and
● a loss of revenue.

Our insurance may not provide adequate coverage against our potential liabilities. Furthermore, we, our collaborators or our licensees may

not be able to obtain or maintain insurance on acceptable terms, or at all. In addition, our collaborators or licensees may not be willing to

indemnify us against these types of liabilities and may not themselves be sufficiently insured or have sufficient assets to satisfy any product

liability claims. To the extent that they are uninsured or uninsurable, claims or losses that may be suffered by us, our collaborators or our

licensees may have a material and adverse effect on our financial condition and results of operations.

Risks Related to the Development and Regulatory Approval of our Product Candidates

We are primarily dependent on the success of our product candidate, YUTREPIA, for which we received tentative approval from

the FDA, in November 2021 for the treatment of PAH, and this product candidate may fail to receive final marketing approval (in a

timely manner or at all) , may fail to received approval for one or more indications for which we have sought approval or may not

be commercialized successfully.
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We do not have any products approved for marketing in any jurisdiction and we have never generated any revenue from sales of our own

products. Our ability to generate revenue from sales of our own products and achieve profitability depends on our ability, alone or with

strategic collaboration partners, to successfully complete the development of, and obtain the regulatory and marketing approvals necessary

to commercialize, one or more of our product candidates. We expect that a substantial portion of our efforts and expenditure over the next

few years will be devoted to our product candidate, YUTREPIA, a proprietary inhaled dry powder formulation of treprostinil for the treatment

of PAH and PH-ILD, and L606, a nebulized, liposomal formulation of treprostinil for treatment of PAH and PH-ILD.

We received tentative approval of our NDA for YUTREPIA for the treatment of PAH in November 2021. However, our receipt of tentative 

approval does not mean that we will receive final approval of our NDA for YUTREPIA in a timely manner or at all or that we will receive 

approval for other indications, such as PH-ILD. Expectations related to final FDA approval and projected product launch timelines are 

impacted by ongoing Hatch-Waxman Litigation litigation following a lawsuit lawsuits filed by United Therapeutics in June 2020. As a result 

of Therapeutics. Judge Andrews’ Andrews issued an order in the Original Hatch-Waxman Litigation enjoining the FDA may not issue from 

issuing a final approval for the YUTREPIA NDA until 2027 unless the PTAB’s decision with respect to expiration of the ‘793 Patent is in 2027. 

In December 2023, the United States Court of Appeals for the Federal Circuit affirmed on appeal. Even if the PTAB’s earlier decision is 

affirmed on appeal, by the PTAB, which found all claims of the ‘793 Patent to be unpatentable due to the existence of prior art cited by us in 

inter partes review proceedings. As a result, Judge Andrews may need set aside his injunction. However, United Therapeutics has appealed 

Judge Andrews’ decision to lift set aside the injunction in his order before we are able to obtain final FDA approval for YUTREPIA, and there 

are no assurances whether and when Judge Andrews would do so. injunction. In connection with an amendment to our NDA filed on July 24, 

2023 to add PH-ILD as an indication for YUTREPIA, we provided a new notice of the paragraph IV certification to United Therapeutics as the 

owner of the patents that are the subject of the certification to which the NDA for YUTREPIA refers. As a result, in September 2023, United 

Therapeutics filed a second complaint for patent infringement against the Company in the U.S. District Court for the District of Delaware 

(Case No. 1:23-cv-00975-
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RGA) (the “New New Hatch-Waxman Litigation”), Litigation, again asserting infringement by the Company of the ‘793 Patent. In the event the 

decision Patent, which lawsuit was amended on November 30, 2023, to add claims asserting infringement of the PTAB invalidating ‘327 

Patent. Although the claims related to the ‘793 Patent is affirmed on appeal, then such ruling would be binding were subsequently withdrawn, 

in connection February 2024, United Therapeutics also filed a motion seeking a preliminary injunction to prevent us from manufacturing, 

marketing, storing, importing, distributing, offering for sale, and/or selling YUTREPIA for the treatment of PH-ILD. In February 2024, United 

Therapeutics also commenced the FDA Litigation, seeking to enjoin the FDA from approving our NDA for YUTREPIA with respect to the 

New Hatch-Waxman Litigation. indication to treat PH-ILD. Although we do not believe United Therapeutics is entitled to a new 30-month 

stay any injunction or temporary restraining order in connection with the New Hatch-Waxman  Litigation or the FDA Litigation, it is possible 

that the Court could rule that a new mandatory 30-month delay has been triggered with respect Liquidia is enjoined from adding PH-ILD to 

the approval of label for YUTREPIA or that the 505(b)(2) FDA must reject the amendment to the YUTREPIA NDA application. However, in to 

add PH-ILD to the event the decision of the PTAB invalidating the ‘793 Patent is affirmed on appeal, then such ruling would have 

precedential effect in the New Hatch-Waxman Litigation. label.

In addition, a drug product that is granted tentative approval, like YUTREPIA, may be subject to additional review before final approval,

particularly if tentative approval was granted more than three years before the earliest lawful approval date. The FDA’s tentative approval of

YUTREPIA for the treatment of PAH was based on information available to FDA at the time of the tentative approval letter (i.e., information in

the application and the status of current good manufacturing practices of the facilities used in the manufacturing and testing of the drug

product) and is therefore subject to change on the basis of new information that may come to FDA’s attention. In addition, the FDA has not

yet
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issued any approval for YUTREPIA for the treatment of PH-ILD, which remains under review. The FDA has set a Prescription Drug User Fee

Act (PDUFA) goal date of January 24, 2024, with respect to our amendment to add PH-ILD to the label for YUTREPIA. A new drug product

may not be marketed until the date of final approval.

Expectations for YUTREPIA and/or L606 also may be impacted by competing products, including Tyvaso® DPI. See Item 1A. Risk Factors -

We face significant competition from large pharmaceutical companies, among others, in developing our products and in gaining regulatory

approval to bring them to market in time to achieve commercial success, and our operating results will suffer if we are unable to compete

effectively.

We cannot assure you that we will receive final marketing approval for YUTREPIA or L606 or, even if we do receive final marketing approval, 

the indications for which they will be approved. The FDA or comparable regulatory authorities in other countries may delay, limit or deny final

approval of our product candidate for various reasons. For example, such authorities may disagree with the design, scope or implementation 

of our clinical trials, or with our interpretation of data from our preclinical studies or clinical trials. Further, there are numerous FDA personnel 

assigned to review different aspects of an NDA, and uncertainties can be presented by their ability to exercise judgment and discretion 

during the review process. During the course of review prior to final approval, the FDA may request or require additional preclinical, clinical, 

chemistry, manufacturing, and control (CMC) or other data and information and the development and or conduct additional inspections. If any 

additional issues were identified in such information requests or inspections, we may be delayed in obtaining final approval or may be unable 

to obtain final approval. Furthermore, responses to FDA’s requests may be time-consuming and expensive. Status as a combination product, 

as is the case for YUTREPIA and L606, may complicate or delay the FDA review process. Product candidates that the FDA deems to be 

combination products, such as YUTREPIA and L606, or that otherwise rely on innovative drug delivery systems, may face additional 

challenges, risks and delays in the product development and regulatory approval process. Additionally, the FDA could delay approval of 

YUTREPIA and/or L606 even if approvable after completing its review. For example, if a competing product comprised of an inhaled dry-

powder formulation of treprostinil, such as Tyvaso DPI, is granted three years of market regulatory exclusivity, that could delay the final 

approval of YUTREPIA until said exclusivity expires. Moreover, the applicable requirements for approval may differ from country to country.

If we successfully obtain marketing approval approvals for YUTREPIA and/or L606, we cannot assure you that they will be commercialized in

a timely manner or successfully, or at all. For example, they may not achieve a sufficient level of market acceptance, or we may not be able

to effectively build our marketing and sales capabilities or scale our manufacturing operations to meet commercial demand. The successful

commercialization of YUTREPIA and L606 will also, in part, depend on factors that are beyond our control. Therefore, we may not generate

significant revenue from the sale of such products, even if approved. Any delay or setback we face in the commercialization of YUTREPIA

and/or L606 may have a material and adverse effect on our business and prospects, which will adversely affect your investment in our

company.

Our preclinical studies and clinical trials may not be successful and delays in such preclinical studies or clinical trials may cause

our costs to increase and significantly impair our ability to commercialize our product candidates. Results of previous clinical

trials or interim results of ongoing clinical trials may not be predictive of future results.

Before we are able to commercialize our drug products, we are required to undertake extensive preclinical studies and clinical trials to

demonstrate that our drug products are safe and effective for their intended uses. However, we cannot
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assure you that our drug products will, in preclinical studies and clinical trials, demonstrate safety and efficacy as necessary to obtain

marketing approval. Due to the nature of drug product development, many product candidates, especially those in early stages of

development, may be terminated during development. Although we believe we have completed clinical development for YUTREPIA, we
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have not yet obtained final approval for or commercialized any of our own product candidates and as a result do not have a track record of

successfully bringing our own product candidates to market. Furthermore, YUTREPIA and L606 have, to date, been tested only in relatively

small study populations and, accordingly, the results from our earlier clinical trials may be less reliable than results achieved in larger clinical

trials, if required. Additionally, the outcome of preclinical testing and early clinical trials may not be predictive of the success of later clinical

trials, and preliminary and interim results of a clinical trial do not necessarily predict final results.
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Preclinical studies and clinical trials may fail due to factors such as flaws in trial design, dose selection and patient enrollment criteria. The

results of preclinical studies and early clinical trials may not be indicative of the results of subsequent clinical trials. Product candidates may,

in later stages of clinical testing, fail to show the desired safety and efficacy traits despite having progressed through preclinical studies and

earlier clinical trials. Moreover, there may be significant variability in safety or efficacy results between different trials of the same product

candidate due to factors including, but not limited to, changes in trial protocols, differences in the composition of the patient population,

adherence to the dosing regimen and other trial protocols and amendments to protocols and the rate of drop-out among patients in a clinical

trial. If our preclinical studies or clinical trials are not successful and we are unable to bring our product candidates to market as a result, our

business and prospects may be materially and adversely affected.

Furthermore, conducting preclinical studies and clinical trials is a costly and time-consuming process. The length of time required to conduct

the required studies and trials may vary substantially according to the type, complexity, novelty and intended use of the product candidate. A

single clinical trial may take up to several years to complete. Moreover, our preclinical studies and clinical trials may be delayed or halted

due to various factors, including, among others:

● delays in raising the funding necessary to initiate or continue a clinical trial;
● delays in manufacturing sufficient quantities of product candidates for clinical trials;
● delays in reaching agreement on acceptable terms with prospective contract research organizations (CROs) and clinical trial sites;
● delays in obtaining institutional review board approval at clinical trial sites;
● delays in recruiting suitable patients to participate in a clinical trial;
● delays in patients’ completion of clinical trials or their post-treatment follow-up;
● regulatory authorities’ interpretation of our preclinical and clinical data; and
● unforeseen safety issues, including a high and unacceptable severity, or prevalence, of undesirable side effects or adverse events

caused by our product candidates or similar drug products or product candidates.

If our preclinical studies or clinical trials are delayed, the commercialization of our product candidates will be delayed and, as a result, we

may incur substantial additional costs or not be able to recoup our investment in the development of our product candidates, which would

have a material and adverse effect on our business.

Clinical trials and data analysis can be expensive, time-consuming and difficult to design and implement. If we are unsuccessful in

obtaining regulatory approval for our products, or any required clinical studies of our products do not provide positive results, we

may be required to delay or abandon development of such products, which would have a material adverse impact on our business.

Continuing product development requires additional and extensive clinical testing. Human clinical trials are very expensive and difficult to

design and implement, in part because they are subject to rigorous regulatory requirements. The clinical trial process is also time-

consuming. We cannot provide any assurance or certainty regarding when we might receive regulatory approval for our products, including

YUTREPIA and L606. Furthermore, failure can occur at any stage of the process, and we could encounter problems that cause us to

abandon an NDA filed with the FDA or
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repeat clinical trials. The commencement and completion of clinical trials for any current or future development product candidate may be

delayed by several factors, including:

● unforeseen safety issues;
● determination of dosing issues;
● lack of effectiveness during clinical trials;
● slower than expected rates of patient recruitment;
● inability to monitor patients adequately during or after treatment; and
● inability or unwillingness of medical investigators to follow our clinical protocols or amendments to our protocols.

In addition, the FDA or an independent institutional review board (IRB) IRB may suspend our clinical trials at any time if it appears that we

are exposing participants to unacceptable health risks or if the FDA finds deficiencies in our IND submissions or the conduct of these
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trials. Therefore, we cannot provide any assurance or predict with certainty the schedule for future clinical trials. Although clinical data is an

essential part of NDA filings, NDAs must also contain a range of additional data including CMC data to meet FDA standards for approval. In

the event we do not ultimately receive final regulatory approval for YUTREPIA and/or L606, we may be required to terminate development of

these product candidates.

The marketing approval processes of the FDA and comparable regulatory authorities in other countries are unpredictable and our

product candidates may be subject to multiple rounds of review or may not receive marketing approval.

Pursuing marketing approval for a pharmaceutical product candidate (for example, through the NDA process) is an extensive, lengthy,

expensive and inherently uncertain process. We cannot assure you that any of our product candidates will receive marketing approval.

Regulatory authorities may delay, limit or deny approval of our product candidates for many reasons, including, but not limited to, the

following:

● the FDA or comparable regulatory authorities may, for a variety of reasons, take the view that the data collected from our
preclinical and clinical trials and human factors testing, or data that we otherwise submit or reference to support an application, are
not sufficient to support approval of a product candidate;

● the FDA or comparable regulatory authorities in other countries may ultimately conclude that our manufacturing processes or
facilities or those of our third-party manufacturers do not sufficiently demonstrate compliance with cGMP to support approval of a
product candidate, or that the drug CMC data or device biocompatibility data for our product candidates otherwise do not support
approval;

● we may be unable to demonstrate to the satisfaction of the FDA or comparable regulatory authorities in other countries that our
product candidate is safe and effective for its proposed indication, or that its clinical and other benefits outweigh its safety risks;

● the approval policies of the FDA or comparable regulatory authorities in other countries may change in a manner that renders our
data insufficient for approval.

Even if we obtain marketing approval, the FDA or comparable regulatory authorities in other countries may approve our product candidates

for fewer or more limited indications than those for which we requested approval or may include safety warnings or other restrictions that

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


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

82/121

may negatively impact the commercial viability of our product candidates. Likewise, regulatory authorities may grant approval contingent on

the performance of costly post-marketing clinical trials or other studies or the conduct of an expensive risk evaluation and mitigation

strategies, or REMS, which could significantly reduce the potential for commercial success or viability of our product candidates. We also

may not be able to find acceptable collaborators to manufacture our drug products, if and when approved, in commercial quantities and at

acceptable prices, or at all.
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We may encounter difficulties in enrolling patients in our clinical trials.

We may not be able to commence or complete clinical trials for our product candidates if we are unable to locate and enroll a sufficient

number of eligible patients to participate in these trials.

Patient enrollment may be affected by, among others:

● the severity of the disease under investigation;
● the design of the clinical trial protocol and amendments to a protocol;
● the size and nature of the patient population;
● eligibility criteria for the clinical trial in question;
● the perceived risks and benefits of the product candidate under clinical testing, including a high and unacceptable severity, or

prevalence, of undesirable side effects or adverse events caused by our product candidates or similar products or product
candidates;
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● the existing body of safety and efficacy data in respect of the product candidate under clinical testing;
● the proximity of patients to clinical trial sites;
● the number and nature of competing therapies and clinical trials; and
● other environmental factors such as the ongoing COVID-19 pandemic pandemics or other natural or unforeseen disasters.

 

Any negative results we may report in clinical trials of our product candidates may also make it difficult or impossible to recruit and retain

patients in other clinical trials of that same product candidate.

 

We expect that if we initiate, as we are currently contemplating, a clinical trial of YUTREPIA in pediatric patients, we may encounter

difficulties enrolling patients in such a trial because of the limited number of pediatric patients with this disease. Furthermore, we are aware

of a number of therapies for PAH that are being developed or that are already available on the market, and we expect to face competition

from these investigational drugs or approved drugs for potential subjects in our clinical trials, including planned clinical trials for YUTREPIA

and L606, which may delay enrollment in our planned clinical trials.

 

Delays or failures in planned patient enrollment or retention may result in increased costs, program delays, or both. We may, as a result of

such delays or failures, be unable to carry out our clinical trials as planned or within the timeframe that we expect or at all, and our business

and prospects may be materially and adversely affected as a result.
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Product candidates that the FDA deems to be combination products, such as YUTREPIA and L606, or that otherwise rely on

innovative drug delivery systems, may face additional challenges, risks and delays in the product development and regulatory

approval process.

The FDA has indicated that it considers YUTREPIA, which is delivered by a DPI, and L606, which is delivered by a next generation

nebulizer, to be drug-device combination products. Accordingly, the medical devices used to administer the products were, or in the case of

L606 will be, evaluated as part of our NDA filing. When evaluating products that utilize a specific drug delivery system or device, the FDA will

evaluate the characteristics of that delivery system and its functionality, as well as the potential for undesirable interactions between the drug

and the delivery system, including the potential to negatively impact the safety or effectiveness of the drug. The FDA review process can be

more complicated for combination products, and may result in delays, particularly if novel delivery systems are involved. We rely on third

parties for the design and manufacture of the delivery systems for our products, including the DPI for YUTREPIA and the nebulizer for L606,

and in some cases for the right to refer to their data on file with the FDA or other regulators. Quality or design concerns with the delivery

system, or commercial disputes with these third parties, could delay or prevent regulatory approval and commercialization of our product

candidates.
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We are pursuing the FDA 505(b)(2) pathway for our current product candidates. If we are unable to rely on the 505(b)(2) regulatory

pathway to apply for marketing approval of our product candidates in the United States, seeking approval of these product

candidates through the 505(b)(1) NDA pathway would require full reports of investigations of safety and effectiveness, and the

process of obtaining marketing approval for our product candidates would likely be significantly longer and more costly.

We are currently focused on developing drug products that can be approved under abbreviated regulatory pathways in the United States,

such as the 505(b)(2) regulatory pathway, which permits the filing of an NDA where at least some of the information required for approval

comes from studies that were not conducted by or for the applicant and for which the applicant has not obtained a right of reference. Section

505(b)(2), if applicable to us for a particular product candidate, would allow an NDA we submit to the FDA to rely in part on data in the public

domain or the FDA’s prior conclusions regarding the safety and effectiveness of approved compounds, which could expedite the

development program for a product candidate by potentially decreasing the amount of clinical data that we would need to generate in order

to obtain FDA approval. We have pursued this pathway for our current product candidate, YUTREPIA, and are pursuing this pathway for

L606. Even if the FDA allows us to rely on the 505(b)(2) regulatory pathway for a given product candidate, we cannot assure you that

marketing approval will be obtained in a timely manner, or at all.

The FDA may require us to perform additional clinical trials to support any change from the reference listed drug, which could be time-

consuming and substantially delay our receipt of marketing approval. Also, as has been the experience of
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others in our industry, our competitors may file citizens’ petitions or other correspondence with the FDA or lawsuits against the FDA to

contest approval of our NDA, which may delay or even prevent the FDA from approving any NDA that we submit under the 505(b)(2)

regulatory pathway. If an FDA decision or action relative to our product candidate, or the FDA’s interpretation of Section 505(b)(2) more

generally, is successfully challenged, it could result in delays or even prevent the FDA from approving a 505(b)(2) application for our product
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candidates or for certain indications for our product candidates. Even if we are able to utilize the 505(b)(2) regulatory pathway, a drug

approved via this pathway may be subject to the same post-approval limitations, conditions and requirements as any other drug.

 

In addition, we may face Hatch-Waxman litigation in relation to our NDAs submitted under the 505(b)(2) regulatory pathway, which may 

further delay or prevent the approval of our product candidates. The pharmaceutical industry is highly competitive, and 505(b)(2) NDAs are 

subject to special requirements designed to protect the patent rights of sponsors of previously approved drugs that are referenced in a 

505(b)(2) NDA. If the previously approved drugs referenced in an applicant’s 505(b)(2) NDA are protected by patent(s) listed in the Orange 

Book, the 505(b)(2) applicant is required to make a claim after filing its NDA or certain types of amendments to its NDA that each such 

patent is invalid, unenforceable or will not be infringed. The patent holder may thereafter bring suit for patent infringement, which will trigger 

a mandatory 30-month delay (or the shorter of dismissal of the lawsuit or expiration of the patent(s)) in approval of the 505(b)(2) NDA 

application. In addition, in the event the court in any such lawsuit finds that any claims of any of the asserted patents are both valid and 

infringed, the court would likely issue an injunction prohibiting approval of the product at issue until the expiration of the patent(s) found to 

have been infringed. For example, the YUTREPIA NDA was filed under the 505(b)(2) regulatory pathway with Tyvaso as the reference listed 

drug. Under the Hatch-Waxman Act, as a result of the litigation commenced by United Therapeutics in June 2020, the FDA was 

automatically precluded from approving the YUTREPIA NDA for up to 30 months. In August 2022, prior to the expiration of the 30-month 

stay, the Court found that the asserted claims of one of the patents, the ‘793 Patent, were both valid and infringed by the Company and 

ordered that the effective date of any final approval by the FDA of YUTREPIA shall be a date which is not earlier than the expiration date of 

the ‘793 Patent. In December 2023, the United States Court of Appeals for the Federal Circuit affirmed the earlier decision by the PTAB, 

which found all claims of the ‘793 Patent to be unpatentable due to the existence of prior art cited by us in inter partes review proceedings. 

As a result of this decision by the Court’s order, the FDA may not issue a final approval United States Court of Appeals for the YUTREPIA 

NDA until Federal Circuit with respect to the expiration invalidity of the ‘793 Patent, unless in December 2023, we filed a motion for Judge 

Andrews to set aside the PTAB’s injunction he issued in the Original Hatch-Waxman Litigation. The motion was granted in March 2024, and 

the injunction on final approval by the FDA of YUTREPIA was set aside. United Therapeutics has appealed Judge Andrews’ decision 

invalidating to set aside the ‘793 Patent is affirmed on appeal. injunction to the Federal Circuit.

In connection with an amendment to our NDA filed on July 24, 2023 in July 2023 to add PH-ILD as an indication for YUTREPIA, a we 

provided a new notice of the paragraph IV certification to United Therapeutics as the owner of the patents that are the subject of the 

certification to which the NDA for YUTREPIA refers. As a result, in September 2023, United Therapeutics filed a second complaint for patent 

infringement against the Company in the U.S. District Court for the District of Delaware (Case No. 1:23-cv-00975-RGA) (the “New New 

Hatch-Waxman Litigation”), Litigation, again asserting infringement by the Company of the ‘793 Patent. In the event the decision Patent, 

which lawsuit was amended on November 30, 2023, to add claims asserting infringement of the PTAB invalidating ‘327 Patent. Although the 

claims related to the ‘793 Patent is affirmed on appeal, then such ruling would be binding in connection with the New Hatch-Waxman 

Litigation. Although we do not believe were subsequently withdrawn . In February 2024, United Therapeutics filed a motion seeking a 

preliminary injunction to prevent us from manufacturing, marketing, storing, importing, distributing, offering for sale, and/or selling YUTREPIA 

for the treatment of PH-ILD. Briefing on the motion for preliminary injunction is entitled to complete and a new 30-month stay hearing on the 

motion was held in connection with the New Hatch-Waxman
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Litigation, it is possible that the Court could rule that a new mandatory 30-month delay has been triggered with respect to the approval of the 

505(b)(2) NDA application. April 2024. The motion remains pending.

In addition, United Therapeutics may seek to assert newly issued patents against us, including U.S. Patent Number 11,723,887, and any

patent issued from U.S. Patent Application Number 17/233,061, and may seek to enjoin the FDA from granting final approval to YUTREPIA

or enjoin us from launching YUTREPIA.

It is also not uncommon for a manufacturer of an approved product, such as United Therapeutics, to file a citizen petition or other 

correspondence with the FDA seeking to delay approval of, or impose additional approval requirements for, pending competing 
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products. products or to take other actions, such as engaging in litigation with the FDA to enjoin approval of a competing product. If 

successful, such petitions, correspondence or litigation can significantly delay, or even prevent, the approval of the new product. However, 

even For example, United Therapeutics is currently pursuing litigation under the Administrative Procedures Act, seeking to require the FDA 

to reject our amendment to the YUTREPIA NDA to add PH-ILD to the label. Even if the FDA ultimately denies such a petition or the actions 

requested in such correspondence and
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prevails in such litigation, the FDA may substantially delay approval while it considers and responds to the petition. petition or 

correspondence and is engaged in litigation or the FDA may be temporarily enjoined by a court from granting approval until the court has 

ruled on United Therapeutics’ requests.

 

If the FDA determines that any of our product candidates do not qualify for the 505(b)(2) regulatory pathway, we would need to reconsider

our plans and might not be able to commercialize our product candidates in a cost-efficient manner, or at all. If we were to pursue approval

under the 505(b)(1) NDA pathway, we would be subject to more extensive requirements and risks such as conducting additional clinical

trials, providing additional data and information or meeting additional standards for marketing approval. As a result, the time and financial

resources required to obtain marketing approval for our product candidates would likely increase substantially and further complications and

risks associated with our product candidates may arise. Also, new competing products may reach the market faster than ours, which may

materially and adversely affect our competitive position, business and prospects.

  

We may be unable to continually develop a pipeline of product candidates, which could affect our business and prospects.

A key element of our long-term strategy is to continually develop a pipeline of product candidates by developing products for the treatment of

pulmonary hypertension and proprietary innovations to FDA-approved drug products using our PRINT technology. If we are unable to identify

suitable product candidates for the treatment of pulmonary hypertension or off-patent drug products for which we can develop proprietary

innovations using our PRINT technology or are otherwise unable to expand our product candidate pipeline, whether through licensed or co-

development opportunities, and obtain marketing approval for such product candidates within the timeframes that we anticipate, or at all, our

business and prospects may be materially and adversely affected.

We have conducted, and may in the future conduct, clinical trials for our product candidates outside the United States and the

FDA may not accept data from such trials.

Although the FDA may accept data from clinical trials conducted outside the United States in support of safety and efficacy claims for our

product candidates, if not conducted under an IND, this is subject to certain conditions set out in 21 C.F.R. § 312.120. For example, in order

for the FDA to accept data from such a foreign clinical trial, the study must have been conducted in accordance with Good Clinical Practice

(GCP) including review and approval by an independent ethics committee and obtaining the informed consent from subjects of the clinical

trials. The FDA must also be able to validate the data from the study through an onsite inspection if the agency deems it necessary. In

addition, foreign clinical data submitted to support FDA applications should be applicable to the U.S. population and U.S. medical practice.

Other factors that may affect the acceptance of foreign clinical data include differences in clinical conditions, study populations or regulatory

requirements between the United States and the foreign country.

  

Risks Related to Our Dependence on Third Parties

We depend on third parties for clinical and commercial supplies, including single suppliers for the active ingredient, the device,

encapsulation and packaging of YUTREPIA and single suppliers for the active ingredient, bulk product manufacturing and

packaging of L606.

We depend on third-party suppliers for clinical and commercial supplies for the supply of materials and components necessary for clinical

and commercial production of YUTREPIA and L606, including the active pharmaceutical
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ingredients which are used in our product candidates. These supplies may not always be available to us at the standards we require or on

terms acceptable to us, or at all, and we may not be able to locate alternative suppliers in a timely manner, or at all. If we are unable to

obtain necessary clinical or commercial supplies, our manufacturing operations and clinical trials and the clinical trials of our collaborators

may be delayed or disrupted and our business and prospects may be materially and adversely affected as a result.

 

For example, we currently rely on a sole supplier for treprostinil, the active pharmaceutical ingredient of YUTREPIA, which sources 

treprostinil from a manufacturer in South Korea, with whom we have a long-term supply agreement. If our supplier is unable to supply 

treprostinil to us in the quantities we require, or at all, or otherwise defaults on its supply
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obligations to us, or if it ceases its relationship with us, we may not be able to obtain alternative supplies of treprostinil from other suppliers 

on acceptable terms, in a timely manner, or at all. We also rely on a sole supplier for encapsulation and packaging services, with whom we 

have a long-term contract. Furthermore, YUTREPIA is administered using the RS00 Model 8 DPI, which is manufactured by Plastiape, which 

is located in Italy. We purchase our RS00 Model 8 DPI supply pursuant to purchase orders and do not have a long-term contract with 

Plastiape. In the event of any prolonged disruption to our supply of treprostinil, the encapsulation and packaging services, or the 

manufacture and supply of RS00 Model 8 DPI, our ability to develop and commercialize, and the timeline for commercialization of, 

YUTREPIA may be adversely affected.

We also rely upon Chengdu for the manufacture and supply of RG Cartridges for the subcutaneous administration of Treprostinil Injection 

and upon Smiths Medical for ongoing servicing and support of the CADD-MS 3, CADD Legacy and CADD-Solis infusion pumps. In the event 

of any disruption to our supply of RG Cartridges or any disruption in the availability of parts or servicing for the CADD-MS 3, CADD Legacy 

and CADD-Solis infusion pumps, sales of Treprostinil Injection may be adversely affected.

 

In addition, we Smiths Medical has indicated that they will no longer support the CADD MS-3 after November 2024. We are relying upon 

Mainbridge for the development of new pumps for the subcutaneous administration of Treprostinil Injection. In Injection to replace the 

event CADD MS-3. At present, we anticipate that the new pump under development will not receive FDA clearance prior to the date on which

Smiths Medical ceases to support the CADD MS-3 pump. If we are unable to identify options to maintain the availability of any failure of 

Mainbridge to successfully develop such a pump, the existing CADD MS-3 pumps until the new pumps are cleared by the FDA, sales of 

Treprostinil Injection may be adversely affected.

For L606, we rely upon single sources of supply for the active pharmaceutical ingredient, manufacture of bulk drug product and packaging. 

Some of these suppliers are located in Taiwan. Although we are working to establish a secondary supply chain outside of Taiwan, if 

hostilities were to break out between Taiwan and China, we may be unable to secure a supply of L606.

Additionally, in December 2019, a novel strain of COVID-19 was reported  Also, we are currently evaluating devices to have surfaced in

Wuhan, China. The full impact of the COVID-19 pandemic is unknown and continues to evolve. South Korea, the country from which our

supplier sources treprostinil, Italy, the country in which Plastiape is headquartered, and China, the country in which Chengdu is located,

previously had significant outbreaks of this disease, which, in the case of Italy and China, led to lockdowns of all or portions of the entire

country. The extent to which the COVID-19 pandemic impacts our ability to procure sufficient supplies use for the development and
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commercialization administration of L606. If we are unable to identify a device to use for our products and product candidates will depend

on L606 program, establish an agreement with the severity, location and duration manufacturer of that device for the spread supply of the

pandemic, and the actions undertaken such devices or obtain adequate quantities of that device in a timely manner or at all, we may be

unable to contain it successfully develop L606 or treat its ongoing effects. to do so in a timely manner.

 

If we are unable to establish or maintain licensing and collaboration arrangements with other pharmaceutical companies on

acceptable terms, or at all, we may not be able to develop and commercialize additional product candidates using our PRINT

technology.

We have collaborated, and may consider collaborating, with, among others, pharmaceutical companies to expand the applications for our

PRINT technology through licensing as well as joint product development arrangements. In addition, if we are able to obtain marketing

approval for our product candidates from regulatory authorities, we may enter into strategic relationships with collaborators for the

commercialization of such products.

Collaboration and licensing arrangements are complex and time-consuming to negotiate, document, implement and maintain. We may not

be successful in our efforts to establish collaboration or other alternative arrangements should we so choose to enter into such

arrangements. In addition, the terms of any collaboration or other arrangements that we may
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enter into may not be favorable to us or may restrict our ability to enter into further collaboration or other arrangements with third parties. For

example, collaboration agreements may contain exclusivity arrangements which limit our ability to work with other pharmaceutical

companies to expand the applications for our PRINT technology, as is the case in our collaboration agreement with GSK which restricts our

ability to use PRINT for inhaled applications with respect to certain identified compounds.

If we are unable to establish licensing and collaboration arrangements or the terms of such agreements we enter into are unfavorable to us

or restrict our ability to work with other pharmaceutical companies, we may not be able to expand the applications for our PRINT technology

or commercialize our products, if and when approved, and our business and prospects may be materially and adversely affected.
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Our collaboration and licensing arrangements may not be successful.

Our collaboration and licensing arrangements, as well as any future collaboration and licensing arrangements that we may enter into, may

not be successful. The success of our collaboration and licensing arrangements will depend heavily on the efforts and activities of our

collaborators, which are not within our control. We may, in the course of our collaboration and licensing arrangements, be subject to

numerous risks, including, but not limited to, the following:

● our collaborators may have significant discretion in determining the efforts and resources that they will contribute;
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● our collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial, abandon a
product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing. For
example, in July 2018, GSK notified us of its decision to discontinue development of the inhaled antiviral for viral exacerbations in
COPD after completion of its related Phase 1 clinical trial and we do not believe that GSK is currently advancing any program
under our collaboration;

● our collaborators may independently, or in conjunction with others, develop products that compete directly or indirectly with our
product candidates;

● we may grant exclusive rights to our collaborators that would restrict us from collaborating with others. For example, we are
currently subject to certain restrictions with regard to our ability to enter into collaboration arrangements to use PRINT for the
development of inhaled therapeutics using certain identified compounds pursuant to our collaboration with GSK;

● our collaborators may not properly maintain or defend our intellectual property rights or may use our intellectual property or
proprietary information in a way that gives rise to actual or threatened litigation that could jeopardize or invalidate our intellectual
property or proprietary information or expose us to potential liability;

● disputes may arise between us and our collaborators, which may cause a delay in or the termination of our research, development
or commercialization activities;

● our collaboration and licensing arrangements may be terminated, and if terminated, may result in our need for additional capital to
pursue further drug product development or commercialization. For example, our development and licensing agreement with G&W
Laboratories, Inc., was mutually terminated in April 2018;

● our collaborators may own or co-own certain intellectual property arising from our collaboration and licensing arrangements with
them, which may restrict our ability to develop or commercialize such intellectual property; and

● our collaborators may alter the strategic direction of their business or may undergo a change of control or management, which
may affect the success of our collaboration arrangements with them.

Risks Related to our Intellectual Property

We may be subject to claims from third parties that our products infringe their intellectual property rights.

The pharmaceutical industry has experienced rapid technological change and obsolescence in the past, and our competitors have strong

incentives to stop or delay any introduction of new drug products or related technologies by, among others, establishing intellectual property

rights over their drug products or technologies and aggressively

67

Table of Contents

enforcing these rights against potential new entrants into the market. We expect that we and other industry participants will be increasingly

subject to infringement claims as the number of competitors and drug products grows.

Our commercial success depends in large part upon our ability to develop, manufacture, market and sell our drug products or product

candidates without infringing on the patents or other proprietary rights of third parties. It is not always clear to industry participants, including

us, what the scope of a patent covers. Due to the large number of patents in issue and patent applications filed in our industry, there is a risk

that third parties will claim that our products or technologies infringe their intellectual property rights.

Claims for infringement of intellectual property which are brought against us, whether with or without merit, and which are generally

uninsurable, could result in time-consuming and costly litigation, diverting our management’s attention
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from our core business and reducing the resources available for our drug product development, manufacturing and marketing activities, and

consequently have a material and adverse effect on our business and prospects, regardless of the outcome. Moreover, such proceedings

could put our patents at risk of being invalidated or interpreted narrowly and our patent applications at risk of not being issued. We also may

not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any, may not be commercially meaningful.

Uncertainties resulting from the initiation and continuation of litigation or other proceedings could also have a material and adverse effect on

our ability to compete in the market. Third parties making claims against us could obtain injunctive or other equitable relief against us, which

could prevent us from further developing or commercializing our product candidates.

In particular, under the Hatch-Waxman Act, the owner of patents listed on the Orange Book and referenced by an NDA applicant may bring 

patent infringement suit against the NDA applicant after receipt of the NDA applicant’s notice of paragraph IV certification. For example, in 

June 2020, United Therapeutics asserted a patent challenge directed to the Orange Book listed patents for Tyvaso by filing a complaint 

against us in the U.S. District Court for the District of Delaware, thereby triggering an automatic 30-month regulatory stay on final approval of 

the NDA for YUTREPIA. As a result of United Therapeutics’ patent challenge, the FDA was prohibited from approving the NDA for 

YUTREPIA until the expiration of the 30-month stay. In August 2022, prior to the expiration of the 30-month stay, the Court found that the 

asserted claims of one of the patents, the ‘793 Patent, were both valid and infringed by the Company and ordered that the effective date of 

any final approval by the FDA of YUTREPIA shall be a date which is not earlier than the expiration date of the ‘793 Patent. However, in 

December 2023, the United States Court of Appeals for the Federal Circuit affirmed the earlier decision by the PTAB, which found all claims 

of the ‘793 Patent to be unpatentable due to the existence of prior art cited by us in inter partes review proceedings. As a result of this 

decision by the Court’s order, the FDA may not issue a final approval United States Court of Appeals for the YUTREPIA NDA until Federal 

Circuit with respect to the expiration invalidity of the ‘793 Patent, unless in December 2023, we filed a motion for Judge Andrews to set aside 

the PTAB’s injunction he issued in the Original Hatch-Waxman Litigation. The motion was granted in March 2024, and the injunction on final 

approval by the FDA of YUTREPIA was set aside. United Therapeutics has appealed Judge Andrews’ decision invalidating to set aside the 

‘793 Patent is affirmed on appeal. Accordingly, we may be subject injunction to significant delay and incur substantial costs in litigation before 

we are able to commercialize YUTREPIA, if at all. the Federal Circuit.

In addition, in connection with an amendment to our NDA filed on July 24, 2023 in July 2023 to add PH-ILD as an indication for YUTREPIA, a 

new notice of the paragraph IV certification was provided to United Therapeutics as the owner of the patents that are the subject of the 

certification to which the NDA for YUTREPIA refers. As a result, United Therapeutics filed the New Hatch-Waxman Litigation, in which it is 

seeking a new preliminary injunction. Briefing on the motion for preliminary injunction is complete and a hearing on the motion was held in 

April 2024. The motion remains pending.

Although we do not believe United Therapeutics is entitled to a preliminary injunction in connection with the New Hatch-Waxman

suit Litigation, it is possible that the Court could enjoin us from commercializing YUTREPIA for patent infringement, which may trigger a new

mandatory 30-month delay (or the shorter treatment of dismissal of the lawsuit or expiration of the patent(s)) in approval of the 505(b)(2)

NDA application. PH-ILD. In addition, United Therapeutics may seek to assert newly issued patents against us, including U.S. Patent

Number 11,723,887, and any patent issued from U.S. Patent Application Number 17/233,061, and may seek to enjoin the FDA from granting

final approval to YUTREPIA or enjoin us from launching YUTREPIA. YUTREPIA, including through temporary restraining orders or

injunctions that they may seek in the FDA Litigation.

In the event of a successful infringement claim against us, including an infringement claim filed in response to a paragraph IV certification,

we may be required to pay damages, cease the development or commercialization of our drug products or product candidates, limit the label

of our products to fewer indications than intended, re-engineer or redevelop our drug products or product candidates or enter into royalty or

licensing agreements, any of which could have a material and adverse impact on our business, financial condition and results of operations.

Any effort to re-engineer or redevelop our products would require additional monies and time to be expended and may not ultimately be

successful.

Infringement claims may be brought against us in the future, and we cannot assure you that we will prevail in any ensuing litigation given the

complex technical issues and inherent uncertainties involved in intellectual property litigation. Our competitors may have substantially

greater resources than we do and may be able to sustain the costs of such litigation more effectively than we can.
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Our commercial success depends largely on our ability to protect our intellectual property.

Our commercial success depends, in large part, on our ability to obtain and maintain patent protection and trade secret protection in the

United States and elsewhere in respect of our product candidates and PRINT technology. If we fail to
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adequately protect our intellectual property rights, our competitors may be able to erode, negate or preempt any competitive advantage we

may have. To protect our competitive position, we have filed and will continue to file for patents in the United States and elsewhere in respect

of our product candidates and PRINT technology. The process of identifying patentable subject matter and filing a patent application is

expensive and time-consuming. We cannot assure you that we will be able to file the necessary or desirable patent applications at a

reasonable cost, in a timely manner, or at all. Further, since certain patent applications are confidential until patents are issued, third parties

may have filed patent applications for subject matters covered by our pending patent applications without us being aware of such

applications, and our patent applications may not have priority over patent applications of others. In addition, we cannot assure you that our

pending patent applications will result in patents being obtained. Once published, all patent applications and publications throughout the

world, including our own, become prior art to our new patent applications and may prevent patents from being obtained or interfere with the

scope of patent protection that might be obtained. The standards that patent offices in different jurisdictions use to grant patents are not

always applied predictably or uniformly and may change from time to time.

Even if we have been or are able to obtain patent protection for our product candidates or PRINT technology, if the scope of such patent

protection is not sufficiently broad, we may not be able to rely on such patent protection to prevent third parties from developing or

commercializing product candidates or technology that may copy our product candidates or technology. The enforceability of patents in the

pharmaceutical industry involves complex legal and scientific questions and can be uncertain. Accordingly, we cannot assure you that third

parties will not successfully challenge the validity, enforceability or scope of our patents. A successful challenge to our patents may lead to

generic versions of our drug products being launched before the expiry of our patents or otherwise limit our ability to stop others from using

or commercializing similar or identical products and technology. A successful challenge to our patents may also reduce the duration of the

patent protection of our drug products or technology. In addition, we cannot assure you that we will be able to detect unauthorized use or

take appropriate, adequate and timely actions to enforce our intellectual property rights. If we are unable to adequately protect our

intellectual property, our business, competitive position and prospects may be materially and adversely affected.

Even if our patents or patent applications are unchallenged, they may not adequately protect our intellectual property or prevent third parties

from designing around our patents or other intellectual property rights. If the patent applications we file or may file do not lead to patents

being granted or if the scope of any of our patent applications is challenged, we may face difficulties in developing our product candidates,

companies may be dissuaded from collaborating with us, and our ability to commercialize our product candidates may be materially and

adversely affected. We are unable to predict which of our patent applications will lead to patents or assure you that any of our patents will not

be found invalid or unenforceable or challenged by third parties. The patents of others may prevent the commercialization of product

candidates incorporating our technology. In addition, given the amount of time required for the development, clinical testing and regulatory

review of new product candidates, any patents protecting our product candidates may expire before or shortly after such product candidates

might become approved for commercialization.

Moreover, the issuance of a patent is not conclusive as to the inventorship of the patented subject matter, or its scope, validity or

enforceability. We cannot assure you that all of the potentially relevant prior art, that is, any evidence that an invention is already known,

relating to our patents and patent applications, has been found. If such prior art exists, it may be used to invalidate a patent or may prevent a

patent from being issued.
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In addition, we, our collaborators or our licensees may fail to identify patentable aspects of inventions made in the course of development

and commercialization activities before it is too late to obtain patent protection on them. As a result, we may miss potential opportunities to

seek patent protection or strengthen our patent position.
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If we are unable to protect our trade secrets, the value of our PRINT technology and product candidates may be negatively

impacted, which would have a material and adverse effect on our competitive position and prospects.

In addition to patent protection, we rely on trade secret protection to protect certain aspects of our intellectual property. We also license trade 

secrets from Pharmosa with respect to L606. While we require parties who have access to any portion of our trade secrets, such as our 

employees, consultants, advisers, CROs, CMOs, collaborators and other third parties, to enter into non-disclosure and confidentiality 

agreements with us, we cannot assure you that these parties will
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not disclose our proprietary information, including our trade secrets, in breach of their contractual obligations. Enforcing a claim that a party

has illegally disclosed or misappropriated a trade secret is difficult, costly and time-consuming, and we may not be successful in doing so. If

the steps we have taken to protect our trade secrets are deemed by the adjudicating court to be inadequate, we may not be able to obtain

adequate recourse against a party for misappropriating our trade secrets.

Trade secrets can be difficult to protect as they may, over time, be independently discovered by our competitors or otherwise become known

despite our trade secret protection. If any of our trade secrets were to be lawfully obtained or independently developed by our competitors,

we would have no right to prevent such competitors, or those to whom they communicate such technology or information, from using that

technology or information to compete with us. Such competitors could attempt to replicate some or all of the competitive advantages we

derive from our development efforts, willfully infringe our intellectual property rights, design around our protected technology or develop their

own competitive technologies that fall outside of our intellectual property rights.

If our trade secrets were to be disclosed to or independently developed by our competitors, our competitors may be able to exploit our

PRINT technology to develop competing product candidates, and the value of our PRINT technology and our product candidates may be

negatively impacted. This would have a material and adverse effect on our competitive position and prospects.

 

We rely on licenses to intellectual property that are owned by third parties.

We have entered and may, in the future, enter into license agreements with third parties to license the rights to use their technologies in our

research, development and commercialization activities. License agreements generally impose various diligence, milestone payments,

royalty, insurance and other obligations on us, and if we fail to comply with these obligations, our licensors may have the right to terminate

these license agreements. Termination of these license agreements or the reduction or elimination of our licensed rights or the exclusivity of
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our licensed rights may have an adverse impact on, among others, our ability to develop and commercialize our product candidates. We

cannot assure you that we will be able to negotiate new or reinstated licenses on commercially acceptable terms, or at all.

In addition, we license certain patent rights for our PRINT technology from UNC under the UNC License. Under the UNC License, UNC has

the right to terminate our license if we materially breach the agreement and fail to cure such breach within the stipulated time. In the event

that UNC terminates our license and we have a product that relies on that license, including YUTREPIA, it may bring a claim against us, and

if they are successful, we may be required to compensate UNC for the unauthorized use of their patent rights through the payment of

royalties.

Similarly, under our license agreement with Pharmosa, Pharmosa has the right to terminate our license if we materially breach the

agreement and fail to cure such breach within the stipulated time. In the event that Pharmosa terminates our license and we have a product

that relies on that license, including L606, it may bring a claim against us, and if they are successful, we may be required to compensate

Pharmosa for the unauthorized use of their patent rights through the payment of royalties.

Also, the agreements under which we license patent rights may not give us control over patent prosecution or maintenance, so that we may

not be able to control which claims or arguments are presented and may not be able to secure, maintain or successfully enforce necessary

or desirable patent protection from those patent rights. We do not have primary control over patent prosecution and maintenance for certain

of the patents we license, and therefore cannot assure you that these patents and applications will be prosecuted or maintained in a manner

consistent with the best interests of our business. We also cannot assure you that patent prosecution and maintenance activities by our

licensors,
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if any, will be conducted in compliance with applicable laws and regulations or will result in valid and enforceable patents.

Pursuant to the terms of some of our license agreements with third parties, some of our third-party licensors have the right, but not the

obligation, in certain circumstances, to control the enforcement of our licensed patents or defense of any claims asserting the invalidity of

these patents. Even if we are permitted to pursue such enforcement or defense, we will require the cooperation of our licensors, and we

cannot assure you that we will receive such cooperation on
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commercially acceptable terms, or at all. We also cannot assure you that our licensors will allocate sufficient resources or prioritize their or

our enforcement of these patents or defense of these claims to protect our interests in the licensed patents. If we cannot obtain patent

protection, or enforce existing or future patents against third parties, our competitive position, business and prospects may be materially and

adversely affected.

Further, licenses to intellectual property may not always be available to us on commercially acceptable terms, or at all. In the event that the

licenses we rely on are not available to us on commercially acceptable terms, or at all, our ability to commercialize our PRINT technology or

product candidates, and our business and prospects, may be materially and adversely affected.

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


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

93/121

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

Filing, prosecuting, enforcing and defending patents on our PRINT technology and our product candidates throughout the world may be

prohibitively expensive and may not be financially or commercially feasible. In countries where we have not obtained patent protection, our

competitors may be able to use our proprietary technologies to develop competing product candidates.

Also, the legal systems of non-U.S. jurisdictions may not protect intellectual property rights to the same extent or in the same manner as the

laws of the United States, and we may face significant difficulty in enforcing our intellectual property rights in these jurisdictions. The legal

systems of certain developing countries may not favor the enforcement of patents and other intellectual property rights. We may therefore

face difficulty in stopping the infringement or misappropriation of our patents or other intellectual property rights in those countries.

 

We need to protect our trademark, trade name and service mark rights to prevent competitors from taking advantage of our name

recognition.

We believe that the protection of our trademark, trade name and service mark rights, such as Liquidia, the Liquidia logo, PRINT, and

YUTREPIA, is an important factor in product recognition, protecting our brand, maintaining goodwill and maintaining or increasing market

share. We may expend substantial cost and effort in an attempt to register new trademarks, trade names and service marks and maintain

and enforce our trademark, trade name and service mark rights. If we do not adequately protect our rights in our trademarks, trade names

and service marks from infringement, any name recognition that we have developed in those trademarks could be lost or impaired.

Third parties may claim that the sale or promotion of our products, when and if approved, may infringe on the trademark, trade name and

service mark rights of others. Trademark, trade name and service mark infringement problems occur frequently in connection with the sale

and marketing of pharmaceutical products. If we become involved in any dispute regarding our trademark, trade name and service mark

rights, regardless of whether we prevail, we could be required to engage in costly, distracting and time-consuming litigation that could harm

our business. If the trademarks, trade names and service marks we use are found to infringe upon the trademarks, trade names or service

marks of another company, we could be liable for damages and be forced to stop using those trademarks, trade names or service marks,

and as a result, we could lose all the name recognition that has been developed in those trademarks, trade names or service marks.
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Risks Related to the Manufacturing of our Product Candidates 

Our product candidates are based on our proprietary, novel technology, which has not been used to manufacture any products

that have been previously approved by the FDA, making it difficult to predict the time and cost of development and of

subsequently obtaining final regulatory approval.

Our future success depends on the successful development of our novel PRINT technology and products based on it, including YUTREPIA,

and the development of L606 using Pharmosa’s proprietary liposomal technology. To our knowledge, no regulatory authority has granted

final approval to market or commercialize drugs made using our PRINT technology or Pharmosa’s liposomal technology. We may never

receive final approval to market and commercialize any product candidate that uses our PRINT technology or Pharmosa’s liposomal

technology.
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Even if we receive final approval to market YUTREPIA and/or L606, we will need to scale up our manufacturing capabilities to effectively

commercialize the products. We have never completed a scale up of our PRINT manufacturing process or the manufacturing process for

L606, and, if we are unable to do so in an effective and timely manner, our ability to commercialize these products, even if they receive final

FDA approval, will be adversely affected.

We may experience unexpected challenges as we ramp up our manufacturing capacity to meet demand or during commercial

manufacturing, which may result in our inability to supply sufficient quantities of product to meet demand.

The manufacturing process for our products is complex, due in part to strict regulatory requirements. A failure of our quality control systems

in our facilities or those of our CMOs could cause problems to arise in connection with facility operations for a variety of reasons, including

equipment malfunction, viral contamination, failure to follow specific manufacturing instructions, protocols and standard operating

procedures, problems with raw materials or environmental factors. Such problems could affect production of a single batch or a series of

batches, requiring the destruction of products, or could halt manufacturing operations altogether. For instance, as we scale up the

manufacture of YUTREPIA, we are adjusting the speed and temperature at which our blister packs are sealed to reduce the risk of the

product being exposed to moisture. Our failure to meet required quality standards may result in our failure to timely deliver products to our

customers in sufficient quantities to meet demand, which in turn could damage our reputation for quality and service. Any such incident

could, among other things, lead to increased costs, lost revenue, damage to our reputation and relationships with patients, health care

providers and payers, time and expense spent investigating the cause and, depending on the cause, similar losses with respect to other

batches. With respect to our commercial manufacturing, if problems are not discovered before the product is released to the market, we may

be subject to regulatory actions, including product recalls, product seizures, injunctions to halt manufacture and distribution, restrictions on

our operations, civil sanctions, including monetary sanctions, and criminal actions. In addition, such issues could subject us to litigation, the

cost of which could be significant.

Our operations are concentrated in Morrisville, North Carolina and interruptions affecting us or our suppliers due to natural

disasters or other unforeseen events could materially and adversely affect our operations.

Most of our current operations are concentrated in Morrisville, North Carolina. In addition, our inventory is warehoused in a limited number of

locations. A fire, flood, hurricane, earthquake or other disaster or unforeseen event resulting in significant damage to our facilities or to

inventory held by us could significantly disrupt or curtail or require us to cease our operations. It would be difficult, costly and time-consuming

to transfer resources from one facility to another, to repair or replace our facility or to replace inventory in the event that it is significantly

damaged. In addition, our insurance may not be sufficient to cover all of our losses and may not continue to be available to us on acceptable

terms, or at all. In addition, if one of our suppliers experiences a similar disaster or unforeseen event, we could face significant loss of our

inventory and significant delays in obtaining our supplies or be required to source supplies from an alternative supplier and may incur

substantial costs as a result. Any significant uninsured loss, prolonged or repeated disruption to operations or inability to operate,

experienced by us or by our suppliers, could materially and adversely affect our business, financial condition and results of operations.

In addition, for L606, we rely upon single sources of supply for the active pharmaceutical ingredient and manufacture of bulk drug that are 

located in Taiwan. Although we are working to establish a secondary supply chain outside of Taiwan, if hostilities were to break out between 

Taiwan and China, we may be unable to secure a supply of L606, which could limit our ability to continue development of L606 and 

materially and adversely affect our business, financial condition and results of operations.

 

Risks Related to our Employees 

We depend on skilled labor, and our business and prospects may be adversely affected if we lose the services of our skilled

personnel, including those in senior management, or are unable to attract new skilled personnel.

Our ability to continue our operations and manage our potential future growth depends on our ability to hire and retain suitably skilled and

qualified employees, including those in senior management, in the long-term. Due to the specialized
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nature of our work, there is a limited supply of suitable candidates. We compete with other biotechnology and pharmaceutical companies,

educational and research institutions and government entities, among others, for research, technical, clinical and sales and marketing

personnel. In addition, in order to manage our potential future growth effectively, we will need to improve our financial controls and systems

and, as necessary, recruit sales, marketing, managerial and finance personnel. The loss of the services of members of our sales team could

seriously harm our ability to successfully implement our business strategy. If we are unable to attract and retain skilled personnel, including

in particular Roger Jeffs, our Chief Executive Officer, our business and prospects may be materially and adversely affected.
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Risks Related to our Common Stock

Future sales of our common stock or securities convertible into our common stock in the public market could cause our stock

price to fall.

Our stock price could decline as a result of sales of a large number of shares of our common stock or the perception that these sales could

occur. These sales, or the possibility that these sales may occur, also might make it more difficult for us to sell equity securities in the future

at a time and at a price that we deem appropriate.

As of November 1, 2023 May 2, 2024, 64,905,495 76,382,718 shares of our common stock were outstanding, of which

55,024,148 59,179,174 shares of common stock, or 84.8% 77.5% of our outstanding shares as of November 1, 2023 May 2, 2024, are freely

tradable without restriction or further registration under the Securities Act of 1933, as amended, or the Securities Act, unless held by our

“affiliates,” as that term is defined in Rule 144 under the Securities Act (“Rule 144”). The resale of the remaining 9,881,347 17,203,544

shares held by our stockholders as of November 1, 2023 May 2, 2024 is currently prohibited or otherwise restricted as a result of securities

law provisions. Shares issued upon the exercise of stock options outstanding under our equity incentive plans or pursuant to future awards

granted under those plans will become available for sale in the public market to the extent permitted by the provisions of applicable vesting

schedules, any applicable market standoff and lock-up agreements, and Rule 144 and Rule 701 under the Securities Act.

As of November 1, 2023 May 2, 2024, the holders of 1,887,937 9,210,134 shares, or 2.9% 12.1%, of our outstanding shares as of November

1, 2023 May 2, 2024, have rights, subject to some conditions, to require us to file registration statements covering the sale of their shares or

to include their shares in registration statements that we may file for ourselves or other stockholders. We have also registered the offer and

sale of all shares of common stock that we may issue under our equity compensation plans, including the employee stock purchase plan.

Once we register the offer and sale of shares for the holders of registration rights, they can be freely sold in the public market upon issuance

or resale (as applicable), subject to lock-up agreements, if any.

We expect that the market price of our common stock may be volatile, and you may lose all or part of your investment.

The trading prices of the securities of pharmaceutical and biotechnology companies have been highly volatile. As such, the trading price of

our common stock may be highly volatile and could be subject to wide fluctuations in response to various factors, some of which are beyond

our control. The market price for our common stock may be influenced by many factors, including:

● results of any clinical trials of any product candidate we may develop, including L606, or those of our competitors;
● the success of Sandoz’s Treprostinil Injection to which we have commercial rights to pursuant to the Promotion Agreement;
● the success of Chengdu’s launch of the RG Cartridge and the market acceptance of the RG Cartridge for the subcutaneous

administration of Treprostinil Injection;
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● whether Mainbridge is able to complete the development of a new pump for the subcutaneous administration of Treprostinil
Injection and obtain FDA clearance on a timely basis or at all;

● our cash resources;
● the approvals or success of competitive products or technologies;
● potential approvals of any product candidate we may develop, including YUTREPIA and L606, for marketing by the FDA or

equivalent foreign regulatory authorities (and, if approved, the scope of the indications for which such product candidates are
approved) or any failure to obtain such approvals;
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● our involvement in significant lawsuits, such as stockholder litigation, litigation involving the FDA, including the FDA Litigation, or
patent litigation, including inter partes review proceedings and Hatch-Waxman litigation with originator companies or others which
may hold patents, including the ongoing litigation in connection with the patents that United Therapeutics has asserted against us;

● regulatory or legal developments in the United States and other countries;
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● the results of our efforts to commercialize any product candidate we may develop, including YUTREPIA and L606, in the event we
receive final approval from the FDA;

● developments or disputes concerning patents or other proprietary rights;
● the recruitment or departure of key personnel;
● the level of expenses related to any of our product candidates or clinical development programs;
● the results of our efforts to discover, develop, acquire or in-license additional product candidates or products;
● actual or anticipated changes in estimates as to financial results, development timelines or recommendations by securities

analysts;
● variations in our financial results or those of companies that are perceived to be similar to us;
● changes in the structure of healthcare payment systems;
● market conditions in the pharmaceutical and biotechnology sectors and issuance of new or changed securities analysts’ reports or

recommendations;
● general economic, industry and market conditions; and
● the other factors described in this “Risk Factors” section.

The stock market in general, and market prices for the securities of pharmaceutical companies like ours in particular, have from time to time

experienced volatility that often has been unrelated to the operating performance of the underlying companies. These broad market and

industry fluctuations may adversely affect the market price of our common stock, regardless of our operating performance. Stock prices of

many pharmaceutical companies have fluctuated in a manner unrelated or disproportionate to the operating performance of those

companies. In several recent situations when the market price of a stock has been volatile, holders of that stock have instituted securities

class action litigation against the company that issued the stock. If any of our stockholders were to bring a lawsuit against us, the defense

and disposition of the lawsuit could be costly and divert the time and attention of our management and harm our operating results.

 

Our principal stockholders and management own a significant percentage of our stock and will be able to exercise significant

influence over matters subject to stockholder approval.

Our executive officers, directors and principal stockholders, together with their respective affiliates, beneficially owned 37.3% 38.9% of our

capital stock as of November 1, 2023 May 2, 2024. Accordingly, our executive officers, directors and principal stockholders have significant
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influence in determining the composition of our board of directors (the “Board”), and voting on all matters requiring stockholder approval,

including mergers and other business combinations, and continue to have significant influence over our operations. This concentration of

ownership could have the effect of delaying or preventing a change in our control or otherwise discouraging a potential acquirer from

attempting to obtain control of us that you may believe are in your best interests as one of our stockholders. This in turn could have a

material adverse effect on our stock price and may prevent attempts by our stockholders to replace or remove the Board or management.

 

As a public company, we are obligated to develop and maintain proper and effective internal controls over financial reporting and

any failure to do so may adversely affect investor confidence in us and, as a result, the trading price of our shares.

Effective internal controls over financial reporting are necessary for us to provide reliable financial reports and, together with adequate

disclosure controls and procedures, are designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties

encountered in their implementation could cause us to fail to meet our reporting obligations. Inferior internal controls could also cause

investors to lose confidence in our reported financial information, which could have a negative effect on the trading price of our common

stock. In addition, any future testing by us conducted in connection with Section 404 of the Sarbanes-Oxley Act of 2002, as amended (the

“Sarbanes-Oxley Act”) or the subsequent testing by our independent registered public accounting firm, may reveal deficiencies in our internal
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controls over financial reporting that are deemed to be material weaknesses or that may require prospective or retroactive changes to our

consolidated financial statements or identify other areas for further attention or improvement.
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As required by the Sarbanes Oxley Act and commencing with the fiscal year ended December 31, 2019, we were required to furnish a report

by management on, among other things, the effectiveness of our ICFR. internal controls over financial reporting. See Item 4. Controls and

Procedures for additional information.

Because we are a “smaller reporting company,” we may take advantage of certain scaled disclosures available to us, resulting in

holders of our securities receiving less Company information than they would receive from a public company that is not a smaller

reporting company.

We are a “smaller reporting company” as defined under Rule 12b-2 of the Exchange Act. As of December 31, 2023, we are no longer an

“emerging growth company,” as defined in the JOBS Act, and as a result Section 2(a) of the reduced disclosure Securities Act, as modified

by the Jumpstart Our Business Startups Act of 2012. As a smaller reporting company, we may take advantage of certain of the scaled

disclosures available to smaller reporting companies and governance requirements applicable will be able to emerging growth

companies, take advantage of these scaled disclosures for so long as (i) our common stock may be held by non-affiliates is less attractive to

investors.

We are an “emerging growth company,” as defined in than $250 million measured on the JOBS Act, last business day of our second fiscal

quarter, or (ii) our annual revenue is less than $100 million during the most recently completed fiscal year and our common stock held by

non-affiliates is less than $700 million measured on the last business day of our second fiscal quarter. To the extent we take advantage of
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certain exemptions from various reporting requirements that are applicable any reduced disclosure obligations, it may make it harder for

investors to analyze the Company’s results of operations and financial prospectus in comparison with other public companies

that companies.

As a smaller reporting company, we are not “emerging growth companies” including, but not limited to, not being required permitted to

comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act, reduced scaled-back disclosure obligations in our

SEC filings compared to other issuers, including with respect to disclosure obligations regarding executive compensation in our periodic

reports and proxy statements, and exemptions from statements. We have elected to adopt the requirements of holding accommodations

available to smaller reporting companies. Until we cease to be a nonbinding advisory vote on executive compensation and stockholder

approval of any golden parachute payments not previously approved. We cannot predict if smaller reporting company, the scaled-back

disclosure in our SEC filings will result in less information about our company being available than for other public companies.

If investors will find our common stock less attractive because we rely on these exemptions. If some investors find consider our common

stock less attractive as a result of our election to use the scaled-back disclosure permitted for smaller reporting companies, there may be a

less active trading market for our common stock and our stock share price may be more volatile. We will take advantage of these reporting

exemptions until we are no longer an “emerging growth company.” We will remain an “emerging growth company” until the earliest of (i) the

last day of the fiscal year in which we have total annual gross revenue of $1.07 billion or more, (ii) the last day of 2023, (iii) the date on which

we have issued more than $1.0 billion in nonconvertible debt during the previous three years or (iv) the date on which we are deemed to be

a large accelerated filer under the rules of the SEC.

Anti-takeover provisions in our charter documents and under Delaware law could make an acquisition of us difficult, limit attempts

by our stockholders to replace or remove our current management and adversely affect our stock price.

Provisions of our certificate of incorporation and bylaws may delay or discourage transactions involving an actual or potential change in our

control or change in our management, including transactions in which stockholders might otherwise receive a premium for their shares, or

transactions that our stockholders might otherwise deem to be in their best interests. Therefore, these provisions could adversely affect the

price of our stock. Among other things, the certificate of incorporation and bylaws:

● permit the Board to issue up to 10 million shares of preferred stock, with any rights, preferences and privileges as they may
designate;

● provide that the authorized number of directors may be changed only by resolution of our Board;
● provide that all vacancies, including newly created directorships, may, except as otherwise required by law, be filled by the

affirmative vote of a majority of directors then in office, even if less than a quorum;
● require that any action to be taken by our stockholders must be effected at a duly called annual or special meeting of stockholders

and may not be taken by written consent;
● create a staggered board of directors such that all members of our Board are not elected at one time;
● allow for the issuance of authorized but unissued shares of our capital stock without any further vote or action by our stockholders;

and
● establish advance notice requirements for nominations for election to the Board or for proposing matters that can be acted upon at

stockholders’ meetings.
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In addition, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General

Corporation Law (“DGCL”) which generally prohibits a Delaware corporation from engaging in any of a broad range of business

combinations with any stockholder owning in excess of 15% of our outstanding stock for a period of three years following the date on which

the stockholder obtained such 15% equity interest in us.

The terms of our authorized preferred stock selected by our Board at any point could decrease the amount of earnings and assets available

for distribution to holders of our common stock or adversely affect the rights and powers, including voting rights, of holders of our common
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stock without any further vote or action by the stockholders. As a result, the rights of holders of our common stock will be subject to, and may

be adversely affected by, the rights of the holders of
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any preferred stock that may be issued by us in the future, which could have the effect of decreasing the market price of our common stock.

Any provision of our certificate of incorporation or bylaws or Delaware corporate law that has the effect of delaying or deterring a change in

control could limit opportunities for our stockholders to receive a premium for their shares of common stock, and could also affect the price

that investors are willing to pay for our common stock.

 

Our certificate of incorporation designates the Court of Chancery of the State of Delaware as the sole and exclusive forum for

certain types of actions and proceedings that may be initiated by our stockholders, which could limit our stockholders’ ability to

obtain a favorable judicial forum for disputes with us or our directors, officers or other employees.

Our certificate of incorporation provides that, to the fullest extent permitted by law, the Court of Chancery of the State of Delaware will be the

sole and exclusive forum for: (i) any derivative action or proceeding brought on our behalf; (ii) any action asserting a claim of breach of a

fiduciary duty owed by any of our directors or officers to us or our stockholders; (iii) any action asserting a claim against us arising pursuant

to any provision of the DGCL, our certificate of incorporation or our bylaws; or (iv) any action asserting a claim against us governed by the

internal affairs doctrine; provided,, that, this provision would not apply to suits brought to enforce a duty or liability created by the Securities

Act or Exchange Act. Furthermore, our bylaws designate the federal district courts of the United States as the exclusive forum for the

resolution of any complaint asserting a cause of action arising under the Securities Act. Any person or entity purchasing or otherwise

acquiring any interest in shares of our capital stock is deemed to have received notice of and consented to the foregoing provisions. This

choice of forum provision may limit a stockholder’s ability to bring a claim in a judicial forum that it finds more favorable for disputes with us

or our directors or officers, which may discourage such lawsuits against us and our directors or officers. Alternatively, if a court were to find

this choice of forum provision inapplicable to, or unenforceable in respect of, one or more of the specified types of actions or proceedings,

we may incur additional costs associated with resolving such matters in other jurisdictions, which could adversely affect our business,

financial condition, prospects or results of operations.

 

Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital appreciation, if

any, will be your sole source of gain.

We have never declared or paid cash dividends on our equity securities. We currently intend to retain all of our future earnings, if any, to

finance the growth and development of our business. In addition, the terms of our existing RIFA with HCR preclude us, and the terms of any

future debt or financing agreement may preclude us, from paying dividends. As a result, capital appreciation, if any, of our equity securities

will likely be your sole source of gain for the foreseeable future.

An impairment of our long-lived contract acquisition costs and intangible assets, including goodwill, could have a material non-

cash adverse impact on our results of operations.

In connection with the accounting for our RareGen acquisition, we have recorded significant amounts of contract acquisition costs, intangible 

assets, and goodwill. Under GAAP, we must assess, at least annually and potentially more frequently, whether the value of goodwill has 

been impaired. Contract acquisition costs and amortizing intangible assets will be assessed for impairment in the event of an impairment 

indicator. The valuation of goodwill depends on a variety of factors, the success of our the Company’s business, including our ability to obtain 

regulatory approval for YUTREPIA,
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global market and economic conditions, earnings growth and expected cash flows. Impairments may be caused by factors outside our the

Company’s control, such as actions by the FDA, increasing competitive pricing pressures, and various other factors. Significant and

unanticipated changes or our inability to obtain or maintain regulatory approvals for our product candidates, including the NDA for

YUTREPIA, could require a non-cash charge for impairment in a future period, which may significantly affect our results of operations in the

period of such charge.
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General Risk Factors

General Risks Related to the Commercialization of our Product Candidates

Our business and operations may be adversely affected by the effects of health epidemics, including the COVID-19 pandemic.

Our business and operations could be adversely affected by health epidemics in regions where we have offices, manufacturing facilities, 

concentrations of clinical trial sites or other business operations, and could cause significant disruption in the operations of clinical trial sites, 

contract manufacturers or suppliers and contract research organizations upon whom we rely. For example, starting in December 2019, a 

novel strain of the coronavirus (“COVID-19”) was reported to have surfaced in Wuhan, China and spread to multiple countries, including the 

U.S. and several European countries. In March 2020, the World Health Organization declared COVID-19 a global pandemic and the U.S. 

declared the COVID-19 pandemic a national emergency. The COVID-19 pandemic has resulted in travel and other restrictions in order to 

reduce the spread of the disease, including state and local orders across the United States that, among other things, directed individuals to 

shelter at their places of residence, directed businesses and governmental agencies to cease non-essential operations at physical locations, 

prohibited certain non-essential gatherings and events and ordered cessation of non-essential travel. Throughout 2020 and 2021, similar 

executive orders were issued by state and local governments, and states of emergency had been declared at the state and local level in 

most jurisdictions throughout the U.S. As recently as April 2022, ports and airports in Shanghai, China have been closed due to another 

outbreak of COVID-19, resulting in a lockdown of the city and disruption to export and import activities. In the U.S., many of these executive 

orders have been rescinded, however, we remain vigilant and continue to monitor the ongoing COVID-19 pandemic closely to determine if 

additional actions are required.

Remote work policies, quarantines, shelter-in-place and similar government orders, shutdowns or other restrictions on the conduct of

business operations related to the COVID-19 pandemic may negatively impact productivity and our research and development activities, the

magnitude of which will depend, in part, on the length and severity of the restrictions and other limitations on our ability to conduct our

business in the ordinary course. In addition, although our employees are accustomed to working remotely, changes in internal controls due

to remote work arrangements may result in control deficiencies in the preparation of our financial reports, which could be material.

Such orders may also impact the availability or cost of materials, which would disrupt our supply chain and could affect our ability to conduct

ongoing and planned clinical trials and preparatory activities.

The extent to which health epidemics, including the COVID-19 pandemic, impacts our business and operations, including our clinical

development and regulatory efforts, will depend on future developments that are highly uncertain and cannot be predicted with confidence at

the time of this Quarterly Report on Form 10-Q, such as the ultimate geographic spread of the disease, the severity and duration of future

outbreaks (including from the spread of COVID-19 variants or mutant strains), the duration and effect of business disruptions and the short-

term effects, the administration, availability and efficacy of vaccination programs and the ultimate effectiveness of travel restrictions,
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quarantines, social distancing requirements and business closures in the United States and other countries to contain and treat the disease.

We expect the impact of COVID-19 on the FDA’s operations will continue to evolve. Accordingly, we do not yet know the full extent of

potential delays or impacts on our business, our clinical and regulatory activities, healthcare systems or the global economy as a whole.

However, these any such health epidemic. These impacts could adversely affect our business, financial condition, results of operations and

growth prospects.

In addition, to the extent any health epidemic, including the COVID-19 pandemic, adversely affects our business and results of operations, it

may also have the effect of heightening many of the other risks and uncertainties described in this “Risk Factors” section and the “Risk

Factors” sections of the documents incorporated by reference herein.
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We are currently operating in a period of economic uncertainty and capital markets disruption, which has been significantly

impacted by geopolitical instability, ongoing military conflicts between Russia and Ukraine and Israel and Hamas, and periods of

high inflation. instability. Our business, financial condition and results of operations could be materially adversely affected by any

negative impact on the global economy and capital markets resulting from the conflict in Ukraine and the Middle East, geopolitical

tensions, or high inflation.

tensions.

U.S. and global markets are experiencing volatility and disruption following the escalation of geopolitical tensions and the start of the military

conflict between Russia and Ukraine. In February 2022, a full-scale military invasion of Ukraine by Russian troops began. Although the

length and impact of the ongoing military conflict is highly unpredictable, the conflict in Ukraine has led to market disruptions, including

significant volatility in commodity prices, credit and capital markets, as well as supply chain interruptions, which has contributed to periods of

high inflation globally. We are continuing to monitor inflation, the situation in Ukraine and global capital markets and assessing its potential

impact on our business.

The global economy has been, and may continue to be, negatively impacted by Russia’s invasion of Ukraine. As a result of Russia’s

invasion of Ukraine, the U.S., the European Union, the United Kingdom, and other G7 countries, among other countries, have imposed

substantial financial and economic sanctions on certain industry sectors and parties in Russia. Broad restrictions on exports to Russia have

also been imposed. These measures include: (i) comprehensive financial sanctions against major Russian banks; (ii) additional designations

of Russian individuals with significant business interests and government connections; (iii) designations of individuals and entities involved in

Russian military activities; and (iv) enhanced export controls and trade sanctions limiting Russia’s ability to import various goods. Russian

military actions and the resulting sanctions could continue to adversely affect the global economy and financial markets and lead to instability

and lack of liquidity in capital markets, potentially making it more difficult for us to obtain additional funds.

In addition, on October 7, 2023, Hamas militants and members of other terrorist organizations infiltrated Israel’s southern border from the

Gaza Strip and conducted a series of terror attacks on civilian and military targets. Thereafter, Hamas launched extensive rocket attacks on

Israeli population and industrial centers located along the Israeli border with the Gaza Strip. Shortly following the attack, Israel’s security

cabinet declared war against Hamas and launched an aerial bombardment of various targets within the Gaza Strip. The Israeli government

subsequently called for the evacuation of over one million residents of the northern part of the Gaza Strip and began preparation for a

potential initiated ground invasion of operations in the Gaza Strip. It is possible that other terrorist and/or regional organizations will join the

hostilities as well, including Hezbollah in Lebanon, and Palestinian military organizations in the West Bank, resulting in a widening of the

conflict. The intensity and duration of Israel’s current war against Hamas is difficult to predict as are such war’s economic implications on the

global economy.

Although, Furthermore, because of current geopolitical tensions, the Biden administration has recently signed multiple executive orders

regarding China. One particular executive order titled Advancing Biotechnology and Biomanufacturing Innovation for a Sustainable, Safe,
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and Secure American Bioeconomy, signed on September 12, 2022, will likely impact the pharmaceutical industry to date, encourage U.S.

domestic manufacturing of pharmaceutical products. Moreover, there have been Congressional legislative proposals, such as the recent bill

titled the Biosecure Act, to discourage contracting with Chinese companies on the development or manufacturing of pharmaceutical

products. Any additional executive orders or legislative action regarding or potential sanctions on China could materially impact our current

manufacturing partners.

Although our business has not been materially impacted by the ongoing military conflict between Russian and Ukraine or Israel and

Hamas, these geopolitical tensions or high inflation, to date, such matters may affect our business and it is impossible to predict the extent to

which our operations, or those of our suppliers and manufacturers, will be impacted in the short and long term, or the ways in which such

matters may impact our business. We anticipate that increases in compensation to our employees and costs paid to vendors may similarly

be greater than in past periods due to inflation.  The extent and duration of the conflicts in Ukraine and the Middle East, geopolitical tensions,

changes in inflation rates military action, sanctions and resulting market disruptions are impossible to predict but could be substantial. Any

such disruptions may also magnify the impact of other risks described herein.

If the FDA or comparable regulatory authorities in other countries approve generic versions of our product candidates, or do not

grant our product candidates a sufficient period of market exclusivity before approving their generic versions, our ability to

generate revenue may be adversely affected.

Once an NDA is approved, the drug product covered will be listed as a reference listed drug in the FDA’s Orange Book. In the United States,

manufacturers of drug products may seek approval of generic versions of reference listed drugs through the submission of abbreviated new

drug applications, (ANDAs). or ANDAs. In support of an ANDA, a generic manufacturer is generally required to show that its product has the

same active pharmaceutical ingredient(s), dosage
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form, strength, route of administration and conditions of use or labeling as the reference listed drug and that the generic version is

bioequivalent to the reference listed drug. Generic drug products may be significantly less expensive to bring to market than the reference

listed drug, and companies that produce generic drug products are generally able to offer them at
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lower prices. Thus, following the introduction of a generic drug product, a significant percentage of the sales of any reference listed drug may

be lost to the generic drug product.

The FDA will not approve an ANDA for a generic drug product until the applicable period of market exclusivity for the reference listed drug

has expired. The applicable period of market exclusivity varies depending on the type of exclusivity granted. A grant of market exclusivity is

separate from the existence of patent protection and manufacturers may seek to launch generic versions of our drug products following the

expiry of their respective marketing exclusivity periods, even if our drug products are still under patent protection at the relevant time.

Any competition that our product candidates may face, if and when such product candidates are approved for marketing and

commercialized, from generic versions could substantially limit our ability to realize a return on our investment in the development of our

product candidates and have a material and adverse effect on our business and prospects. 
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We are subject to risks related to information technology systems, including cyber-security risks; successful cyber-attacks or

technological malfunctions can result in, among other things, financial losses, the inability to process transactions, the

unauthorized release of confidential information and reputational risk, all of which would negatively impact our business, financial

condition or results of operations.

Our use of technology is critical to our continued operations. We are susceptible to operational, financial and information security risks

resulting from cyber-attacks or technological malfunctions. Successful cyber-attacks or technological malfunctions affecting us, our CMOS or

our business partners can result in, among other things, financial losses, the inability to process transactions, the unauthorized release of

confidential or proprietary information and reputational risk. As cybersecurity threats continue to evolve, we may be required to use

additional resources to continue to modify or enhance protective measures or to investigate security vulnerabilities, which could have a

material adverse effect on our business, financial condition or results of operations.

General Risks Related to the Development and Regulatory Approval of our Product Candidates

Even if we obtain marketing approval for our product candidates in the United States, we or our collaborators may not obtain

marketing approval for the same product candidates elsewhere.

We may enter into strategic collaboration arrangements with third parties to commercialize our product candidates outside of the United

States. In order to market any product candidate outside of the United States, we or our collaborators will be required to comply with

numerous and varying regulatory requirements of other countries regarding safety and efficacy. Clinical trials conducted in one country may

not be recognized or accepted by regulatory authorities in other countries, and obtaining marketing approval in one country does not mean

that marketing approval will be obtained in any other country. Approval processes vary among countries and additional product testing and

validation, or additional administrative review periods, may be required from one country to the next.

Seeking marketing approval in countries other than the United States could be costly and time-consuming, especially if additional preclinical

studies or clinical trials are required to be conducted. We currently do not have any product candidates approved for sale in any jurisdiction,

including non-U.S. markets, and we do not have experience in obtaining marketing approval in non-U.S. markets. We currently also have not

identified any collaborators to market our products outside of the United States and cannot assure you that such collaborators, even if

identified, will be able to successfully obtain marketing approval for our product candidates outside of the United States. If we or our

collaborators fail to obtain marketing approval in non-U.S. markets, or if such approval is delayed, our target market may be reduced, and

our ability to realize the full market potential of our products will be adversely affected.
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General Risks Related to Healthcare Regulation

The pharmaceutical industry is subject to a range of laws and regulations in areas including healthcare program requirements and

fraud, waste, and abuse; healthcare and related marketing compliance and transparency; and privacy and data security. Our

failure to comply with these laws and regulations as they are, or in the future become, applicable to us may have an adverse effect

on our business.

Healthcare providers, physicians and third-party payors often play a primary role in the recommendation and prescription of any drug

products for which we may obtain marketing approval, or for which we may provide contracted promotional services to third parties. Our

current and future arrangements with healthcare providers, physicians, third-party payors and customers, and our sales, marketing and

educational activities, may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations (at the federal and

state level) that may constrain our business or financial arrangements and relationships through which we market, sell, or distribute drug

products.

In addition, we may be subject to transparency laws and patient privacy regulation by both the federal government and the states in which

we conduct our business.
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Table We also plan to conduct clinical trials and may in the future conduct business in jurisdictions outside of Contents the United States,

which may cause us to become subject to transparency law and privacy regulations in those jurisdictions as well.

The laws that may affect our ability to operate include, but are not limited to, the following examples:

 
● The federal Anti-Kickback Statute, (AKS) or AKS, prohibits, among other things, persons and entities including pharmaceutical

manufacturers from, among other things, knowingly and willfully soliciting, receiving, offering or paying remuneration, directly or
indirectly, overtly or covertly, in cash or in kind, to induce or reward, or in return for, either the referral of an individual for or the
purchase, lease, or order of, or the arranging for an item or service for which payment may be made, in whole or in part, under
federal healthcare programs such as the Medicare and Medicaid programs.

 
● The federal civil and criminal false claims laws and civil monetary penalty laws impose a range of prohibitions and compliance

considerations. For example, the False Claims Act, (FCA) or the FCA, prohibits individuals or entities from, among other things,
knowingly presenting, or causing to be presented, claims for payment to, or approval by, the federal government that are false,
fictitious or fraudulent or knowingly making, using or causing to be made or used, a false record or statement material to a false or
fraudulent claim to avoid, decrease or conceal an obligation to pay money to the federal government. Claims resulting from a
violation of the federal AKS constitute a false or fraudulent claim for purposes of the federal False Claims Act. FCA. Promotion that
is deemed to be “off label” can be the basis of FCA exposure.

● Federal law includes provisions (established under the Health Insurance Portability and Accountability Act of 1996) addressing
healthcare fraud and false statements relating to healthcare matters. The healthcare fraud statute prohibits knowingly and willfully
executing, or attempting to execute, a scheme to defraud any healthcare benefit program, including private payors. The false
statements statute prohibits knowingly and willfully falsifying, concealing or covering up a material fact or making any materially
false, fictitious or fraudulent statement in connection with the delivery of or payment for healthcare benefits, items or services.
Violations of these statutes is a felony and may result in fines, imprisonment or exclusion from governmental programs.

● Privacy and data security laws may apply to our business. Under Section 5(a) of the Federal Trade Commission Act, (the FTCA)
Section 5(a), the FTC Federal Trade Commission expects a company’s data security measures to be reasonable and appropriate
in light of the sensitivity and volume of consumer information it holds, the size and complexity of its business, and the cost of
available tools to improve security and reduce vulnerabilities. Medical data is considered sensitive data that merits stronger
safeguards. States may also impose requirements, for example the California Consumer Privacy Act (CCPA) created data privacy
obligations for covered companies and providing privacy rights to California residents, including the right to opt out of certain
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disclosures of their information. In addition, if we engage in business activities outside of the United States, including clinical trials 
that we plan to conduct outside of the United States, we may become subject to privacy and data security laws in those additional 
jurisdictions in which we operate or conduct clinical trials.

● The federal physician payment transparency requirements, sometimes referred to as the “Physician Payments Sunshine Act,”
requires applicable manufacturers of covered drugs, devices, biologics and medical supplies for which payment is available under
government healthcare programs to annually report to the Centers for Medicare and Medicaid Services, (CMS) or the CMS,
information related to certain payments or other transfers of value made or distributed to physicians and teaching hospitals, as well
as ownership and investment interests held by physicians and their immediate family members. Payments and transfers of value
made to certain other providers such as nurse practitioners and physician assistants will also need to be reported under the
Sunshine Act.
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● For both investigational and commercialized products, interactions with or communications directed to healthcare professionals,
(HCPs), patients or patient- or disease-advocates or advocacy groups, and payors, are subject to heightened scrutiny by the FDA.
Relative to nonpromotional communications, for example, there are specific and limited FDA accommodations for nonpromotional,
truthful and non-misleading sharing of information regarding products in development and off-label uses including dissemination of
peer-reviewed reprints, support of independent continuing medical education, (CME), and healthcare economic discussions with
payors. In a competitive environment, a company’s communications about products in development may also be subject to
heightened scrutiny.
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● Analogous state laws and regulations, such as state anti-kickback and false claims laws, may apply to items or services
reimbursed by any third-party payor, including commercial insurers, and in some cases may apply regardless of payor (i.e., even
for self-pay scenarios). Some state laws require pharmaceutical companies to comply with the pharmaceutical industry’s voluntary
compliance guidelines and the relevant compliance guidance promulgated by the federal government in addition to requiring drug
manufacturers to report pricing and marketing information, including, among other things, information related to payments to
physicians and other healthcare providers or marketing expenditures, state and local laws that require the registration of
pharmaceutical sales representatives. Many of these state laws differ from each other in significant ways and may not have the
same effect, and may apply more broadly or be stricter than their federal counterparts, thus complicating compliance efforts; and

● Price reporting laws require the calculation and reporting of complex pricing metrics to government programs, where such reported
prices may be used in the calculation of reimbursements or discounts on our drug products. Participation in such programs and
compliance with their requirements may subject us to increased infrastructure costs and potentially limit our ability to price our
drug products.

Ensuring that our business and business arrangements with third parties comply with applicable healthcare laws, as well as responding to

possible investigations by government authorities, can be time- and resource-consuming and can divert management’s attention from the

business, even if the government ultimately finds that no violation has occurred.

If our operations are found to be in violation of any of the laws or regulations described above or any other laws or government regulations

that apply to us, we may be subject to penalties and potentially, the curtailment or restructuring of our operations as well as additional

governmental reporting obligations and oversight, any of which could adversely affect our ability to operate our business and our results of

operations.

Recently enacted and future legislation may increase the difficulty and cost for us to obtain marketing approval of and

commercialize our products and product candidates and affect the prices we may obtain.

In the United States and some foreign jurisdictions, there have been a number of legislative and regulatory changes and proposed changes

regarding the healthcare system that could prevent or delay marketing approval of our product candidates, restrict or regulate post-approval

activities and affect our ability to profitably sell any product candidates for which we obtain marketing approval.
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In the United States, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Affordability

Reconciliation Act, or collectively the ACA, is a sweeping law intended to broaden access to health insurance, reduce or constrain the

growth of healthcare spending, enhance remedies against fraud and abuse, add new transparency requirements for the healthcare and

health insurance industries, impose new taxes and fees on the health industry and impose additional health policy reforms.

Among the provisions of the ACA of importance to our product candidates are the following:

● establishment of a new pathway for approval of lower-cost biosimilars to compete with biologic products;
● an annual, nondeductible fee payable by any entity that manufactures or imports specified branded prescription drugs and biologic

agents;
● an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program;
● a new Medicare Part D coverage gap discount program, in which manufacturers must agree to offer point-of-sale discounts off

negotiated prices;
● extension of manufacturers' Medicaid rebate liability;
● expansion of eligibility criteria for Medicaid programs;
● expansion of the entities eligible for discounts under the Public Health Service pharmaceutical pricing program;
● a new requirement to annually report drug samples that manufacturers and distributors provide to physicians; and
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● a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in and conduct comparative clinical
effectiveness research, along with funding for such research.

Since its enactment, there have been judicial, executive and Congressional challenges to certain aspects of the ACA. On June 17, 2021, the

U.S. Supreme Court dismissed the most recent judicial challenge to the ACA brought by several states without specifically ruling on the

constitutionality of the ACA. Prior to the Supreme Court's decision, President Biden issued an executive order initiating a special enrollment

period from February 15, 2021 through August 15, 2021 for purposes of obtaining health insurance coverage through the ACA marketplace.

The executive order also instructed certain governmental agencies to review and reconsider their existing policies and rules that limit access

to healthcare.

In addition, other legislative changes have been proposed and adopted since the ACA was enacted. For example, the Budget Control Act of

2011, enacted in August 2011, required sequestration that included aggregate reductions of Medicare payments to providers, which went

into effect on April 1, 2013 and, due to subsequent legislative amendments, will remain in effect through 2032, unless additional

Congressional action is taken. Under current legislation, the actual reduction in Medicare payments will increase in future years of the

sequester. On January 2, 2013, the American Taxpayer Relief Act of 2012 was signed into law, which, among other things, reduced

Medicare payments to several providers, including hospitals, and an increase in the statute of limitations period for the government to

recover overpayments to providers from three to five years.

Further, in March 2021, the American Rescue Plan Act of 2021 was signed into law, which, among other things, eliminated the statutory cap

on drug manufacturers' Medicaid Drug Rebate Program rebate liability, effective January 1, 2024. Under current law enacted as part of the

ACA, drug manufacturers' Medicaid Drug Rebate Program rebate liability is capped at 100% of the average manufacturer price for a covered

outpatient drug. We expect that other healthcare reform measures that may be adopted in the future may result in additional reductions in

Medicare and other healthcare funding, more rigorous coverage criteria, new payment methodologies and in additional downward pressure

on the price that we receive for any approved product. Any reduction in reimbursement from Medicare or other government programs may

result in a similar reduction in payments from private payors. The implementation of cost containment measures or other healthcare reforms

may prevent us from being able to price our products at what we consider to be a fair or competitive price, generate revenue, attain

profitability, or commercialize our product candidates, if approved.
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Moreover, there has recently been heightened governmental scrutiny over the manner in which manufacturers set prices for their marketed

products. Individual states in the United States have become increasingly active in implementing
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regulations designed to contain pharmaceutical and biological product pricing, including price or patient reimbursement constraints,

discounts, restrictions on certain product access and marketing cost disclosure and transparency measures. Most significantly, on August

16, 2022, President Biden signed the Inflation Reduction Act of 2022, or the IRA, into law. This statute marks the most significant action by

Congress with respect to the pharmaceutical industry since adoption of the ACA in 2010. Among other things, the IRA requires

manufacturers of certain drugs to engage in price negotiations with Medicare (beginning in 2026), with prices that can be negotiated subject

to a cap; imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation (first due in

2023); inflation; and replaces the Part D coverage gap discount program with a new discounting program (beginning in 2025). The IRA

permits the Secretary of the Department of Health and Human Services, or HHS, to implement many of these provisions through guidance,

as opposed to regulation, for the initial years. HHS has and will continue to issue and update guidance as these programs are implemented.

On August 29, 2023, HHS announced the list of the first ten drugs that will be subject to price negotiations, although the Medicare drug price

negotiation program is currently subject to legal challenges. Further, the Biden administration released an additional executive order on

October 14, 2022, directing HHS to submit a report within 90 days on how the Center for Medicare and Medicaid Innovation can be further

leveraged to test new models for lowering drug costs for Medicare and Medicaid beneficiaries. In response to the executive order, on

February 14, 2023, HHS released a report outlining three new models for testing by the CMS Innovation Center which will be evaluated on

their ability to lower the cost of drugs, promote accessibility and improve quality of care. It is unclear whether the models will be utilized in

any health reform measures in the future. Legally mandated price controls on payment amounts by third-party payors or other restrictions

could harm our ability to price our products appropriately, which could negatively impact our business, results of operations, financial

condition and prospects. In addition, regional healthcare authorities and individual hospitals are increasingly using bidding procedures to

determine what pharmaceutical products and which suppliers will be included in their prescription drug and other healthcare
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programs. This could reduce the ultimate demand for our product candidates, if approved, or put pressure on our product pricing, which

could negatively affect our business, results of operations, financial condition and prospects.

Legislative and regulatory proposals have been made to expand post-approval requirements and restrict sales and promotional activities for

pharmaceutical products. We cannot be sure whether additional legislative changes will be enacted, or whether the FDA or foreign

regulations, guidance or interpretations will be changed, or what the impact of such changes on the marketing approvals of our product

candidates, if any, may be. In addition, increased scrutiny by Congress of the FDA's approval process may significantly delay or prevent

marketing approval, as well as subject us to more stringent product labeling and post-marketing testing and other requirements.

General Risks Related to Our Dependence on Third Parties

We rely on third parties to conduct our preclinical studies and clinical trials.

We currently rely on, and plan to continue to rely on, third-party contract research organizations, (CROs) or CROs, to monitor and manage

data for our preclinical studies and clinical trials. However, we are responsible for ensuring that each of our trials is conducted in accordance

with the applicable regulatory standards and our reliance on CROs does not relieve us of our regulatory responsibilities.
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The CROs on which we rely are required to comply with FDA regulations (and the regulations of comparable regulatory authorities in other

countries) regarding GCP. Regulatory authorities enforce GCP standards through periodic inspections. If any of the CROs on which we rely

fail to comply with the applicable GCP standards, the clinical data generated in our clinical trials may be deemed unreliable. While we have

contractual agreements with these CROs, we have limited influence over their actual performance and cannot control whether or not they

devote sufficient time and resources to our preclinical studies and clinical trials. A failure to comply with the applicable regulations in the

conduct of the preclinical studies and clinical trials for our product candidates may require us to repeat such studies or trials, which would

delay the process of obtaining marketing approval for our product candidates and have a material and adverse effect on our business and

prospects.

Some of our CROs have the ability to terminate their respective agreements with us if, among others, it can be reasonably demonstrated

that the safety of the patients participating in our clinical trials warrants such termination. If any of our agreements with our CROs is

terminated, and if we are not able to enter into agreements with alternative
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CROs on acceptable terms or in a timely manner, or at all, the clinical development of our product candidates may be delayed and our

development expenses could be increased.

General Risks Related to Legal Compliance Matters

Even if we obtain regulatory approval for a product candidate, our products and business will remain subject to ongoing

regulatory obligations and review.

If our product candidates are approved, they will be subject to ongoing regulatory requirements for manufacturing, labeling, packaging,

storage, drug supply chain security surveillance and tracking, advertising, promotion, sampling, record-keeping, conduct of post-marketing

studies and submission of safety, efficacy and other post-market information, including both federal and state requirements in the United

States and comparable requirements outside of the United States. Accordingly, we and others with whom we work must continue to expend

time, money and effort in all areas of regulatory compliance, including manufacturing, production and quality control. Any regulatory

approvals that we may receive for our product candidates may also be subject to limitations on the approved indicated uses for which the

product may be marketed or to the conditions of approval, or contain requirements for potentially costly post-marketing testing, including

Phase 4 clinical trials, and surveillance to monitor the safety and efficacy of the product candidate. The FDA may also require a REMS as a

condition of approval of our product candidates, which could include requirements for a medication guide, physician communication plans or

additional elements to ensure safe use, such as restricted distribution methods, patient registries and other risk minimization tools. We will

also be required to report certain adverse reactions and production problems, if any, to the FDA or other regulatory agencies and to comply

with requirements concerning advertising and promotion for our products. Promotional communications with respect to prescription drugs are

subject to a variety of legal and regulatory restrictions and must be consistent with the information
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in the product’s approved label. As such, we may not promote our products for indications or uses for which they do not have FDA or other

regulatory agency approval. The holder of an approved NDA must also submit new or supplemental applications and obtain FDA approval

for certain changes to the approved product, product labeling, or manufacturing process. We could also be asked to conduct post-marketing

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


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

109/121

clinical studies to verify the safety and efficacy of our product candidates in general or in specific patient subsets. An unsuccessful post-

marketing study or failure to complete such a clinical study could result in the withdrawal of marketing approval. Furthermore, any new

legislation addressing drug safety issues could result in delays in product development or commercialization or increased costs to assure

compliance. Foreign regulatory authorities impose similar requirements. If a regulatory agency discovers previously unknown problems with

a product, such as adverse events of unanticipated severity or frequency, or disagrees with the promotion, marketing or labeling of a product,

such regulatory agency may impose restrictions on that product or us, including requiring withdrawal of the product from the market. If we fail

to comply with applicable regulatory requirements, a regulatory agency or enforcement authority may, among other things:

● issue warning letters asserting that we are in violation of the law;
● seek an injunction or impose civil or criminal penalties or monetary fines;
● suspend or withdraw regulatory approval;
● suspend any of our ongoing clinical trials;
● refuse to approve pending applications or supplements to approved applications submitted by us or our strategic partners;
● restrict the marketing or manufacturing of our products;
● seize or detain products, or require a product recall;
● refuse to permit the import or export of our product candidates; or
● refuse to allow us to enter into government contracts.

Any government investigation of alleged violations of law could require us to expend significant time and resources in response and could

generate negative publicity. Any failure to comply with ongoing regulatory requirements may significantly and adversely affect our ability to

commercialize and generate revenue from our product candidates. If regulatory sanctions are applied or if regulatory approval is withdrawn,

the value of our company and our operating results will be adversely affected.
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We also cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or administrative or

executive action, either in the United States or abroad. If we are slow or unable to adapt to changes in existing requirements or the adoption

of new requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing approval that we may

have obtained and we may not achieve or sustain profitability, which would adversely affect our business, prospects, financial condition and

results of operations.

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

Governmental authorities, non-governmental organizations, customers, investors, external stakeholders and employees are increasingly

sensitive to environmental, social and governance, or ESG, concerns, such as diversity and inclusion, climate change, water use,

recyclability or recoverability of packaging, and plastic waste. This focus on ESG concerns may lead to new requirements that could result in

increased costs associated with developing, manufacturing and distributing our products. Our ability to compete could also be affected by

changing customer preferences and requirements, such as growing demand for more environmentally friendly products, packaging or

supplier practices, or by failure to meet such customer expectations or demand. While we strive to improve our ESG performance, we risk

negative stockholder reaction, including from proxy advisory services, as well as damage to our brand and reputation, if we do not act

responsibly, or if we are perceived to not be acting responsibly in key ESG areas, including equitable access to medicines and vaccines,

product quality and safety, diversity and inclusion, environmental stewardship, support for local communities, corporate governance and

transparency, and addressing human capital factors in our operations. If we do not meet the ESG expectations of our investors, customers

and other stakeholders, we could experience reduced demand for our products, loss of customers, and other negative impacts on our

business and results of operations.

Climate change or legal, regulatory or market measures to address climate change may negatively affect our business, results of

operations, cash flows and prospects.

We believe that climate change has the potential to negatively affect our business and results of operations, cash flows and prospects. We

are exposed to physical risks (such as extreme weather conditions or rising sea levels), risks in transitioning to a low-carbon economy (such
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as additional legal or regulatory requirements, changes in technology, market risk and reputational risk) and social and human effects (such

as population dislocations and harm to health and well-being) associated with climate change. These risks can be either acute (short-term)

or chronic (long-term).

The adverse impacts of climate change include increased frequency and severity of natural disasters and extreme weather events such as

hurricanes, tornados, wildfires (exacerbated by drought), flooding, and extreme heat. Extreme weather and sea-level rise pose physical risks

to our facilities as well as those of our suppliers. Such risks include losses incurred as a result of physical damage to facilities, loss or

spoilage of inventory, and business interruption caused by such natural disasters and extreme weather events. Other potential physical

impacts due to climate change include reduced access to high-quality water in certain regions and the loss of biodiversity, which could

impact future product development. These risks could disrupt our operations and its supply chain, which may result in increased costs.

New legal or regulatory requirements may be enacted to prevent, mitigate, or adapt to the implications of a changing climate and its effects

on the environment. These regulations, which may differ across jurisdictions, could result in us being subject to new or expanded carbon

pricing or taxes, increased compliance costs, restrictions on greenhouse gas emissions, investment in new technologies, increased carbon

disclosure and transparency, upgrade of facilities to meet new building codes, and the redesign of utility systems, which could increase our

operating costs, including the cost of electricity and energy used by us. Our supply chain would likely be subject to these same transitional

risks and would likely pass along any increased costs to us.
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General Risks Related to our Intellectual Property

We may become involved in litigation to protect our intellectual property or enforce our intellectual property rights, which could be

expensive, time-consuming and may not be successful.

Competitors may infringe our patents or misappropriate or otherwise violate our intellectual property rights. To counter infringement or

unauthorized use, we may engage in litigation to, among others, enforce or defend our intellectual property rights, determine the validity or

scope of our intellectual property rights and those of third parties, and protect our trade secrets. Such actions may be time-consuming and

costly and may divert our management’s attention from our core business and reduce the resources available for our clinical development,

manufacturing and marketing activities, and consequently have a material and adverse effect on our business and prospects, regardless of

the outcome.

In addition, in an infringement proceeding, a court may decide that a patent owned by, or licensed to, us is invalid or unenforceable, or may

refuse to stop the other party from using the technology in question on the ground that our patents do not cover such technology. An adverse

result in any litigation proceeding could put one or more of our patents at risk of being invalidated, held unenforceable or interpreted

narrowly. Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there is a

risk that our confidential information may be compromised by disclosure.

Patent terms may be inadequate to protect our competitive position on our product candidates for an adequate amount of time.

Patents have a limited lifespan. In the United States, the natural expiration of a patent is generally 20 years after it is filed. While various

extensions may be available, the life of a patent, and the protection it affords, is limited. Given the amount of time required for the

development, testing and regulatory review of new product candidates, patents protecting such candidates might expire before or shortly

after such candidates are commercialized.

We intend to seek extensions of patent terms in the United States and, if available, in other countries where we prosecute patents. In the

United States, the Hatch-Waxman Act permits patent owners to request a patent term extension, based on the regulatory review period for a

product, of up to five years beyond the normal expiration of the patent, which is limited to one patent claiming the approved drug product or

use in an indication (or any additional indications approved during the period of extension). However, the applicable authorities, including the

FDA and the USPTO, in the United States, and comparable regulatory authorities in other countries, may not agree with our assessment of
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whether such extensions are available, and may refuse to grant extensions to our patents, or grant more limited extensions than we had

requested. In such event, our competitors may be able to take advantage of our investment in development and clinical trials by referencing

our preclinical and clinical data in their marketing approval applications with the FDA to launch their drug product earlier than might

otherwise be the case.

General Risks Related to the Manufacturing of our Product Candidates

Our facilities are subject to extensive and ongoing regulatory requirements and failure to comply with these regulations may result

in significant liability.

Our company and our facilities are subject to payment of fees, registration and listing requirements, ongoing review and periodic inspections

by the FDA and other regulatory authorities for compliance with quality system regulations, including the FDA’s cGMP requirements. These

regulations cover all aspects of the manufacturing, testing, quality control and record-keeping of our drug products. Furthermore, the facilities

where our product candidates are manufactured may be subject to additional inspections by the FDA before we can obtain final marketing

approval and remain subject to periodic inspection even after our product candidates have received marketing approval. Suppliers of

components and materials, such as active pharmaceutical ingredients, used to manufacture our drug products are also required to comply

with the applicable regulatory standards.

The manufacture of pharmaceutical products is complex and requires significant expertise and capital investment, including the development

of advanced manufacturing techniques and process controls. We and any contract
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manufacturers that we may engage in the future must comply with cGMP requirements. Manufacturers of pharmaceutical products often

encounter difficulties in production, particularly in scaling up and validating initial production and contamination controls. These problems

include difficulties with production costs and yields, quality control, including stability of the product, quality assurance testing, operator error,

shortages of qualified personnel, as well as compliance with strictly enforced federal, state and foreign regulations. Furthermore, if microbial,

viral or other contaminations are discovered in our product candidates or in the manufacturing facilities in which our product candidates are

made, such manufacturing facilities may need to be closed for an extended period of time to investigate and remedy the contamination.

Compliance with these regulatory standards often requires significant expense and effort. If we or our suppliers are unable to comply with the

applicable regulatory standards or take satisfactory corrective steps in response to adverse results of an inspection, this could result in

enforcement action, including, among others, the issue of a public warning letter, a shutdown of or restrictions on our or our suppliers’

manufacturing operations, delays in approving our drug products and refusal to permit the import or export of our drug products. Any

adverse regulatory action taken against us could subject us to significant liability and harm our business and prospects.

Item 5. Other Information

Rule 10b5-1 Trading Plans

During the three months ended March 31, 2024, none of our directors or officers (as defined in Rule 16a-1(f) under the Exchange

Act) adopted or terminated any contract, instruction or written plan for the purchase or sale of our securities that was intended to satisfy the

affirmative defense conditions of Rule 10b5-1(c) under the Exchange Act or any “non-Rule 10b5-1 trading arrangement” as defined in Item

408(c) of Regulation S-K.

During the three months ended March 31, 2024, the Company did not adopt or terminate a Rule 10b5-1 trading arrangement (as defined in

Item 408(a)(1)(i) of Regulation S-K).

Item 6. Exhibits

The exhibits listed on the Exhibit Index hereto are filed or furnished (as stated therein) as part of this Quarterly Report on Form 10-Q.
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EXHIBITINDEX

Exhibit No.       Document

10.1* Liquidia Corporation Policy for Recovery of Erroneously Awarded Incentive Compensation

31.1* Certification of Principal Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 302 of the

Sarbanes- Oxley Act.

31.2* Certification of Principal Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 302 of the

Sarbanes- Oxley Act.

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.

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.

101.INS* Inline XBRL Instance Document

101.SCH* Inline XBRL Taxonomy Extension Schema Document

101.CAL* Inline XBRL Taxonomy Extension Calculation Linkbase Document

101.DEF* Inline XBRL Taxonomy Extension Definition Linkbase Document

101.LAB* Inline XBRL Taxonomy Extension Label Linkbase Document

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

* Filed herewith.

** * Filed herewith.

** Furnished herewith.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by

the undersigned thereunto duly authorized.

DATE: November 7, 2023 May 13, 2024

LIQUIDIA CORPORATION

By: /s/ Roger A. Jeffs, Ph.D.

Roger A. Jeffs, Ph.D.

Chief Executive Officer

DATE: November 7, 2023 May 13, 2024

LIQUIDIA CORPORATION

By: /s/ Michael Kaseta

Michael Kaseta

Chief Operating Officer and Chief Financial Officer
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Exhibit 10.1

LIQUIDIA CORPORATION
POLICY FOR RECOVERY OF ERRONEOUSLY AWARDED INCENTIVE COMPENSATION

(Adopted: November 2, 2023)

1. INTRODUCTION

Liquidia Corporation, a Delaware corporation (the “Company”) is adopting this policy (this “Policy”) to provide for
the Company’s recovery of certain Incentive Compensation (as defined below) erroneously awarded to Affected Officers
(as defined below) under certain circumstances.  

This Policy is administered by the Compensation Committee (the “Committee”) of the Company’s Board of
Directors (the “Board”). The Committee shall have full and final authority to make any and all determinations required or
permitted under this Policy. Any determination by the Committee with respect to this Policy shall be final, conclusive and
binding on all parties. The Board may amend or terminate this Policy at any time.

This Policy shall act as a supplement to any other clawback policies in effect now or in the future at the Company.
 To the extent this Policy applies to compensation payable to a person covered by this Policy, it shall be the only clawback
policy applicable to such compensation and no other clawback policy shall apply; provided that, if such other policy
provides that a greater amount of such compensation shall be subject to clawback, such other policy shall apply to the
amount in excess of the amount subject to clawback under this Policy.  This Policy shall be interpreted to comply with the
clawback rules found in 17 C.F.R. §240.10D and the related listing rules of The Nasdaq Stock Market LLC (the
“Exchange”), and, to the extent this Policy is in any manner deemed to be inconsistent with such rules, this Policy shall be
treated as retroactively amended to be compliant with such rules.

2. EFFECTIVE DATE

This Policy shall apply to all Incentive Compensation received by an Affected Officer on or after October 2, 2023
(the “Effective Date”), to the extent permitted or required by applicable law or the rules of the Exchange.

3. DEFINITIONS

For purposes of this Policy, the following terms shall have the meanings set forth below:

“Affected Officer” means any current or former “officer” as defined in Exchange Act Rule 16a-1, and any other
senior executives as determined by the Committee.

“Erroneously Awarded Compensation” means the amount of Incentive Compensation received that exceeds the
amount of Incentive Compensation that otherwise would have been received had it been determined based on the
Restatement, computed without regard to any taxes paid.  In the case of Incentive Compensation based on stock price or
total shareholder return, where the amount of Erroneously Awarded Compensation is not subject to mathematical
recalculation directly from the information in the Restatement, the amount shall reflect a reasonable estimate of the effect of
the Restatement on the stock price or total shareholder return upon which the Incentive Compensation was received, as
determined by the Committee in its sole discretion.  The Committee may determine the form and amount of Erroneously
Awarded Compensation in its sole discretion.
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“Financial Reporting Measure” means any measure that is determined and presented in accordance with the
accounting principles used in preparing the Company’s financial statements, and any measures that are derived wholly or
in part from such measures, whether or not such measure is presented within the financial statements or included in a filing
with the Securities and Exchange Commission. Stock price and total shareholder return are also Financial Reporting
Measures.

“Incentive Compensation” means any compensation that is granted, earned or vested based in whole or in part on
the attainment of a Financial Reporting Measure. For purposes of clarity, base salaries, bonuses or equity awards paid
solely upon satisfying one or more subjective standards, strategic or operational measures, or continued employment are
not considered Incentive Compensation, unless such awards were granted, earned or vested based in part on a Financial
Reporting Measure.

“Restatement” means an accounting restatement due to the material noncompliance of the Company with any
financial reporting requirement under the securities laws, including any required accounting restatement to correct an error
in previously issued financial statements that is material to the previously issued financial statements (i.e., a “Big R”
restatement), or that would result in a material misstatement if the error was corrected in the current period or left
uncorrected in the current period (i.e., a “little r” restatement).

4. RECOVERY

If the Company is required to prepare a Restatement, the Company shall reasonably promptly recover and claw
back from any Affected Officer the Erroneously Awarded Compensation that is received by the Affected Officer:

(i) on or after the Effective Date;

(ii) after the person begins service as an Affected Officer;

(iii) who served as an Affected Officer at any time during the performance period applicable to the Incentive
Compensation in question;

(iv) while the Company has a class of securities listed on the Exchange; and

(v) during the three completed fiscal years immediately preceding the date on which the Company was required
to prepare the Restatement (including any transition period within or immediately following those years that
results from a change in the Company’s fiscal year, provided that a transition period of nine to 12 months will
be deemed to be a completed fiscal year).

For purposes of this Policy:

● Erroneously Awarded Compensation is deemed to be received in the Company’s fiscal period during which
the Financial Reporting Measure specified in the Incentive Compensation is attained, even if the payment or
grant of the Incentive Compensation occurs after the end of that period; and

● the date the Company is required to prepare a Restatement is the earlier of (x)  the date the Board, the
Committee or any officer of the Company authorized to take such action concludes, or reasonably should
have concluded, that the Company is required to prepare

2

the Restatement, or (y) the date a court, regulator, or other legally authorized body directs the Company to
prepare the Restatement.
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To the extent required by applicable law or the rules of the Exchange, any profits realized from the sale of securities
of the Company are subject to recoupment under this Policy.

For purposes of clarity, in no event shall the Company be required to award any Affected Officers an additional
payment or other compensation if the Restatement would have resulted in the grant, payment or vesting of Incentive
Compensation that is greater than the Incentive Compensation actually received by the Affected Officer. The recovery of
Erroneously Awarded Compensation is not dependent on if or when the Restatement is filed.

5. SOURCES OF RECOUPMENT

To the extent permitted by applicable law, the Committee shall seek recoupment from the Affected Officer(s) through
any means it determines, which may include without limitation: (i)  prior Incentive Compensation payments; (ii)  future
payments of Incentive Compensation; (iii) cancellation of outstanding Incentive Compensation; (iv) direct repayment; and
(v) non-Incentive Compensation or securities held by the Affected Officer. To the extent permitted by applicable law, the
Company may offset such amount against any compensation or other amounts owed by the Company to the Affected
Officer.

6. LIMITEDEXCEPTIONS TO RECOVERY

Notwithstanding the foregoing, the Committee, in its discretion, may choose to forgo recovery of Erroneously
Awarded Compensation under the following circumstances, provided that the Committee (or a majority of the independent
members of the Board) has made a determination that recovery would be impracticable because:

(i) The direct expense paid to a third party to assist in enforcing this Policy would exceed the recoverable
amounts; provided that the Company has made a reasonable attempt to recover such Erroneously
Awarded Compensation, has documented such attempt and has (to the extent required) provided that
documentation to the Exchange;

(ii) Recovery would violate home country law where the law was adopted prior to November 28, 2022, and the
Company provides an opinion of home country counsel to that effect to the Exchange that is acceptable to
the Exchange; or

(iii) Recovery would likely cause an otherwise tax-qualified retirement plan to fail to meet the requirements of
the Internal Revenue Code of 1986, as amended.

7. NO INDEMNIFICATION OR INSURANCE

The Company will not indemnify, insure or otherwise reimburse any Affected Officer against the recovery of
Erroneously Awarded Compensation.

8. NO IMPAIRMENT OF OTHER REMEDIES

This Policy does not preclude the Company from taking any other action to enforce an Affected Officer’s obligations
to the Company, including termination of employment, institution of civil proceedings, or reporting of any misconduct to
appropriate government authorities. This Policy is in

3

addition to the requirements of Section 304 of the Sarbanes-Oxley Act of 2002 that are applicable to the Company’s Chief
Executive Officer and Chief Financial Officer.

9. 2020 LONG-TERM INCENTIVE PLAN, AS AMENDED

The 2020 Long-Term Incentive Plan, as amended, provides that any award made pursuant to it is subject to any and all

policies, guidelines, codes of conduct, or other agreement or arrangement adopted by the Board or Committee with respect
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to the recoupment, recovery or clawback of compensation (collectively, the “Recoupment Policy”). The Committee may

apply the Recoupment Policy to Awards granted before the policy is adopted to the extent required by applicable law or rule

of the Exchange or other securities exchange or market on which the Company’s shares of common stock are listed or

admitted for trading, as determined by the Committee in its sole discretion.

10. AGREEMENT TO POLICY BY AFFECTED OFFICERS

The Committee shall take reasonable steps to inform Affected Officers of this Policy and obtain their agreement to 
this Policy, which steps may constitute the inclusion of this Policy as an attachment to any award that is accepted by the 
Affected Officer. Each Affected Officer subject to this Policy must execute the Acknowledgment and Agreement attached 
hereto as Exhibit A before such Affected Officer will be entitled to receive any cash- or equity-based incentive
compensation that is approved, granted or awarded on or after the Effective Date. For the avoidance of doubt, each
Affected Officer will be fully bound by, and must comply with, the Policy, whether or not such Affected Officer has executed
and returned such Acknowledgment and Agreement to the Company.

4

EXHIBIT A

LIQUIDIA CORPORATION
POLICY FOR RECOVERY OF ERRONEOUSLY AWARDED INCENTIVE COMPENSATION

ACKNOWLEDGMENT AND AGREEMENT

This Acknowledgment and Agreement (the “Acknowledgment”) is delivered by the individual named below as of the date

set forth below.  The undersigned is an Affected Officer (as defined in the Policy for Recovery of Erroneously Awarded

Incentive Compensation (the “Policy”)) to which the form of this Acknowledgement is attached as Exhibit A) of Liquidia

Corporation, a Delaware corporation (the “Company”) and an employee of the Company or one of its subsidiaries.

The Board of Directors of the Company adopted the Policy to establish the conditions under which the Company may seek

to recoup certain compensation from Affected Officers in the event that the Company is required to prepare a Restatement

(as defined in the Policy).

The undersigned has received or may receive compensation, including cash-based incentive compensation and equity-

based incentive compensation from the Company to which the Policy applies.

In consideration of the continued benefits to be received from the Company (or a subsidiary of the Company) and the right

to participate in, and receive future awards under, the Company’s cash- and equity-based incentive programs, the

undersigned hereby acknowledges and agrees that:

1. S/he has read and understands the Policy;

2. S/he further acknowledges and agrees that s/he will not be entitled to indemnification for any liability, loss or
expenses or to any advancement of expenses (including attorneys’ fees) incurred as a result of any action by or
on behalf of Company’s pursuant to the Policy; and
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3. S/he agrees that, to the extent provided in the Policy, the Policy shall also apply to Incentive Compensation (as
defined in the Policy) established before or after the date of this Acknowledgment and the programs and
agreements under which such compensation may have been or will be issued in the future shall be deemed to
incorporate the terms of the Policy even if the Policy is not explicitly referenced therein.   Nothing in this
Acknowledgment shall be construed to expand the scope or terms of the Policy, and the undersigned is not
waiving any defenses s/he may have in the event of an action for recoupment of compensation under the Policy,
other than (i) waiving any defense regarding the retroactive application of the Policy to existing awards and (ii)
waiving any claim that the integration clause of any agreement excludes the application of the Policy.

Date: ​

Signature:​ ​

Print Name.​ 

Exhibit 31.1

CERTIFICATION OF THE PRINCIPAL EXECUTIVE OFFICER

PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Roger A. Jeffs, Ph.D., certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Liquidia Corporation;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this

report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the

financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in

Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-

15(f)) for the registrant and have:

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision,

to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those

entities, particularly during the period in which this report is being prepared;

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for

external purposes in accordance with generally accepted accounting principles;

c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the

effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
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d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent

fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to

materially affect, the registrant’s internal control over financial reporting; and

5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the

registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably

likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control

over financial reporting.

Date: November 7, 2023 May 13, 2024 By: /s/ Roger A. Jeffs, Ph.D.

Name: Roger A. Jeffs, Ph.D.

Title: Chief Executive Officer

(Principal Executive Officer)

ns-serif;font-size:8pt;font-weight:700;line-height:120%">16

Exhibit 31.2

CERTIFICATION OF THE PRINCIPAL FINANCIAL OFFICER

PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Michael Kaseta, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Liquidia Corporation;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make

the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered

by this report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the

financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in

Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-

15(f)) for the registrant and have:

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our

supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by

others within those entities, particularly during the period in which this report is being prepared;

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for

external purposes in accordance with generally accepted accounting principles;

c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the

effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
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d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent

fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to

materially affect, the registrant’s internal control over financial reporting; and

5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to

the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are

reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal

control over financial reporting.

Date: November 7, 2023 May 13, 2024 By: /s/ Michael Kaseta

Name: Michael Kaseta

Title: Chief Financial Officer and Chief Operating Officer

(Principal Financial Officer)

s-serif;font-size:8pt;font-weight:700;line-height:120%">16

Exhibit 32.1

CERTIFICATION OF THE PRINCIPAL EXECUTIVE OFFICER

PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Liquidia Corporation, a Delaware corporation (the “Company”), on Form 10-Q for the three months ended

September 30, 2023 March 31, 2024, as filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, Roger A. Jeffs, Ph.D.,

Chief Executive Officer of the Company, hereby certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of

2002, that to my knowledge:

1. The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; 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: November 7, 2023 May 13, 2024 By: /s/ Roger A. Jeffs, Ph.D.

Name: Roger A. Jeffs, Ph.D.

Title: Chief Executive Officer

(Principal Executive Officer)

Exhibit 32.2

CERTIFICATION OF THE PRINCIPAL FINANCIAL OFFICER

PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Liquidia Corporation, a Delaware corporation (the “Company”), on Form 10-Q for the three months ended

September 30, 2023 March 31, 2024, as filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, Michael Kaseta, Chief

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


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

120/121

Financial Officer of the Company, hereby certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002,

that to my knowledge:

1. The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; 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: November 7, 2023 May 13, 2024 By: /s/ Michael Kaseta

Name: Michael Kaseta

Title: Chief Financial Officer and Chief Operating Officer

(Principal Financial Officer)
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