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PART I
FINANCIAL INFORMATION

 
Item 1. Financial Statements (unaudited)
 

HARROW, INC.
CONDENSED CONSOLIDATED BALANCE SHEETS

 
  September 30,   December 31,  
  2024   2023  
  (Unaudited)     

ASSETS         
Current assets         

Cash and cash equivalents  $ 72,601,000  $ 74,085,000 
Investment in Eton Pharmaceuticals   -   8,681,000 
Accounts receivable, net   53,734,000   36,261,000 
Inventories   10,156,000   10,867,000 
Prepaid expenses and other current assets   10,571,000   9,588,000 

Total current assets   147,062,000   139,482,000 
Property, plant and equipment, net   3,625,000   3,521,000 
Capitalized software costs, net   1,869,000   2,138,000 
Operating lease right-of-use assets, net   9,379,000   6,785,000 
Intangible assets, net   189,272,000   159,906,000 
Goodwill   332,000   332,000 

TOTAL ASSETS  $ 351,539,000  $ 312,164,000 
LIABILITIES AND STOCKHOLDERS’ EQUITY         

Current liabilities         
Accounts payable and accrued expenses  $ 25,277,000  $ 24,581,000 
Contingent consideration payable   37,000,000   - 
Accrued rebates and copay assistance   24,899,000   18,432,000 
Accrued payroll and related liabilities   7,185,000   5,450,000 
Deferred revenue and customer deposits   137,000   75,000 
Current portion of operating lease obligations

  507,000   806,000 
Total current liabilities   95,005,000   49,344,000 

Operating lease obligations, net of current portion   9,500,000   6,524,000 
Accrued expenses, net of current portion   2,713,000   2,713,000 
Deferred tax liability   643,000   - 
Notes payable, net of unamortized debt discounts   186,057,000   183,172,000 

TOTAL LIABILITIES   293,918,000   241,753,000 
Commitments and contingencies        
STOCKHOLDERS’ EQUITY         

Common stock, $0.001 par value, 50,000,000 shares authorized, 35,611,365 and 35,168,260
shares issued and outstanding at September 30, 2024 and December 31, 2023, respectively   35,000   35,000 

Additional paid-in capital   216,103,000   204,635,000 
Accumulated deficit   (158,162,000)   (133,904,000)

TOTAL HARROW, INC. STOCKHOLDERS’ EQUITY   57,976,000   70,766,000 
Noncontrolling interests   (355,000)   (355,000)

TOTAL STOCKHOLDERS’ EQUITY   57,621,000   70,411,000 
TOTAL LIABILITIES AND STOCKHOLDERS’ EQUITY  $ 351,539,000  $ 312,164,000 

 
The accompanying notes are an integral part of these condensed consolidated financial statements
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HARROW, INC.
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS

 
  For the Three Months Ended   For the Nine Months Ended  
  September 30,   September 30,  
  2024   2023   2024   2023  
Revenues:                 

Product sales, net  $ 49,019,000  $ 31,809,000  $ 132,398,000  $ 81,804,000 
Other revenues   238,000   2,456,000   385,000   12,034,000 

Total revenues   49,257,000   34,265,000   132,783,000   93,838,000 
Cost of sales   (12,018,000)   (10,067,000)   (35,110,000)   (28,338,000)

Gross profit   37,239,000   24,198,000   97,673,000   65,500,000 
Operating expenses:                 

Selling, general and administrative   33,645,000   21,033,000   94,275,000   56,878,000 
Research and development   2,273,000   1,421,000   7,475,000   3,316,000 

Total operating expenses   35,918,000   22,454,000   101,750,000   60,194,000 
Income (loss) from operations   1,321,000   1,744,000   (4,077,000)   5,306,000 
Other (expense) income:                 

Interest expense, net   (5,525,000)   (5,749,000)   (16,411,000)   (16,200,000)
Investment (loss) gain from Eton Pharmaceuticals   -   1,348,000   (3,171,000)   2,676,000 
Loss on extinguishment of debt   -   -   -   (5,465,000)
Other income (expenses), net   4,000   (195,000)   76,000   (344,000)

Total other expense, net   (5,521,000)   (4,596,000)   (19,506,000)   (19,333,000)
Loss before income taxes   (4,200,000)   (2,852,000)   (23,583,000)   (14,027,000)

Provision for income taxes   (20,000)   (1,539,000)   (675,000)   (1,236,000)
Net loss  $ (4,220,000)  $ (4,391,000)  $ (24,258,000)  $ (15,263,000)
Basic and diluted net loss per share of common stock  $ (0.12)  $ (0.13)  $ (0.68)  $ (0.48)
Weighted average number of shares of common stock
outstanding, basic and diluted   35,702,200   34,255,197   35,597,409   31,689,947 
 

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements
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HARROW, INC.
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF STOCKHOLDERS’ EQUITY

For the periods ended September 30, 2024 and 2023
 

              Total   Total     
  Common Stock   Additional      Harrow, Inc.   Noncontrolling  Total  
     Par   Paid-in   Accumulated  Stockholders’  Interest   Stockholders’ 
  Shares   Value   Capital   Deficit   Equity   Equity   Equity  
Balance at December 31, 2022   29,901,530  $ 30,000  $137,058,000  $ (109,493,000)  $      27,595,000  $ (355,000)  $     27,240,000 
                             
Issuance of common stock in connection with:                            

Public offering, net of offering costs   3,887,324   4,000   64,516,000   -   64,520,000   -   64,520,000 
Exercise of consultant stock-based options   10,000   -   85,000   -   85,000   -   85,000 
Exercise of employee stock-based options   219,246   -   270,000   -   270,000   -   270,000 
Vesting of RSUs and PSUs   1,810,673   2,000   (2,000)   -   -   -   - 
Shares withheld related to net share
settlement of equity awards   (711,152)   (1,000)   (12,970,000)   -   (12,971,000)   -   (12,971,000)

Stock-based compensation expense   -   -   11,521,000   -   11,521,000   -   11,521,000 
Net loss   -   -   -   (15,263,000)   (15,263,000)   -   (15,263,000)
Balance at September 30, 2023   35,117,621  $ 35,000  $200,478,000  $ (124,756,000)  $ 75,757,000  $ (355,000)  $ 75,402,000 
                             
Balance at December 31, 2023   35,168,260  $ 35,000  $204,635,000  $ (133,904,000)  $ 70,766,000  $ (355,000)  $ 70,411,000 
Issuance of common stock in connection with:                            

Exercise of employee stock-based options   248,175   -   1,005,000   -   1,005,000   -   1,005,000 
Vesting of RSUs   332,517   -   -   -   -   -   - 
Shares withheld related to net share
settlement of equity awards   (137,587)   -   (2,362,000)   -   (2,362,000)   -   (2,362,000)

Stock-based compensation expense   -   -   12,825,000   -   12,825,000   -   12,825,000 
Net loss   -   -   -   (24,258,000)   (24,258,000)   -   (24,258,000)
Balance at September 30, 2024   35,611,365  $ 35,000  $216,103,000  $ (158,162,000)  $ 57,976,000  $ (355,000)  $ 57,621,000 
 

              Total   Total     
  Common Stock   Additional      Harrow, Inc.   Noncontrolling  Total  
     Par   Paid-in   Accumulated  Stockholders’  Interest   Stockholders’ 
  Shares   Value   Capital   Deficit   Equity   Equity   Equity  
Balance at June 30, 2023   30,276,938  $ 30,000  $142,742,000  $ (120,365,000)  $     22,407,000  $ (355,000)  $     22,052,000 
                             



Issuance of common stock in connection with:
                            

Public offering, net of offering costs   3,887,324   4,000   64,516,000   -   64,520,000   -   64,520,000 
Exercise of employee stock-based options   2,430   -   18,000   -   18,000   -   18,000 
Vesting of PSUs   1,567,913   2,000   (2,000)   -   -   -   - 
Shares withheld related to net share
settlement of equity awards   (616,984)   (1,000)   (11,272,000)   -   (11,273,000)   -   (11,273,000)

Stock-based compensation expense   -   -   4,476,000   -   4,476,000   -   4,476,000 
Net loss   -   -   -   (4,391,000)   (4,391,000)   -   (4,391,000)
Balance at September 30, 2023   35,117,621  $ 35,000  $200,478,000  $ (124,756,000)  $ 75,757,000  $ (355,000)  $ 75,402,000 
                             
Balance at June 30, 2024   35,479,492  $ 35,000  $212,439,000  $ (153,942,000)  $ 58,532,000  $ (355,000)  $ 58,177,000 
Issuance of common stock in connection with:                            

Exercise of employee stock-based options   160,980   -   484,000   -   484,000      484,000 
Shares withheld related to net share
settlement of equity awards   (29,107)   -   (1,205,000)   -   (1,205,000)   -   (1,205,000)

Stock-based compensation expense   -   -   4,385,000   -   4,385,000   -   4,385,000 
Net loss   -   -   -   (4,220,000)   (4,220,000)   -   (4,220,000)
Balance at September 30, 2024   35,611,365  $ 35,000  $216,103,000  $ (158,162,000)  $ 57,976,000  $ (355,000)  $ 57,621,000 
 

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements
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HARROW, INC.
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

 
       

  For the Nine Months Ended  
  September 30,  
  2024   2023  
       
CASH FLOWS FROM OPERATING ACTIVITIES         

Net loss  $ (24,258,000)  $ (15,263,000)
Adjustments to reconcile net loss to net cash used in operating activities:         

Depreciation and amortization of property, plant and equipment and software development costs   1,382,000   1,095,000 
Amortization of intangible assets   7,708,000   7,634,000 
Amortization of operating lease right-of-use assets   636,000   541,000 
(Recovery of) provision for credit losses   (20,000)   68,000 
Amortization of debt issuance costs and debt discount   2,985,000   2,568,000 
Investment loss (gain) from investment in Eton   3,171,000   (2,676,000)
Loss on extinguishment of debt   -   5,465,000 
Loss on disposal of intangible assets   -   22,000 
Stock-based compensation   12,825,000   11,521,000 
Deferred income tax   643,000   - 

Changes in assets and liabilities:         
Accounts receivable   (17,453,000)   (12,287,000)
Inventories   711,000   (2,383,000)
Prepaid expenses and other current assets   (983,000)   (4,079,000)
Accounts payable, accrued expenses, accrued rebates and copay assistance   6,433,000   1,584,000 
Accrued payroll and related liabilities   1,735,000   1,294,000 
Deferred revenue and customer deposits   62,000   40,000 

NET CASH USED IN OPERATING ACTIVITIES   (4,423,000)   (4,856,000)
CASH FLOWS FROM INVESTING ACTIVITIES         

Net proceeds from sale of investment in Eton Pharmaceuticals   5,510,000   - 
Investment in patent and trademark assets   (74,000)   - 
Purchase of product NDAs and related patents   -   (151,084,000)
Purchases of property, plant and equipment   (1,040,000)   (1,266,000)

NET CASH PROVIDED BY (USED IN) INVESTING ACTIVITIES   4,396,000   (152,350,000)
CASH FLOWS FROM FINANCING ACTIVITIES         

Proceeds from 11.875% notes payable, net of costs   -   4,961,000 
Proceeds from Oaktree Loan, net of costs   -   73,552,000 
Payment of debt issuance costs   (100,000)   - 
Payment of payroll taxes upon vesting of PSUs, RSUs and exercise of stock options   (2,362,000)   (12,971,000)
Proceeds from exercise of stock options   1,005,000   355,000 
Proceeds from B. Riley senior secured note, net of costs   -   55,879,000 
Repayment of B. Riley senior secured note   -   (59,750,000)
Proceeds from public offering of common stock, net of costs   -   64,520,000 

NET CASH (USED IN) PROVIDED BY FINANCING ACTIVITIES   (1,457,000)   126,546,000 
NET CHANGE IN CASH AND CASH EQUIVALENTS   (1,484,000)   (30,660,000)

CASH AND CASH EQUIVALENTS AT BEGINNING OF PERIOD   74,085,000   96,270,000 
CASH AND CASH EQUIVALENTS AT END OF PERIOD  $ 72,601,000  $ 65,610,000 
SUPPLEMENTAL DISCLOSURE OF CASH FLOW INFORMATION:         

Cash paid for income taxes  $ -  $ - 
Cash paid for interest  $ 15,553,000  $ 12,279,000 

         
SUPPLEMENTAL DISCLOSURES OF NON-CASH INVESTING AND FINANCING ACTIVITIES:         



Reclassification of deferred financing costs  $ -  $ 1,950,000 
Accrual of exit fee related to Oaktree Loan  $ -  $ 2,713,000 
Insurance premium financed  $ -  $ 1,321,000 
Purchase of product NDAs associated with contingent consideration payable  $ 37,000,000  $ - 
Purchase of property, plant and equipment included in accounts payable and accrued expenses  $ 177,000  $ 11,000 
Right-of-use assets obtained in exchange for new operating lease obligations  $ 3,230,000  $ - 

 
The accompanying notes are an integral part of these unaudited condensed consolidated financial statements
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HARROW, INC.
NOTES TO THE UNAUDITED CONDENSED CONSOLIDATED FINANCIAL STATEMENTS

For the Three and Nine Months Ended September 30, 2024 and 2023
 
NOTE 1. DESCRIPTION OF BUSINESS AND BASIS OF PRESENTATION
 
Company and Background

Harrow, Inc. (together with its consolidated subsidiaries, unless the context indicates or otherwise requires, the “Company” or “Harrow”) is a leading eyecare
pharmaceutical company engaged in the discovery, development, and commercialization of innovative ophthalmic pharmaceutical products for the U.S. market.
Harrow helps U.S. eyecare professionals preserve the gift of sight by making its comprehensive portfolio of prescription and non-prescription pharmaceutical
products accessible and affordable to millions of Americans each year. The Company owns commercial rights to one of the largest portfolios of branded ophthalmic
pharmaceutical products in the U.S, all of which are marketed under its Harrow name. The Company also owns and operates ImprimisRx, one of the nation’s leading
ophthalmology-focused pharmaceutical-compounding businesses.
 
Basis of Presentation
 
The Company has prepared the accompanying unaudited condensed consolidated financial statements in accordance with accounting principles generally accepted
in the United States of America (“GAAP”) for interim financial information and in accordance with the rules and regulations of the U.S. Securities and Exchange
Commission. Accordingly, they do not include all of the information and footnotes required by GAAP for audited financial statements. In the opinion of management,
all adjustments (consisting of only normal recurring adjustments) considered necessary for a fair presentation have been included. Operating results for the three and
nine months ended September 30, 2024 are not necessarily indicative of the results that may be expected for the year ending December 31, 2024 or for any other
period. For further information, refer to the Company’s audited consolidated financial statements and notes thereto included in the Company’s Annual Report on
Form 10-K for the year ended December 31, 2023.
 
The accompanying unaudited condensed consolidated financial statements include the accounts of the Company and its wholly-owned and majority owned
subsidiaries.
 
Harrow consolidates entities in which it has a controlling financial interest. The Company assesses control under the variable interest entity (“VIE”) model to
determine whether the Company is the primary beneficiary of that entity. The Company consolidates (i) entities in which it holds and/or controls, directly or
indirectly, more than 50% of the voting rights , and (ii) VIEs for which the Company is deemed to be the primary beneficiary. All intercompany accounts and
transactions have been eliminated in consolidation.
 
NOTE 2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
 
The following represents an update for the three and nine months ended September 30, 2024 to the significant accounting policies described in the Company’s
Annual Report on Form 10-K for the year ended December 31, 2023.
 
Segments
 
The Company’s chief operating decision-maker is its Chief Executive Officer who makes resource allocation decisions and assesses performance based on financial
information presented as operating segments. During the period ended September 30, 2024, the Company identified two operating segments as reportable segments.
See Note 15 for more information regarding the Company’s reportable segments.
 
Risks, Uncertainties and Liquidity
 
The Company is subject to certain regulatory standards, approvals, guidelines and inspections which could impact the Company’s ability to make, dispense, and sell
certain products. If the Company was required to cease compounding and selling certain products as a result of regulatory guidelines or inspections, this may have a
material impact on the Company’s financial condition, liquidity and results of operations.
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Credit Losses
 
The Company estimates and records a provision for its expected credit losses related to its financial instruments, including its trade receivables. Management
considers historical collection rates, the current financial status of the Company’s customers, macroeconomic factors, and other industry-specific factors when
evaluating for current expected credit losses. Forward-looking information is also considered in the evaluation of current expected credit losses. However, because of
the short time to the expected receipt of accounts receivable, management believes that the carrying value, net of expected losses, approximates fair value and
therefore, relies more on historical and current analysis of such financial instruments, including its trade receivables.
 
To determine the provision for credit losses for accounts receivable, the Company has disaggregated its accounts receivable by class of customer at the business
component level, as management determined that risk profile of the Company’s customers is consistent based on the type and industry in which they operate, mainly
in the pharmaceuticals industry. Each business component is analyzed for estimated credit losses individually. In doing so, the Company establishes a historical loss
matrix, based on the previous collections of accounts receivable by the age of such receivables, and evaluates the current and forecasted financial position of its
customers, as available. Further, the Company considers macroeconomic factors and the status of the pharmaceuticals industry to estimate if there are current
expected credit losses within its trade receivables based on the trends of the Company’s expectation of the future status of such economic and industry-specific



factors. Also, specific allowance amounts are established based on review of outstanding invoices to record the appropriate provision for customers that have a
higher probability of default.
 
The accounts receivable balance on the Company’s condensed consolidated balance sheet as of September 30, 2024 was $53,734,000, net of $281,000 of allowances.
The following table provides a roll-forward of the allowance for credit losses that is deducted from the amortized cost basis of accounts receivable to present the net
amount expected to be collected at September 30, 2024:
 
Balance at January 1, 2024  $ 371,000 

Change in expected credit losses   (20,000)
Write-offs, net of recoveries   (70,000)

Balance at September 30, 2024  $ 281,000 
 
Fair Value Measurements
 
Fair value measurements are determined based on the assumptions that market participants would use in pricing an asset or liability. GAAP establishes a hierarchy
for inputs used in measuring fair value that maximizes the use of observable inputs and minimizes the use of unobservable inputs by requiring that the most
observable inputs be used when available. The established fair value hierarchy prioritizes the use of inputs used in valuation methodologies into the following three
levels:
 
● Level 1: Applies to assets or liabilities for which there are quoted prices (unadjusted) for identical assets or liabilities in active markets. A quoted price in an

active market provides the most reliable evidence of fair value and must be used to measure fair value whenever available.
● Level 2: Applies to assets or liabilities for which there are significant other observable inputs other than Level 1 prices, such as quoted prices for similar assets or

liabilities; quoted prices in markets that are not active; or other inputs that are observable or can be corroborated by observable market data for substantially the
full term of the assets or liabilities.

● Level 3: Applies to assets or liabilities for which there are significant unobservable inputs that reflect a reporting entity’s own assumptions about the
assumptions that market participants would use in pricing an asset or liability. For example, Level 3 inputs would relate to forecasts of future earnings and cash
flows used in a discounted future cash flows method.

 
At December 31, 2023, the Company measured its investment in Eton Pharmaceuticals, Inc. (“Eton”) on a recurring basis. The Company’s investment in Eton was
classified as a Level 1 as the fair value was determined using quoted market prices in active markets for the same securities. As of December 31, 2023, the fair market
value of the Company’s investment in Eton was $8,681,000. In April 2024, the Company sold all of its shares of common stock it held of Eton in a block trade at a
gross price of $3.00 per share. After deducting trading expenses and commissions of approximately $436,000, the Company received net proceeds of $5,510,000 and
recorded a loss of $3,171,000 related to the sale of its investment in Eton.
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The Company’s 2026 Notes (as defined in Note 11) are carried at face value, including the unamortized premium, less unamortized debt issuance costs, the 2027 Notes
(as described in Note 11) are carried at face value less unamortized debt issuance costs, and the Oaktree Loan (as defined in Note 11) is carried at face value less the
original issue discount and unamortized debt issuance costs on the condensed consolidated balance sheets and the Company presents fair value for disclosure
purposes only. The 2026 Notes and 2027 Notes are classified as Level 1 instruments as the fair value is determined using quoted market prices in active markets for
the same securities. The Oaktree Loan is classified as a Level 2 instrument and its fair value is determined through an income approach that considers collateral
coverage, yield calibration, yield analysis and any adjustments to implied yield associated with the Company’s fundamental measures.
 
The following table presents the estimated fair values and the carrying values:
 
  September 30, 2024   December 31, 2023  

  Carrying Value   Fair Value   Carrying Value   Fair Value  
2026 Notes  $ 73,804,000  $ 76,830,000  $ 73,218,000  $ 70,260,000 
2027 Notes  $ 37,950,000  $ 43,084,000  $ 37,413,000  $ 40,363,000 
Oaktree Loan  $ 74,303,000  $ 78,663,000  $ 72,541,000  $ 76,627,000 
 
The Company’s other financial instruments include cash and cash equivalents, accounts receivable, accounts payable and accrued expenses, accrued payroll and
related liabilities, contingent consideration payable, deferred revenue and customer deposits and operating lease liabilities. The carrying amount of these financial
instruments, except for operating lease liabilities, approximates fair value due to the short-term maturities of these instruments. Based on borrowing rates currently
available to the Company, the carrying value of the operating lease liabilities approximate their respective fair values.
 
Basic and Diluted Net Loss per Common Share

 
Basic net loss per common share is computed by dividing net loss attributable to common stockholders for the period by the weighted average number of common
shares outstanding during the period. Diluted net loss per share is computed by dividing the net loss attributable to common stockholders for the period by the
weighted average number of common and common equivalent shares, such as stock options, restricted stock units (“RSUs”), and market-based vesting performance
stock units (“PSUs”), outstanding during the period. Common equivalent shares (using the treasury stock method) from stock options, unvested RSUs, and
unvested PSUs were 4,411,488 and 4,588,982 at September 30, 2024 and 2023, respectively, and are excluded in the calculation of diluted net loss per common share for
the periods presented because the effect is anti-dilutive. Included in the basic and diluted net loss per share calculation were RSUs awarded to directors that had
vested, but the issuance and delivery of the shares are deferred until the director ceases providing services. The number of shares underlying vested RSUs at
September 30, 2024 and 2023 was 195,696 and 244,352, respectively.
 
The following table shows the computation of basic and diluted net loss per share of common stock:
 
  For the Three Months Ended September 30,   For the Nine Months Ended September 30,  
  2024   2023   2024   2023  
Numerator – net loss  $ (4,220,000)  $ (4,391,000)  $ (24,258,000)  $ (15,263,000)
Denominator – weighted average number of shares
outstanding, basic and diluted   35,702,200   34,255,197   35,597,409   31,689,947 
Net loss per share, basic and diluted  $ (0.12)  $ (0.13)  $ (0.68)  $ (0.48)
 
Income Taxes
 



The Company’s effective tax rate was (2.95)% and (8.81)% for the nine months ended September 30, 2024 and 2023, respectively. The Company’s effective tax rate for
the nine months ended September 30, 2024 and 2023 differs from the U.S. federal statutory tax rate of 21% due to state taxes, permanent book-tax differences related to
Internal Revenue Code of 1986, as amended, Section 162(m) excess officer compensation limitation, share-based compensation and the change in valuation allowance.
In the current period ended September 30, 2024, the Company met the exception to using the estimated annual effective tax rate. The current period income tax
expense reflects year-to-date income tax expense. The prior year third quarter income tax expense was recorded using the estimated annual effective tax rate.
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As of September 30, 2024 and December 31, 2023, there were no unrecognized tax benefits included in the condensed consolidated balance sheets that would, if
recognized, affect the effective tax rate.
 
Investment in Melt Pharmaceuticals, Inc. – Related Party
 
The Company owns 3,500,000 shares of common stock and 2,334,256 shares of preferred stock of Melt (representing in aggregate approximately 46% of Melt’s equity
interests as of September 30, 2024). The Company analyzes its investment in Melt and related agreements on a regular basis to evaluate its position of variable
interests in Melt. The Company has determined that it does not have the ability to control Melt, however it has the ability to exercise significant influence over the
operating and financial decisions of Melt. Therefore, the Company uses the equity method of accounting for the Melt investment. Under this method, the Company
recognizes earnings and losses in Melt in its consolidated financial statements and adjusts the carrying amount of its investment in Melt accordingly. Any intra-
entity profits and losses are eliminated.
 
On a quarterly basis, management assesses whether there are any indicators that the carrying value of the Company’s equity method investments may be other than
temporarily impaired. Indicators include financial condition, operating performance, and near-term prospects of the investee. To the extent indicators suggest that a
loss in value may have occurred, the Company will evaluate both quantitative and qualitative factors to determine if the loss in value is other than temporary. If a
potential loss in value is determined to be other than temporary, the Company will recognize an impairment loss based on the estimated fair value of the equity
method investments. The Company has no investments other than its common stock and preferred stock positions in Melt and no other requirements to advance
funds to Melt.
 
The following table summarizes the Company’s investments in Melt as of September 30, 2024:

  

  Cost   
Share of Equity

Method   
Net

Carrying  
  Basis   Losses   Value  
Common stock  $ 5,810,000  $ (5,810,000)  $ - 
Preferred stock   18,397,000   (18,397,000)   - 
  $ 24,207,000  $ (24,207,000)  $ - 
 
See Note 4 for more information and related party disclosure regarding Melt.
 
Accounting Guidance Issued but Not Adopted at September 30, 2024
 
In October 2023, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update (“ASU”) 2023-06, Disclosure Improvements—
Codification Amendments in Response to the SEC’s Disclosure Update and Simplification Initiative. This ASU modifies the disclosure or presentation requirements
of a variety of topics in the codification by aligning them with the SEC’s regulations. The amendments to the various topics should be applied prospectively, and the
effective date for the Company for each amendment will be determined based on the effective date of the SEC’s removal of the related disclosure from Regulation S-X
or Regulation S-K. If the SEC has not removed the applicable requirement by June 30, 2027, then the related amendment in ASU 2023-06 will be removed from the
codification and will not become effective. Early adoption of this ASU is prohibited. The Company does not expect the amendments in this ASU to have a material
impact on the disclosures or presentation on its consolidated financial statements.
 
In November 2023, FASB issued ASU 2023-07, Segment Reporting (Topic 280) - Improvements to Reportable Segment Disclosures, which enhances the disclosures
required for operating segments in the Company’s annual and interim consolidated financial statements. ASU 2023-07 is effective for the Company in our annual
reporting for fiscal 2024 and for interim period reporting beginning in fiscal 2025 on a retrospective basis, with all required disclosures to be made for all prior periods
presented in the consolidated financial statements. Early adoption is permitted. The Company is currently evaluating the impact of ASU 2023-07 on its consolidated
financial statements.
 
In December 2023, FASB issued ASU 2023-09, Income Taxes (Topic 740) - Improvements to Income Tax Disclosures , which enhances the disclosures required for
income taxes in the Company’s annual consolidated financial statements. Notably, this ASU requires entities to disclose specific categories in the effective tax rate
reconciliation and provide additional information for reconciling items that meet a quantitative threshold. ASU 2023-09 is effective for the Company in its annual
reporting for fiscal year 2025 on a prospective basis. Early adoption and retrospective reporting are permitted. The Company is currently evaluating the impact of
ASU 2023-09 on its consolidated financial statements.
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In November 2024, the FASB issued ASU 2024-03, Income Statement – Reporting Comprehensive Income – Expense Disaggregation Disclosures, to improve the
disclosures by a public business entity about the types of expenses in commonly presented expense captions. This ASU is effective for annual reporting periods
beginning after December 15, 2026, and interim reporting periods beginning after December 15, 2027, with early adoption permitted. The Company is currently
evaluating the impact of ASU 2024-03 on its consolidated financial statements.
 
NOTE 3. REVENUES
 
The Company accounts for contracts with customers in accordance with ASC 606, Revenue from Contracts with Customers. The Company has three primary streams
of revenue: (1) product revenues, including revenue recognized from sales of products through its pharmacy and outsourcing facility and sales of branded products
to wholesalers through a third-party logistics (“3PL”) partner, (2) revenue recognized from transfer of acquired product sales and profits, and (3) revenue recognized
from intellectual property licenses and related arrangements.
 
Product Revenues
 
The Company sells prescription medications directly through its pharmacy, outsourcing facility and 3PL partner. Revenue from the Company’s pharmacy services
include: (i) the portion of the price the client pays directly to the Company, net of any volume-related or other discounts paid back to the client, (ii) the price paid to



the Company by individuals, and (iii) customer copayments made directly to the pharmacy network. Sales taxes are not included in revenue. Following the core
principles of ASC 606, the Company has identified the following:
 
1. Identify the contract(s) with a customer: A contract is deemed to exist when the customer places an order through receipt of a prescription, via an online order

or via receipt of a purchase order from a customer. For branded products, orders are received through the Company’s 3PL partner, and the customer takes title of
the products via formal purchase orders placed and fulfilled.

  
2. Identify the performance obligations in the contract: Obligations for fulfillment of the Company’s contracts consist of delivering the product to customers at

their specified destination. For shipping and handling activities under ASC 606, if the customer takes control of the goods after shipment, shipping and handling
activities would always be considered a fulfillment activity and not treated as a separate performance obligation. If the customer takes control of the goods
before shipment, entities must make an accounting policy election to treat shipping and handling activities as either a fulfillment cost or as a separate
performance obligation. The Company has elected to treat its shipping and handling activities as a fulfillment cost.

  
3. Determine the transaction price: The transaction price is based on an amount that reflects the consideration to which the Company expects to be entitled, net of

accruals for estimated rebates, wholesaler chargebacks, discounts, copay assistance and other deductions (collectively, sales deductions) and an estimate for
returns and replacements established at the time of sale. The Company utilizes the services of a third-party professional services firm to estimate rebates and
chargebacks associated with sales of its branded products. The transfer of promised goods is satisfied within a year, and therefore there are no significant
financing components. There is no non-cash consideration related to product sales.

  
4. Allocate the transaction price to the performance obligations in the contract: Because there is only one performance obligation for product sales, no allocation

is necessary.
  
5. Recognize revenue when (or as) the entity satisfies a performance obligation: Revenue from products is recognized upon transfer of control of a product to a

customer. This generally occurs upon shipment unless contractual terms with a customer state that transfer of control occurs at delivery.
 
Revenues From Transfer of Acquired Product Sales and Profits

 
The Company has entered into agreements whereby it purchased the exclusive commercial rights to assets associated with certain ophthalmic products from other
pharmaceutical companies (the “Sellers”). During a temporary, transition period, the Sellers continue to manufacture and market these products and transfer the net
profit from the sale of the products to the Company. The revenue recognized by the Company from the transfer of net profit was recognized at the time profit from the
product sales were calculated by the Sellers and confirmed by the Company, typically on a monthly basis, at which point there is no future performance obligation
required by the Company and no consequential continuing involvement on the Company’s part to recognize the associated revenue. On a quarterly basis, the Sellers
invoice the Company for all credits and reimbursements (“Chargebacks”) made to customers related to the products. The Company uses historical actual experience
to estimate Chargebacks associated with the net sales and profit transferred. The estimated Chargebacks are recorded as a reduction in revenues from transfer of
acquired product sales and profits in the Company’s consolidated statements of operations, and recorded as a reduction to accounts receivable in the consolidated
balance sheets, at the time the revenue is recognized.
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Intellectual Property License and Related Arrangements Revenues
 
As of September 30, 2024, the Company held five intellectual property licenses and related arrangements pursuant to which the Company has agreed to license or sell
to a customer the right to access the Company’s intellectual property. License arrangements may consist of non-refundable upfront license fees, data transfer fees,
research reimbursement payments, exclusive license rights to patented or patent pending compounds, technology access fees, and various performance or sales
milestones. These arrangements can be multiple-element arrangements, the revenue of which is recognized at the point in time that the performance obligation is met.
 
Non-refundable fees that are not contingent on any future performance by the Company and require no consequential continuing involvement on the part of the
Company are recognized as revenue when the license term commences and the licensed data, technology, compounded drug preparation and/or other deliverables
are delivered. Such deliverables may include physical quantities of compounded drug preparations, design of the compounded drug preparations and structure-
activity relationships, the conceptual framework and mechanism of action, and rights to the patents or patent applications for such compounded drug preparations.
The Company defers recognition of non-refundable fees if it has continuing performance obligations without which the technology, right, product or service
conveyed in conjunction with the non-refundable fee has no utility to the licensee and that are separate and independent of the Company’s performance under the
other elements of the arrangement. In addition, if the Company’s continued involvement is required, through research and development services that are related to its
proprietary know-how and expertise of the delivered technology or can only be performed by the Company, then such non-refundable fees are deferred and
recognized over the period of continuing involvement. Guaranteed minimum annual royalties are recognized on a straight-line basis over the applicable term.
 
Revenue disaggregated by revenue source consisted of the following:

   
  For the Three Months Ended   For the Nine Months Ended  
  September 30,   September 30,  
  2024   2023   2024   2023  
Product sales, net  $ 49,019,000  $ 31,809,000  $ 132,398,000  $ 81,804,000 
Other revenues   238,000   2,456,000   385,000   12,034,000 

Total revenues  $ 49,257,000  $ 34,265,000  $ 132,783,000  $ 93,838,000 
 
Deferred revenue and customer deposits at September 30, 2024 and December 31, 2023 were $137,000 and $75,000, respectively. All deferred revenue and customer
deposit amounts at December 31, 2023 were recognized as revenue during the nine months ended September 30, 2024.
 
NOTE 4. INVESTMENT IN, AND NOTE RECEIVABLE FROM MELT PHARMACEUTICALS, INC. - RELATED PARTY TRANSACTIONS
 
In December 2018, the Company entered into an Asset Purchase Agreement with Melt (the “Melt APA”). Pursuant to the terms of the Melt APA, Melt was assigned
certain intellectual property and related rights from the Company to develop, formulate, make, sell, and sub-license certain Company conscious sedation and
analgesia related formulations (collectively, the “Melt Products”). Under the terms of the Melt APA, Melt is required to make mid-single digit royalty payments to the
Company on net sales of the Melt Products while any patent rights remain outstanding, as well as other conditions.
 
In February 2019, the Company entered into a Management Services Agreement (the “Melt MSA”), whereby the Company provided to Melt certain administrative
services and support, including bookkeeping, web services and human resources related activities, and Melt was required to pay the Company a monthly amount of
$10,000. The Melt MSA was terminated effective July 1, 2023. During the three and nine months ended September 30, 2024, the Company did not record any
reimbursable expenses and amounts payable by Melt pursuant to the Melt MSA. During the three and nine months ended September 30, 2023, the Company recorded



$0 and $89,000 due from Melt for reimbursable expenses and amounts payable by Melt pursuant to the Melt MSA, which amounts are included in prepaid expenses
and other current assets in the accompanying condensed consolidated balance sheets. As of both September 30, 2024 and December 31, 2023, the Company was due
$228,000 from Melt for reimbursable expenses and amounts payable under the Melt MSA.
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In March 2024, Melt completed its Series B Preferred Stock financing which raised gross proceeds of approximately $23,900,000.
 
The Company’s Chief Executive Officer, Mark L. Baum, is a member of the Melt board of directors. The Melt board of directors consists of five members, including
Mr. Baum. Mr. Baum is the only representative of the Company on Melt’s board of directors.
 
The unaudited condensed results of operations information of Melt is summarized below:
 

  
For the Nine Months Ended

September 30,  
  2024   2023  
Revenues, net  $ -  $ - 
Loss from operations  $ (11,334,000)  $ (3,663,000)
Net loss  $ (10,942,000)  $ (5,407,000)
 
The unaudited condensed balance sheet information of Melt is summarized below:
 
  At September 30,   At December 31,  
  2024   2023  
Current assets  $ 7,366,000  $ 13,404,000 
Total assets  $ 7,366,000  $ 13,404,000 
         
Total liabilities  $ 5,242,000  $ 3,922,000 
Total stockholders’ equity   2,124,000   9,482,000 
Total liabilities and stockholders’ equity  $ 7,366,000  $ 13,404,000 
 
NOTE 5. INVENTORIES
 
Inventories are comprised of finished compounded formulations, over-the-counter and prescription retail pharmacy products, branded pharmaceutical products,
including those held at the Company’s 3PL partner, related laboratory supplies and active pharmaceutical ingredients. The composition of inventories was as follows:
 

  
At September

30, 2024   
At December 31,

2023  
Raw materials  $ 5,306,000  $ 5,477,000 
Work in progress   176,000   54,000 
Finished goods   4,674,000   5,336,000 
Total inventories  $ 10,156,000  $ 10,867,000 
 
NOTE 6. PREPAID EXPENSES AND OTHER CURRENT ASSETS
 
Prepaid expenses and other current assets consisted of the following:
 
  At September 30, 2024   At December 31, 2023  
Prepaid insurance  $ 1,639,000  $ 1,241,000 
Prepaid computer software licenses and related expenses   619,000   1,613,000 
Prefunded co-pay assistance   4,514,000   - 
Other prepaid expenses   1,749,000   906,000 
Receivable due from Melt   228,000   228,000 
Prepaid FY 2024 Prescription Drug User (“PDUFA”) fees   -   3,438,000 
Deferred Oaktree Loan commitment fee   372,000   409,000 
Deposits and other current assets

  1,450,000   1,753,000 
Total prepaid expenses and other current assets  $ 10,571,000  $ 9,588,000 
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NOTE 7. PROPERTY, PLANT AND EQUIPMENT
 
Property, plant and equipment consisted of the following:
 
  At September 30, 2024   At December 31, 2023  
Property, plant and equipment:         

Computer hardware  $ 1,477,000  $ 1,322,000 
Furniture and equipment   965,000   936,000 
Lab and pharmacy equipment   5,304,000   4,564,000 
Leasehold improvements   6,899,000   6,771,000 

  14,645,000   13,593,000 
Accumulated depreciation   (11,020,000)   (10,072,000)

 $ 3,625,000  $ 3,521,000 
 
For the three and nine months ended September 30, 2024, depreciation related to property, plant and equipment was $351,000 and $948,000, respectively, compared to



$290,000 and $743,000 during the same periods in 2023, respectively.
 
NOTE 8. CAPITALIZED SOFTWARE COSTS

 
Capitalized software costs consisted of the following:
 
  At September 30, 2024   At December 31, 2023  
Capitalized software costs:         

Capitalized internal-use software development costs  $ 3,366,000  $ 2,780,000 
Acquired third-party software license for internal-use   205,000   159,000 

Total gross capitalized software for internal-use   3,571,000   2,939,000 
Accumulated amortization   (1,702,000)   (1,268,000)
Capitalized internal-use software in process   -   467,000 

 $ 1,869,000  $ 2,138,000 
 
The Company recorded amortization expense of $146,000 and $434,000 related to capitalized software costs during the three and nine months ended September 30,
2024, respectively, and $115,000 and $352,000 during the same periods in 2023, respectively.
 
NOTE 9. INTANGIBLE ASSETS AND GOODWILL
 
The Company’s intangible assets at September 30, 2024 consisted of the following:
 

  

Amortization
Periods

(in years)   Cost   
Accumulated
Amortization   

Net
Carrying Value  

Patents   7-19  $ 610,000  $ (207,000)  $ 403,000 
Licenses   7-20   50,000   (36,000)   14,000 
Trademarks   Indefinite   226,000   -   226,000 
Acquired NDAs   4-15   207,398,000   (18,899,000)   188,499,000 
Customer relationships   3-15   596,000   (539,000)   57,000 
Trade name   5   75,000   (7,000)   68,000 
Non-competition clause   3-4   50,000   (50,000)   - 
State pharmacy licenses   25   8,000   (3,000)   5,000 

      $ 209,013,000  $ (19,741,000)  $ 189,272,000 
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Amortization expense for intangible assets was as follows:
 
  For the Three Months Ended   For the Nine Months Ended  
  September 30,   September 30,  
  2024   2023   2024   2023  
Patents  $ 19,000  $ 22,000  $ 47,000  $ 65,000 
Licenses   34,000   2,000   34,000   7,000 
Acquired NDAs   2,547,000   2,551,000   7,606,000   7,526,000 
Customer relationships   3,000   9,000   19,000   36,000 
Trade name   1,000   -   1,000   - 
State pharmacy licenses   1,000   -   1,000   - 

 $ 2,605,000  $ 2,584,000  $ 7,708,000  $ 7,634,000 
 
Estimated future amortization expenses for the Company’s intangible assets at September 30, 2024 was as follows:
 
Remainder of 2024  $ 4,025,000 
2025   16,630,000 
2026   16,630,000 
2027   16,281,000 
2028   15,933,000 
Thereafter   119,547,000 

 $ 189,046,000 
 
In connection with an asset purchase agreement between Novartis and the Company, the Company is required to make a milestone payment following the release of
the first commercially available batch of TRIESENCE . During the three months ended September 30, 2024, the Company determined that it was probable the first
commercial batch would be released and, as such, recognized the $37,000,000 milestone payment as an increase in the amount of intangible assets for Acquired
NDAs.
 
There were no changes to the carrying value of the Company’s goodwill during the three and nine months ended September 30, 2024 and 2023.
 
NOTE 10. ACCOUNTS PAYABLE AND ACCRUED EXPENSES
 
Accounts payable and accrued expenses consisted of the following:
 

  
At

September 30,   
At

December 31,  
  2024   2023  
Accounts payable  $ 23,202,000  $ 21,424,000 
Accrued insurance premium   21,000   873,000 
Other accrued payments   106,000   306,000 



Accrued interest (see Note 11)   1,948,000   1,978,000 
Accrued exit fee for Oaktree Loan (see Note 11)   2,713,000   2,713,000 
Total accounts payable and accrued expenses  $ 27,990,000  $ 27,294,000 
Less: current portion   (25,277,000)   (24,581,000)
Non-current total accrued expenses  $ 2,713,000  $ 2,713,000 
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NOTE 11. DEBT
 
Oaktree Loan Due 2026
 
In March 2023, the Company entered into a Credit Agreement and Guaranty, (the “Oaktree Loan”) with Oaktree Fund Administration, LLC, as administrative agent for
the lenders (“Oaktree”), providing for a senior secured term loan facility to the Company with a principal amount of up to $100,000,000. Upon entering into the Oaktree
Loan, the Company drew a principal amount of $65,000,000. In July 2023, the Company drew an additional principal amount of $12,500,000 and entered into the First
Amendment to the Oaktree Loan (the “First Amendment”). Under the First Amendment, the overall credit facility size was increased from $100,000,000 to $112,500,000.
The additional principal loan amount of up to $35,000,000 available under the Oaktree Loan (“Tranche B”) was to be made available to the Company upon the
commercialization of TRIESENCE. Since Tranche B was not drawn by the Company on or before March 27, 2024, the amount available under Tranche B decreased to
$30,000,000. While undrawn, the Company is required to pay a commitment fee related to the Tranche B amount equal to 2% per annum, payable quarterly. This fee is
recorded within prepaid expenses and other current assets and is being amortized on a straight-line basis over the access period.
 
Interest expense related to the Oaktree Loan totaled $3,026,000 and $8,923,000 for the three and nine months ended September 30, 2024, respectively, and included the
amortization of debt issuance costs and discount of $656,000 and $1,861,000, respectively. Interest expense related to the Oaktree Loan totaled $2,995,000 and
$5,660,000 for the three and nine months ended September 30, 2023, respectively, and included the amortization of debt issuance costs and discount of $567,000 and
$1,093,000, respectively.
 
The Oaktree Loan carries an exit fee equal to 3.5% of the aggregate principal amount owed, payable at maturity. As of September 30, 2024 and December 31, 2023, the
Company had recorded in accrued expenses the total exit fee liability of $2,713,000 and $2,713,000, respectively.
 
HROWM – 11.875% Senior Notes Due 2027
 
In December 2022 and January 2023, the Company closed offerings of $40,250,000 aggregate principal amount of 11.875% senior notes due December 2027 (the “2027
Notes”). Interest expense related to the 2027 Notes totaled $1,376,000 and $4,121,000 for the three and nine months ended September 30, 2024, respectively, and
included amortization of debt issuance costs and debt discount of $181,000 and $537,000, respectively. Interest expense related to the 2027 Notes totaled $1,375,000
and $4,141,000 for the three and nine months ended September 30, 2023, respectively, and included amortization of debt issuance costs and debt discount of $180,000
and $556,000, respectively.
 
HROWL – 8.625% Senior Notes Due 2026
 
In April and September 2021, the Company closed offerings (including an over-allotment exercise in May 2021) of $75,000,000 aggregate principal amount of 8.625%
senior notes due April 2026 (the “2026 Notes”). Interest expense related to the 2026 Notes totaled $1,814,000 and $5,438,000 for the three and nine months ended
September 30, 2024, respectively, and included amortization of debt issuance costs and debt discount of $197,000 and $587,000, respectively. Interest expense related
to the 2026 Notes totaled $1,814,000 and $5,436,000 for the three and nine months ended September 30, 2023, respectively, and included amortization of debt issuance
costs and debt discount of $197,000 and $585,000, respectively.
 
A summary of the Company’s debt is described as follows:
 

  
At

September 30,   
At

December 31,  
  2024   2023  
8.625% Senior Notes due April 2026  $ 75,000,000  $ 75,000,000 
11.875% Senior Notes due December 2027   40,250,000   40,250,000 
Oaktree Loan due January 2026   77,500,000   77,500,000 

  192,750,000   192,750,000 
Less: Unamortized debt issuance costs, net of premium   (6,693,000)   (9,578,000)

 $ 186,057,000  $ 183,172,000 
 

For the three and nine months ended September 30, 2024, the total effective interest rate of the Company’s debt was 11.03% and 11.17%, respectively, and 10.78% and
10.91% for the same periods in 2023, respectively.
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At September 30, 2024, future minimum payments under the Company’s debt were as follows:

  
  Amount  
Remainder of 2024  $ 5,166,000 
2025   20,560,000 
2026   159,895,000 
2027   45,030,000 
Total minimum payments   230,651,000 
Less: amount representing interest payments   (37,901,000)

Notes payable, gross principal amount due   192,750,000 
Less: unamortized debt issuance costs, net of premium   (6,693,000)
Notes payable, net of unamortized debt issuance costs  $ 186,057,000 
 
NOTE 12. LEASES



 
The Company leases office and laboratory space under non-cancellable operating leases listed below. These lease agreements have remaining terms between one to
seven years and contain various clauses for renewal at the Company’s option.
 
 ● An operating lease for 5,789 square feet of office space in Carlsbad, California, which commenced in January 2022 and will expire in March 2025.
   
 ● An operating lease for 38,153 square feet of lab, warehouse and office space in Ledgewood, New Jersey that expires in July 2027, with an option to extend

the term for two additional five-year periods. This includes an amendment, which was made effective July 2020, that extended the term of the original lease
and added 1,400 of additional square footage to the lease, another amendment entered into in May 2021 that extended the term of the lease to July 2027 and
added 8,900 square feet of space, and another amendment entered into in January 2024 that added 2,861 square feet of space.

   
 ● An operating lease for 5,500 square feet of office space in Nashville, Tennessee, which commenced in January 2020 and will expire in December 2024, with an

option to extend the term for two additional five-year periods. The Company does not intend to exercise its option to extend the term of this lease.
   
 ● An operating lease for 11,552 square feet of lab and office space in Nashville, Tennessee, which commenced in September 2022 and will expire in September

2027.
   
 ● In March 2024, the Company entered into an operating lease for 17,625 square feet of office space in Nashville, Tennessee that commenced in August 2024

and has a seven-year term with an option to extend the term for two additional five-year periods. This office space serves as the Company’s new corporate
headquarters. Commensurate with the commencement date of the lease, the Company recognized an operating right of use asset and liability of $2,853,000.

 
At September 30, 2024, the weighted average incremental borrowing rate and the weighted average remaining lease term for the operating leases held by the Company
were 7.85% and 10.4years, respectively.
 
During the three and nine months ended September 30, 2024, cash paid for amounts included for the operating lease liabilities was $327,000 and $972,000,
respectively, and $310,000 and $921,000 for the same periods in 2023, respectively. During the three and nine months ended September 30, 2024, the Company
recorded operating lease expense of $414,000 and $1,053,000, respectively, and $309,000 and $926,000 for the same periods in 2023, respectively, which is included in
selling, general and administrative expenses.
 
Future lease payments under operating leases as of September 30, 2024 were as follows:

  
  Operating Leases  
Remainder of 2024  $ 329,000 
2025   1,386,000 
2026   1,767,000 
2027   1,641,000 
2028   1,342,000 
Thereafter   7,971,000 
Total minimum lease payments   14,436,000 
Less: amount representing interest payments   (4,429,000)

Total operating lease obligations   10,007,000 
Less: current portion, operating lease obligations   (507,000)
Operating lease obligations, net of current portion  $ 9,500,000 
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NOTE 13. STOCKHOLDERS’ EQUITY AND STOCK-BASED COMPENSATION
 
Common Stock
 
During the nine months ended September 30, 2024, the Company issued 141,628 shares of common stock and received proceeds of $1,005,000 upon the exercise of
options to purchase 141,628 shares of common stock with exercise prices ranging from $1.70 to $25.86 per share.
 
During the nine months ended September 30, 2024, the Company issued 32,580 shares of common stock upon the cashless exercise of options to purchase 39,237
shares with exercise prices ranging from $1.70 to $8.00 per share.
 
During the nine months ended September 30, 2024, the Company issued 44,860 shares of common stock upon the cashless exercise of options to purchase 90,000
shares at an exercise price of $7.37. The Company withheld 29,107 shares of common stock for payroll tax withholdings totaling $1,205,000.
 
During the nine months ended September 30, 2024, 45,000 RSUs granted in February 2021 to Andrew R. Boll, the Company’s Chief Financial Officer, vested, and
26,520 shares of the Company’s common stock were issued to Mr. Boll, net of 18,480 shares of common stock withheld for payroll tax withholdings totaling $197,000.
 
During the nine months ended September 30, 2024, 150,000 RSUs granted in February 2021 to Mark L. Baum, the Company’s Chief Executive Officer, vested, and
90,164 shares of the Company’s common stock were issued to Mr. Baum, net of 59,836 shares of common stock withheld for payroll tax withholdings totaling
$638,000.
 
During the nine months ended September 30, 2024, 30,000 RSUs granted in February 2021 to John Saharek, the Company’s Chief Commercial Officer, vested, and
17,384 shares of the Company’s common stock were issued to Mr. Saharek, net of 12,616 shares of common stock withheld for payroll tax withholdings totaling
$135,000.
 
During the nine months ended September 30, 2024, 50,000 RSUs granted in February 2021 to various other employees, vested, and 32,452 shares of the Company’s
common stock were issued, net of 17,548 shares of common stock withheld for payroll tax withholdings totaling $187,000.
 
During the nine months ended September 30, 2024, the Company issued 57,517 shares of its common stock underlying RSUs held by directors that ceased providing
services to the Company. The RSUs had previously vested, including 3,872 RSUs that vested during the nine months ended September 30, 2024, but the issuance and
delivery of the shares were deferred until the director ceased providing services to the Company.
 
During the nine months ended September 30, 2024, 34,008 shares of the Company’s common stock underlying RSUs issued to directors vested, but the issuance and
delivery of these shares are deferred until the applicable directors cease providing services to the Company.



 
During the nine months ended September 30, 2024, 3,667 shares of the Company’s common stock underlying RSUs issued to consultants vested, but the issuance
and delivery of these shares has not occurred.
 
Stock Option Plan
 
On September 17, 2007, the Company’s Board of Directors and stockholders adopted the Company’s 2007 Incentive Stock and Awards Plan, which was subsequently
amended on November 5, 2008, February 26, 2012, July 18, 2012, May 2, 2013 and September 27, 2013 (as amended, the “2007 Plan”). The 2007 Plan reached its term in
September 2017, and we can no longer issue additional awards under this plan, however, options previously issued under the 2007 Plan will remain outstanding until
they are exercised, reach their maturity or are otherwise cancelled/forfeited. On June 13, 2017, the Company’s Board of Directors and stockholders adopted the
Company’s 2017 Incentive Stock and Awards Plan which was subsequently amended on June 3, 2021 (as amended, the “2017 Plan” together with the 2007 Plan, the
“Plans”). As of September 30, 2024, the 2017 Plan provides for the issuance of a maximum of 6,000,000 shares of the Company’s common stock. The purpose of the
Plans are to attract and retain directors, officers, consultants, advisors and employees whose services are considered valuable, to encourage a sense of
proprietorship and to stimulate an active interest of such persons in the Company’s development and financial success. Under the Plans, the Company is authorized
to issue incentive stock options intended to qualify under Section 422 of the Internal Revenue Code of 1986, as amended, non-qualified stock options, RSUs and
restricted stock. The Plans are administered by the Compensation Committee of the Company’s Board of Directors. The Company had 53,344 shares available for
future issuances under the 2017 Plan at September 30, 2024.
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Stock Options
 
A summary of stock option activity under the Plans for the nine months ended September 30, 2024 is as follows:
 

  
Number

of Shares   

Weighted
Average
Exercise

Price   

Weighted
Average

Remaining
Contractual

Life   

Aggregate
Intrinsic

Value  
Options outstanding – January 1, 2024   2,711,317  $ 6.25         
Options granted   140,000  $ 14.72         
Options exercised   (270,865)  $ 7.12         
Options cancelled/forfeited   (100,063)  $ 13.56         
Options outstanding – September 30, 2024   2,480,389  $ 6.33   3.44  $95,807,000 
Options exercisable   2,218,148  $ 5.50   2.80  $87,536,000 
Options vested and expected to vest   2,444,924  $ 6.21   3.36  $94,733,000 
 
The aggregate intrinsic value in the table above represents the total pre-tax amount of the proceeds, net of exercise price, which would have been received by option
holders if all option holders had exercised and immediately sold all shares underlying options with an exercise price lower than the market price on September 30, 2024,
based on the closing price of the Company’s common stock of $44.96 on that date.
 
During the nine months ended September 30, 2024, the Company granted stock options to certain employees. The stock options were granted with an exercise price
equal to the current market price of the Company’s common stock, as reported by the securities exchange on which the common stock was then listed, at the grant
date and have contractual terms of ten years. Vesting terms for options granted to employees during the nine months ended September 30, 2024 included the
following vesting schedule: 25% of the shares subject to the option vest and become exercisable on the first anniversary of the grant date and the remaining 75% of
the shares subject to the option vest and become exercisable quarterly in equal installments thereafter over three years. Certain option awards provide for accelerated
vesting if there is a change in control (as defined in the Plans) and in the event of certain modifications to the option award agreement.
 
The fair value of each option award is estimated on the date of grant using the Black-Scholes-Merton option pricing model. The expected term of options granted to
employees and directors was determined in accordance with the “simplified approach,” as the Company has limited, relevant, historical data on employee exercises
and post-vesting employment termination behavior. The expected risk-free interest rate is based on the U.S. Treasury yield for a period consistent with the expected
term of the option in effect at the time of the grant. The financial statement effect of forfeitures is estimated at the time of grant and revised, if necessary, if the actual
effect differs from those estimates. For option grants to employees and directors, the Company assigns a forfeiture factor of 10%. These factors could change in the
future, which would affect the determination of stock-based compensation expense in future periods.
 
The table below illustrates the fair value per share determined using the Black-Scholes-Merton option pricing model with the following assumptions used for valuing
options granted to employees:
 
  2024  
Weighted-average fair value of options granted  $ 9.64 
Expected terms (in years)   6.11 
Expected volatility   67.78 - 72.95%
Risk-free interest rate   3.72 - 4.48%
Dividend yield   - 
 
The following table summarizes information about stock options outstanding and exercisable at September 30, 2024:

 
     Options Outstanding    Options Exercisable  

 
Range of Exercise

Prices    Number Outstanding   

Weighted Average
Remaining

Contractual Life in
Years    

Weighted
Average
Exercise

Price    
Number

Exercisable    

Weighted
Average
Exercise

Price  
$ 1.47 - $1.70   31,942   2.96  $ 1.68   31,942  $ 1.68 
$ 1.73   250,000   3.25  $ 1.73   250,000  $ 1.73 
$ 2.23   270,000   2.34  $ 2.23   270,000  $ 2.23 
$ 2.40 - $2.60   14,068   2.33  $ 2.57   14,068  $ 2.57 
$ 3.95   308,500   1.50  $ 3.95   308,500  $ 3.95 
$ 4.49 - $5.72   92,300   4.86  $ 5.53   92,300  $ 5.53 
$ 6.30   285,000   4.39  $ 6.30   285,000  $ 6.30 



$ 6.75 - $7.26   46,036   7.76  $ 6.85   18,162  $ 6.77 
$ 7.30   274,500   5.26  $ 7.30   274,500  $ 7.30 
$ 7.60 - $39.63   908,043   3.31  $ 9.63   673,676  $ 8.04 
$ 1.47 - $39.63   2,480,389   3.44  $ 6.33   2,218,148  $ 5.50 
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As of September 30, 2024, there was approximately $2,071,000 of total unrecognized compensation expense related to unvested stock options granted under the Plans
which is expected to be recognized over the weighted-average remaining vesting period of 2.83 years. The stock-based compensation for all stock options was
$160,000 and $416,000 during the three and nine months ended September 30, 2024, respectively, and $154,000 and $617,000 during the same periods in 2023,
respectively.
 
The intrinsic value of options exercised during the nine months ended September 30, 2024 was $6,651,000.
 
Restricted Stock Units
 
RSU awards are granted subject to certain vesting requirements and other restrictions, including time-based and performance-based vesting criteria. The grant date
fair value of the RSUs, which has been determined based upon the market value of the Company’s common stock on the grant date, is expensed over the vesting
period of the RSUs.
 
A summary of the Company’s RSU activity and related information for the nine months ended September 30, 2024 is as follows:
 

  Number of Shares   
Weighted Average

Grant Date Fair Value 
RSUs unvested - January 1, 2024   363,029  $ 9.23 
RSUs granted   319,081   23.93 
RSUs vested   (312,674)   9.84 
RSUs cancelled/forfeited   (6,250)   8.10 
RSUs unvested - September 30, 2024   363,186  $ 21.63 
 
As of September 30, 2024, the total unrecognized compensation expense related to unvested RSUs was approximately $7,324,000, which is expected to be recognized
over a weighted-average period of 2 years, based on estimated and actual vesting schedules of the applicable RSUs. The stock-based compensation for RSUs during
the three and nine months ended September 30, 2024 was $587,000 and $1,494,000, respectively, and was $374,000 and $789,000 during the same periods in 2023,
respectively.
 
Performance Stock Units (Market-Based Vesting)
 
A summary of the Company’s PSU activity and related information for the nine months ended September 30, 2024 is as follows:
 

  Number of Shares   
Weighted Average

Grant Date Fair Value 
PSUs unvested – January 1, 2024   1,567,913  $ 18.56 
PSUs granted   -     
PSUs vested   -     
PSUs cancelled/forfeited   -     
PSUs unvested – September 30, 2024   1,567,913  $ 18.56 
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As of September 30, 2024, the total unrecognized compensation expense related to unvested PSUs was approximately $7,277,000, which is expected to be recognized
over a weighted-average period of 0.51 years, based on estimated and actual vesting schedules of the applicable PSUs. The stock-based compensation for PSUs
during the three and nine months ended September 30, 2024 was $3,638,000 and $10,915,000, respectively, and $3,948,000 and $10,115,000 during the same periods in
2023, respectively.
 
Stock-Based Compensation Summary
 
The Company recorded stock-based compensation related to equity instruments granted to employees, directors and consultants as follows:
 

  
For the Three Months Ended

September 30,   
For the Nine Months Ended

September 30,  
  2024   2023   2024   2023  
Employees - selling, general and administrative  $ 3,728,000  $ 3,784,000  $ 10,832,000  $ 9,719,000 
Employees - research and development   422,000   475,000   1,300,000   1,224,000 
Directors - selling, general and administrative   199,000   200,000   601,000   528,000 
Consultants - selling, general and administrative   36,000   17,000   92,000   50,000 
Total  $ 4,385,000  $ 4,476,000  $ 12,825,000  $ 11,521,000 
 
NOTE 14. COMMITMENTS AND CONTINGENCIES

 
Legal
 
General and Other
 
In the ordinary course of business, the Company is involved in various legal proceedings, government investigations and other matters that are complex in nature
and have outcomes that are difficult to predict. The Company describes legal proceedings and other matters that are/were significant or that it believes could become



significant in this note.
 
The Company records accruals for loss contingencies to the extent that it concludes it is probable that a liability has been incurred and the amount of the related loss
can be reasonably estimated. The Company evaluates, on a quarterly basis, developments in legal proceedings and other matters that could cause an increase or
decrease in the amount of a liability that has been accrued previously.

 
The Company’s legal proceedings involve various aspects of its business and a variety of claims, some of which present novel factual allegations and/or unique legal
theories. Typically, a number of the matters pending against the Company are at early stages of the legal process, which in complex proceedings of the sort the
Company faces often extend for several years. While it is not possible to accurately predict or determine the eventual outcomes of matters that have not concluded,
an adverse determination in one or more of the matters (whether discussed in this note or not) currently pending may have a material adverse effect on the
Company’s condensed consolidated results of operations, financial position or cash flows.
 
Ocular Science, Inc. et. al
 
In July 2021, ImprimisRx, LLC, a subsidiary of the Company, filed a lawsuit against Ocular Science, Inc. and OSRX, Inc. (together, “OSRX”) in the U.S. District Court
for the Southern District of California, asserting claims for copyright infringement, trademark infringement, unfair competition and false advertising (Lanham Act).
Since July 2021, the complaint has been amended and OSRX added counterclaims alleging ImprimisRx, LLC is violating the Lanham Act with false advertising. The
Court granted cross motions for summary judgement on each party’s Lanham Act claims thus leaving only ImprimisRx, LLC’s copyright infringement, trademark
infringement and unfair competition claims for trial. ImprimisRx, LLC is seeking damages from OSRX. The trial associated with this matter began during the month of
November 2024 and is ongoing as of the date of this Quarterly Report.
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Product and Professional Liability
 
Product and professional liability litigation represents an inherent risk to all firms in the pharmaceutical and pharmacy industry. We utilize traditional third-party
insurance policies with regard to our product and professional liability claims. Such insurance coverage at any given time reflects current market conditions, including
cost and availability, when the policy is written.
 
Indemnities
 
In addition to the indemnification provisions contained in the Company’s charter documents, the Company generally enters into separate indemnification agreements
with each of the Company’s directors and officers. These agreements require the Company, among other things, to indemnify the director or officer against specified
expenses and liabilities, such as attorneys’ fees, judgments, fines and settlements, paid by the individual in connection with any action, suit or proceeding arising out
of the individual’s status or service as the Company’s director or officer, other than liabilities arising from willful misconduct or conduct that is knowingly fraudulent
or deliberately dishonest, and to advance expenses incurred by the individual in connection with any proceeding against the individual with respect to which the
individual may be entitled to indemnification by the Company. Several of the Company’s asset purchase and license agreements contain customary representations,
warranties, covenants and confidentiality provisions, and also contain mutual indemnification obligations related primarily to performance under the respective
agreements. The Company also indemnifies its lessors in connection with its facility leases for certain claims arising from the use of the facilities. These indemnities
do not provide for any limitation of the maximum potential future payments the Company could be obligated to make. Historically, the Company has not incurred any
payments for these obligations and, therefore, no liabilities have been recorded for these indemnities in the accompanying condensed consolidated balance sheets.
 
Asset Purchase, License and Related Agreements
 
FDA Approved Product Acquisitions
 
In recent years, the Company has acquired commercial and product rights to various FDA approved ophthalmic medications and products through asset purchase,
licenses, supply and/or other related agreements. In general, in exchange for product and commercial rights these agreements provide the counterparties with certain
upfront and contingent milestone payments typically related to certain annual sales amounts and manufacturing events, and in certain cases, per unit transfer prices
and royalties on sales of some of the products. During the three and nine months ended September 30, 2024, $730,000 and $2,040,000, respectively, were incurred
under these agreements as royalty expenses, and $220,000 and $705,000, respectively, during the same periods in 2023. During the three and nine months ended
September 30, 2024, $0 was incurred under these agreements related to upfront and milestone payments under these agreements. During the three and nine months
ended September 30, 2023, the Company amended the Sintetica Agreement to allow for early payment of previously accrued amounts for commercial related
milestones associated with sales of IHEEZO in exchange for a $550,000 reduction in the milestone amounts due, and as a result of this amendment, the Company
reduced the intangible asset value associated with IHEEZO by $550,000 and paid the remaining commercial milestone amount of $4,450,000. As of September 30, 2024,
the remaining contingent consideration payable pursuant to these agreements were not considered probable and reasonably estimable and therefore, no amount was
accrued related to these contingent obligations during the three and nine months ended September 30, 2024. At the time contingent consideration payable becomes
probable and reasonably estimable the additional consideration, if any, paid will be allocated to the assets based on their initial estimated fair values as a percent of
the total purchase price.
 
Formulation Acquisitions
 
The Company has acquired and sourced intellectual property rights related to certain proprietary innovations from certain inventors, innovator companies and related
parties (the “Inventors”) through multiple asset purchase agreements and license agreements. In general, these agreements provide that the Inventors will cooperate
with the Company in obtaining patent protection for the acquired intellectual property and that the Company will use commercially reasonable efforts to research,
develop and commercialize a product based on the acquired intellectual property. In addition, the Company has acquired a right of first refusal on additional
intellectual property and drug development opportunities presented by these Inventors.

 
In consideration for the acquisition of these intellectual property rights, the Company is obligated to make payments to the Inventors based on the completion of a
milestone, generally consisting of: (1) a payment payable within 30 to 45 days after the issuance of the first patent in the United States arising from the acquired
intellectual property (if any); (2) a payment payable within 30 days after the Company files the first investigational new drug application (“IND”) with the U.S. Food
and Drug Administration (“FDA”) for the first product arising from the acquired intellectual property (if any); (3) for certain of the Inventors, a payment payable
within 30 days after the Company files the first new drug application with the FDA for the first product arising from the acquired intellectual property (if any); and (4)
certain royalty payments based on the net receipts received by the Company in connection with the sale or licensing of any product based on the acquired
intellectual property (if any), after deducting (among other things) the Company’s development costs associated with such product. If, following five years after the
date of the applicable asset purchase agreement, the Company either (a) for certain of the Inventors, has not filed an IND or, for the remaining Inventors, has not
initiated a study where data is derived, or (b) has failed to generate royalty payments to the Inventors for any product based on the acquired intellectual property, the
Inventors may terminate the applicable asset purchase agreement and request that the Company re-assign the acquired technology to the Inventors. During the three
and nine months ended September 30, 2024, $453,000 and $949,000, respectively, were incurred under these agreements as royalty expenses and $300,000 and
$951,000, respectively, during the same periods in 2023.
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Sales and Marketing Agreements
 
The Company has entered various sales and marketing agreements with certain organizations to provide exclusive and non-exclusive sales and marketing
representation services to Harrow in select geographies in the U.S. in connection with the Company’s ophthalmic pharmaceutical compounded formulations or
related products.
 
Under the terms of the sales and marketing agreements, the Company was generally required to make commission payments equal to 10% to 14% of net sales for
products above and beyond the initial existing sales amounts. In addition, the Company was required to make periodic milestone payments to certain organizations in
shares of the Company’s restricted common stock if net sales in the assigned territory reach certain future levels by the end of their terms. Commission expenses of
$0 and $130,000 were incurred under these agreements for commission expenses during the three and nine months ended September 30, 2023, respectively.
 
Contract Manufacturing
 
The Company has entered into manufacturing agreements with respect to third-party contract manufacturers for its FDA approved pharmaceutical products. Some of
these contract manufacturing agreements require minimum annual order amounts. The Company has committed to pay approximately $2,728,000 related to contract
manufacturing agreements for the year ending December 31, 2024.
 
NOTE 15. SEGMENTS AND CONCENTRATIONS
 
Prior to the three months ended September 30, 2024, the Company operated its business on the basis of a single reportable segment due to the lack of discrete,
precise financial information available to the chief operating decision maker (“CODM”). The CODM does not review segment assets when assessing segment
performance and deciding how to allocate resources. During the three months ended September 30, 2024, refinements were made to the financial reporting information
and the Company began reporting on two reportable segments which were generally determined based on the decision-making structure of the Company and the
grouping of similar products and services: Branded and ImprimisRx.
 
 ● The Branded segment includes activities of our FDA approved ophthalmology pharmaceutical products, including the out-licensing of rights to certain of

our branded products.
   
 ● The ImprimisRx segment represents activities in our ophthalmology-focused pharmaceutical compounding business.
 
Segment contribution for the segments represents net revenues less cost of sales, certain general and administrative expenses, selling and marketing expenses, and
research and development expenses. The Company does not evaluate the following items at the segment level:
 
 ● Selling, general and administrative expenses that result from shared infrastructure, including certain expenses associated with legal matters, public company

costs (e.g. investor relations), board of directors and principal executive officers and other like shared expenses.
   
 ● Operating expenses within selling, general and administrative expenses that result from the impact of corporate initiatives. Corporate initiatives primarily

include integration, restructuring, acquisition and other shared costs.
   
 ● Other select revenues and operating expenses including research and development expenses, amortization, and asset sales and impairments, net as not all

such information has been accounted for at the segment level, or such information has not been used by all segments.
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Segment net revenues, segment operating expenses and segment contribution information consisted of the following:
 

  Three Months Ended September 30, 2024  
  Branded   ImprimisRx   Consolidated  
Product sales, net  $ 28,314,000  $ 20,705,000  $ 49,019,000 
Other revenues   238,000   -   238,000 

Total revenues   28,552,000   20,705,000   49,257,000 
Cost of sales   (5,169,000)   (6,849,000)   (12,018,000)
Gross profit   23,383,000   13,856,000   37,239,000 
Operating expenses:             

Selling, general and administrative   14,038,000   5,427,000   19,465,000 
Research and development   212,000   84,000   296,000 

Segment contribution  $ 9,133,000  $ 8,345,000   17,478,000 
Corporate         14,180,000 
Research and development           1,977,000 
Income from operations          $ 1,321,000 
 

  Three Months Ended September 30, 2023  
  Branded   ImprimisRx   Consolidated  
Product sales, net  $ 12,040,000  $ 19,769,000  $ 31,809,000 
Other revenues   2,456,000   -   2,456,000 

Total revenues   14,496,000   19,769,000   34,265,000 
Cost of sales   (3,335,000)   (6,732,000)   (10,067,000)
Gross profit   11,161,000   13,037,000   24,198,000 
Operating expenses:             

Selling, general and administrative   1,930,000   7,703,000   9,633,000 
Research and development   37,000   159,000   196,000 

Segment contribution  $ 9,194,000  $ 5,175,000   14,369,000 
Corporate         11,400,000 



Research and development           1,225,000 
Income from operations          $ 1,744,000 
 

  Nine Months Ended September 30, 2024  
  Branded   ImprimisRx   Consolidated  
Product sales, net  $ 69,395,000  $ 63,003,000  $ 132,398,000 
Other revenues   385,000   -   385,000 

Total revenues   69,780,000   63,003,000   132,783,000 
Cost of sales   (14,406,000)   (20,704,000)   (35,110,000)
Gross profit   55,374,000   42,299,000   97,673,000 
Operating expenses:             

Selling, general and administrative   36,034,000   17,364,000   53,398,000 
Research and development   321,000   261,000   582,000 

Segment contribution  $ 19,019,000  $ 24,674,000   43,693,000 
Corporate         40,877,000 
Research and development           6,893,000 
Loss from operations          $ (4,077,000)
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  Nine Months Ended September 30, 2023  
  Branded   ImprimisRx   Consolidated  
Product sales, net  $ 21,829,000  $ 59,975,000  $ 81,804,000 
Other revenues   12,034,000   -   12,034,000 

Total revenues   33,863,000   59,975,000   93,838,000 
Cost of sales   (8,396,000)   (19,942,000)   (28,338,000)
Gross profit   25,467,000   40,033,000   65,500,000 
Operating expenses:             

Selling, general and administrative   4,797,000   23,334,000   28,131,000 
Research and development   37,000   560,000   597,000 

Segment contribution  $ 20,633,000  $ 16,139,000   36,772,000 
Corporate         28,747,000 
Research and development           2,719,000 
Income from operations          $ 5,306,000 
 
All revenue is attributable to the United States. All long-lived assets at September 30, 2024 and December 31, 2023 were located in the United States.
 
Revenues by segment are further described as follows:
 
  For the Three Months Ended   For the Nine Months Ended  
  September 30,   September 30,  
  2024      2023      2024      2023     
IHEEZO  $12,882,000   26% $ 5,927,000   17% $ 26,498,000   20% $10,073,000   11%
VEVYE   5,186,000   11%  -   -%  12,099,000   9%  -   -%
Other products (Anterior
Segment)   10,256,000   21%  6,605,000   19%  30,808,000   23%  13,205,000   14%
Other revenue, net   228,000   0%  1,964,000   6%  375,000   0%  10,585,000   11%
Branded revenue, net   28,552,000   58%  14,496,000   42%  69,780,000   53%  33,863,000   36%
ImprimisRx revenue, net   20,705,000   42%  19,769,000   58%  63,003,000   47%  59,975,000   64%
Total revenues, net  $49,257,000   100% $34,265,000   100% $132,783,000   100% $93,838,000   100%
 
Other than IHEEZO, VEVYE, and one ImprimisRx product, no other products accounted for more than 10% of total revenues for the periods presented.
 
Customer and Supplier Concentrations
 
Substantially all of the Company’s Branded sales are made to a third-party logistics wholesaler who sells the products to the end-user. There were no customers who
comprised more than 10% of ImprimisRx revenues for the three and nine months ended September 30, 2024 and 2023.
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As of September 30, 2024 and December 31, 2023, accounts receivable from a single customer accounted for 64% and 80%, respectively, of total consolidated
accounts receivable. For the three and nine months ended September 30, 2024, revenues from a single customer accounted for 46% and 42%, respectively, of total
consolidated revenues. For the three and nine months ended September 30, 2023, revenues from a single customer accounted for 35% and 23%, respectively, of total
consolidated revenues.
 
The Company receives its active pharmaceutical ingredients from three main suppliers. These suppliers collectively accounted for 50% and 51% of active
pharmaceutical ingredient purchases during the three and nine months ended September 30, 2024, respectively, and 96% and 79% during the same periods in 2023,
respectively.
 
NOTE 16. SUBSEQUENT EVENTS
 
The Company has performed an evaluation of events occurring subsequent to September 30, 2024 through the filing date of this Quarterly Report on Form 10-Q.
Based on its evaluation, no events other than those described below need to be disclosed.
 



In October 2024, the Company entered into the Second Amendment to Credit Agreement and Guaranty with Oaktree (“Second Amendment”). Upon satisfaction of
certain conditions to funding, the Company drew down the principal amount of $30,000,000 (the “$30,000,000 Draw”) under a pre-existing commitment under the
Oaktree Loan to partially fund a one-time milestone payment to Novartis Technology, LLC and Novartis Innovative Therapies AG (together, “Novartis”). Under its
asset purchase agreement with Novartis, the Company made a one-time milestone payment to Novartis equal to $37,000,000 upon the commercial availability of
TRIESENCE, which the Company paid in October 2024. In connection with the Second Amendment, the Company incurred approximately $150,000 of costs. In
connection with the Second Amendment and following the $30,000,000 Draw, the Company has drawn down a total principal loan amount of $107,500,000 under the
Oaktree Loan and no additional principal loan amount remains available to the Company under the Oaktree Loan.
 
In November 2024, the Company became aware of a cybersecurity incident that involved unauthorized access of an employee’s email account. Through this
unauthorized access the threat actor was able to fraudulently divert Company funds to its bank account. The Company, along with its external cybersecurity experts,
is continuing to work diligently to fully investigate and assess the impact of the incident and has notified, and is cooperating with, federal law enforcement. As the
investigation of the incident is ongoing, the full scope, nature and impact of the incident are not yet fully known.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

 
The following discussion and analysis of our financial condition and results of operations should be read in conjunction with our unaudited condensed

consolidated financial statements and the related notes thereto contained in Part I, Item 1 of this Quarterly Report on Form 10-Q (this “Quarterly Report”). Our
condensed consolidated financial statements have been prepared and, unless otherwise stated, the information derived therefrom as presented in this discussion
and analysis is presented, in accordance with accounting principles generally accepted in the United States of America (“GAAP”).

 
The information contained in this Quarterly Report is not a complete description of our business or the risks associated with an investment in our

common stock. We urge you to carefully review and consider the various disclosures made by us in this Quarterly Report and in our other reports filed with the
U.S. Securities and Exchange Commission (the “SEC”), including our Annual Report on Form 10-K for the fiscal year ended December 31, 2023 and subsequent
reports, which discuss our business in greater detail. As used in this discussion and analysis, unless the context indicates otherwise, the terms the “Company,”
“Harrow,” “we,” “us” and “our” refer to Harrow, Inc. and its consolidated subsidiaries, including ImprimisRx, LLC, ImprimisRx NJ, LLC dba ImprimisRx,
Imprimis NJOF, LLC, Harrow IP, LLC and Harrow Eye, LLC. In this discussion and analysis, we refer to our consolidated subsidiaries ImprimisRx, LLC,
ImprimisRx NJ, LLC and Imprimis NJOF, LLC collectively as “ImprimisRx.”

 
In addition to historical information, the following discussion contains forward-looking statements regarding future events and our future performance.

In some cases, you can identify forward-looking statements by terminology such as “will,” “may,” “should,” “expects,” “plans,” “anticipates,” “believes,”
“estimates,” “predicts,” “forecasts,” “potential” or “continue” or the negative of these terms or other comparable terminology. All statements made in this
Quarterly Report other than statements of historical fact are forward-looking statements. These forward-looking statements involve risks and uncertainties and
reflect only our current views, expectations and assumptions with respect to future events and our future performance. If risks or uncertainties materialize or
assumptions prove incorrect, actual results or events could differ materially from those expressed or implied by such forward-looking statements. Risks that could
cause actual results to differ from those expressed or implied by the forward-looking statements we make include, among others, risks related to: liquidity or
results of operations; our ability to successfully implement our business plan, develop and commercialize our products, product candidates and proprietary
formulations in a timely manner or at all, identify and acquire additional products, manage our pharmacy operations, service our debt, obtain financing
necessary to operate our business, recruit and retain qualified personnel, manage any growth we may experience and successfully realize the benefits of our
previous acquisitions and any other acquisitions and collaborative arrangements we may pursue; competition from pharmaceutical companies, outsourcing
facilities and pharmacies; general economic and business conditions, including inflation and supply chain challenges; regulatory and legal risks and
uncertainties related to our pharmacy operations and the pharmacy and pharmaceutical business in general; physician interest in and market acceptance of our
current and any future formulations and compounding pharmacies generally; and the other risks and uncertainties described under the heading “Risk Factors”
in Part II, Item 1A of this Quarterly Report and in our other filings with the SEC. You should not place undue reliance on forward-looking statements. Forward-
looking statements speak only as of the date they are made and, except as required by law, we undertake no obligation to revise or publicly update any forward-
looking statement for any reason.

 
Overview

 
We are a leading eyecare pharmaceutical company engaged in the discovery, development, and commercialization of innovative ophthalmic pharmaceutical

products for the U.S. market. Harrow helps U.S. eyecare professionals preserve the gift of sight by making its comprehensive portfolio of prescription and non-
prescription pharmaceutical products accessible and affordable to millions of Americans each year. We own commercial rights to one of the largest portfolios of
branded ophthalmic pharmaceutical products in North America, all of which are marketed under the Harrow name. We also own and operate ImprimisRx, one of the
nation’s leading ophthalmology-focused pharmaceutical-compounding businesses.

 
Factors Affecting Our Performance

 
We believe the primary factors affecting our performance are (1) our ability to increase revenues of our branded pharmaceutical products, proprietary

compounded formulations and certain non-proprietary products, and grow and gain operating efficiencies in our operations, (2) potential and ongoing regulatory-
related restrictions, (3) our ability to optimize pricing and obtain reimbursement options for our drug products, and continue to pursue development and
commercialization opportunities for certain of our ophthalmology and other assets that we have not yet made commercially available. We believe we have built a
tangible and intangible infrastructure that will allow us to scale revenues efficiently in the near and long-term. All of these activities will require significant costs and
other resources, which we may not have or be able to obtain from operations or other sources. See “Liquidity and Capital Resources” below.
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Recent Developments

 
The following is a summary of selected significant developments affecting our business that occurred since December 31, 2023. For additional

developments, see our Annual Report on Form 10-K for the year ended December 31, 2023.
 
Cybersecurity Incident
 

In November 2024, we became aware of a cybersecurity incident that involved unauthorized access of an employee’s email account. Through this
unauthorized access the threat actor was able to fraudulently divert Company funds to its bank account. We detected the incident in a time that management believes
minimized any financial, operational or reputational risk to the Company, we believe this early detection will result in an immaterial impact to the Company’s financial
results and at no point was our ability to generate revenues disrupted. We, along with our external cybersecurity experts, are continuing to work diligently to fully



investigate and assess the impact of the incident and we have notified, and are cooperating with, federal law enforcement. As the investigation of the incident is
ongoing, the full scope, nature and impact of the incident are not yet fully known.
 
TRIESENCE Re-Launch, Oaktree Second Amendment and Draw

 
In October 2024, we announced the re-launch of TRIESENCE following the successful manufacturing of three process performance qualification batches of

the product. In connection with the re-launch, during October 2024 we made a one-time payment of $37,000,000 to Novartis Technology, LLC and Novartis Innovative
Therapies AG (together, “Novartis”) pursuant to terms of an asset purchase agreement between Novartis and the Company. Also, during October 2024, we entered
into the Second Amendment (the “Second Amendment”) to the Credit Agreement and Guaranty originally entered into on March 27, 2023, as amended by that certain
First Amendment to Credit Agreement and Guaranty and Consent, dated as of July 18, 2023 (as amended, the “Oaktree Loan”), with the lenders from time to time party
thereto and Oaktree Fund Administration, LLC, as administrative agent for the lenders (“Oaktree”). Upon satisfaction of certain conditions to funding, the Company
drew down the principal amount of $30,000,000 (the “$30,000,000 Draw”) under a pre-existing commitment under the Oaktree Loan to partially fund the one-time
payment to Novartis.

 
In the Second Amendment, the Company and Oaktree agreed to certain changes to the Oaktree Loan in connection with the Company’s draw under the

Oaktree Loan. Pursuant to the amendment, Oaktree agreed to waive any make-whole costs associated with the $30,000,000 Draw in the event of early repayment of the
debt under the Oaktree Loan if paid before March 31, 2025. In addition, Oaktree agreed to exclude the $30,000,000 Draw from the calculation of the Total Leverage
Ratio as defined in the Oaktree Loan. No other material changes to the Oaktree Loan were provided in the Second Amendment.

 
Following entry into the Second Amendment and the funding of the Novartis milestone payment, the Company has drawn down a total principal loan

amount of $107,500,000 under the Oaktree Loan and no additional principal loan amount remains available to the Company under the Oaktree Loan.
 

Apotex - Canadian Out-License
 
In February 2024, we entered into a license and supply agreement with Apotex Inc. (“Apotex”). Under the terms of the agreement, Apotex licensed exclusive

rights and marketing authorizations of the following products in the Canadian market from Harrow: VERKAZIA (cyclosporine ophthalmic emulsion) 0.1% and
Cationorm PLUS. Apotex was also granted a license for products Apotex will pursue approval for in Canada: VEVYE (cyclosporine ophthalmic solution) 0.1%,
IHEEZO (chloroprocaine hydrochloride ophthalmic gel) 3%, and ZERVIATE (cetirizine ophthalmic solution) 0.24% (with VERKAZIA and Cationorm Plus, collectively,
the “Apotex Products”). In exchange for these licenses, Harrow will earn amounts related to manufacturing, regulatory and commercial achievement milestones, in
addition to royalties on net sales of the Apotex Products.

 
IHEEZO Reimbursement

 
In January 2024, we met with the Centers for Medicare & Medicaid Services (“CMS”) to request clarification related to its anesthesia billing policy which has

historically not allowed for the separate billing of anesthesia services in the physician’s office. During the meeting we requested that CMS clarify that J-Code 2403,
IHEEZO’s permanent J-Code, is appropriate to be billed for the anesthesia product itself (i.e., IHEEZO in our case) in the physician office setting. In March 2024, we
received communication from a representative at CMS that the inclusion of J-Code 2403 in CMS’s April 2024 quarterly drug pricing file of the average sales prices
(ASP) of some Medicare Part B-covered drugs and biologicals confirms that IHEEZO is separately payable in the physician office setting.

 
In February 2024, we made a request to CMS to consider increasing the Medically Unlikely Edits (“MUE”) for IHEEZO’s J-Code from 1 to 2. This request

was made because the limitation of one MUE only allowed a single IHEEZO administration (equal to one single-use vial) to be used and billed, while many
ophthalmologists perform bilateral ocular procedures, which would require two vials of IHEEZO to be used. On March 20, 2024, we received communication from the
National Correct Coding Initiative (NCCI) program of CMS stating that CMS decided to increase the MUE for IHEEZO’s J-Code (J2403) from 1 to 2. The MUE edit was
made effective on July 1, 2024.
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VEVYE U.S. Launch

 
In January 2024, we launched VEVYE (cyclosporine ophthalmic solution) 0.1%, the first and only water-free cyclosporine dissolved in a semifluorinated

alkane approved to treat both the signs and symptoms of dry eye disease in the U.S. We partnered with various entities including PhilRx, Apollo Care and PARx
Solutions to enhance our market and patient access program for VEVYE.

 
Results of Operations

 
The following period-to-period comparisons of our financial results for the three and nine months ended September 30, 2024 and 2023 are not necessarily

indicative of results for any future period.
 

Revenues
 
Our revenues include amounts recorded from sales of proprietary compounded formulations, sales of branded products to wholesalers through a third-party

logistics facility, commissions from third parties and revenues received from royalty payments owed to us pursuant to out-license arrangements. The following
presents our revenues:
 
  For the Three Months Ended      For the Nine Months Ended     
  September 30,   $   September 30,   $  
  2024   2023   Variance   2024   2023   Variance  

IHEEZO  $ 12,882,000  $ 5,927,000  $ 6,955,000  $ 26,498,000  $ 10,073,000  $ 16,425,000 
VEVYE   5,186,000   -   5,186,000   12,099,000   -   12,099,000 
Other branded products (Anterior Segment)   10,256,000   6,605,000   3,651,000   30,808,000   13,205,000   17,603,000 
Other revenues, net   228,000   1,964,000   (1,736,000)   375,000   10,585,000   (10,2109,000)

Branded revenue, net   28,552,000   14,496,000   14,056,000   69,780,000   33,863,000   35,917,000 
ImprimisRx revenue, net   20,705,000   19,769,000   936,000   63,003,000   59,975,000   3,028,000 
Total revenues, net  $49,257,000  $34,265,000  $14,992,000  $132,783,000  $93,838,000  $ 38,945,000 
 
Cost of Sales

 
Our cost of sales includes direct and indirect costs to manufacture formulations and products, including active pharmaceutical ingredients, personnel costs,

packaging, storage, royalties, shipping and handling costs, manufacturing equipment and tenant improvements depreciation, the write-off of obsolete inventory,



amortization of acquired product NDAs, and other related expenses.
 
Branded

 
The following presents our Branded cost of sales:
 

   For the Three Months Ended      For the Nine Months Ended     
   September 30,   $   September 30,   $  
   2024   2023   Variance   2024   2023   Variance  
Cost of sales   $ 5,169,000  $ 3,335,000  $ 1,834,000  $ 14,406,000  $ 8,396,000  $ 6,010,000 

 
The increase in our Branded cost of sales was largely attributable to expenses associated with unit volumes sold.
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ImprimisRx
 

The following presents our ImprimisRx cost of sales:
 

  For the Three Months Ended      For the Nine Months Ended     
  September 30,   $   September 30,   $  
  2024   2023   Variance   2024   2023   Variance  
Cost of sales  $ 6,849,000  $ 6,732,000  $ 117,000  $ 20,704,000  $ 19,942,000  $ 762,000 

 
The increase in our ImprimisRx cost of sales was largely attributable to expenses associated with unit volumes sold and increased direct and indirect costs

associated with production of our products.
 
Gross Profit and Margin
 
Branded
 
  For the Three Months Ended      For the Nine Months Ended     
  September 30,   $   September 30,   $  
  2024   2023   Variance   2024   2023   Variance  
Gross Profit  $ 23,383,000  $ 11,161,000  $ 12,222,000  $ 55,374,000  $ 25,467,000  $ 29,907,000 
Gross Margin   81.9%  77.0%  4.9%  79.4%  75.2%  4.2%

 
The increase in Branded gross margin between the three and nine months ended September 30, 2024 and 2023 was primarily attributable to an increase in

sales reducing the impact of our fixed expenses, such as license amortization.
 

ImprimisRx
 
  For the Three Months Ended      For the Nine Months Ended     
  September 30,   $   September 30,   $  
  2024   2023   Variance   2024   2023   Variance  
Gross Profit  $ 13,856,000  $ 13,037,000  $ 819,000  $ 42,299,000  $ 40,033,000  $ 2,266,000 
Gross Margin   66.9%  65.9%  1.0%  67.1%  66.7%  0.4%
 
Selling, General and Administrative Expenses
 

Our selling, general and administrative expenses include personnel costs, including wages and stock-based compensation, corporate facility expenses, and
investor relations, consulting, insurance, filing, legal and accounting fees and expenses as well as costs associated with our marketing activities and sales of our FDA
approved, proprietary compounded formulations and other non-proprietary pharmacy products and formulations.
 
  For the Three Months Ended      For the Nine Months Ended     
  September 30,   $   September 30,   $  
  2024   2023   Variance   2024   2023   Variance  
Selling, general and administrative  $ 33,645,000  $ 21,033,000  $ 12,612,000  $ 94,275,000  $ 56,878,000  $ 37,397,000 
 

The increase in selling, general and administrative expenses between periods was primarily attributable to an increase in expenses including regulatory
enhancements, costs to support the transition of recent product acquisitions, and an increase in expenses related to the addition of new employees in sales,
marketing and other departments to support current and expected growth, including the commercial launch of VEVYE in December 2023. Stock-based compensation
expense increased by $1,227,000 during the nine months ended September 30, 2024 compared to the prior year period.
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Research and Development Expenses

 
Our research and development (“R&D”) expenses primarily include personnel costs, including wages and stock-based compensation, expenses related to

the development of intellectual property, investigator-initiated research and evaluations, formulation development, and other costs related to the clinical development
of our assets.
 
  For the Three Months Ended    For the Nine Months Ended   
  September 30,  $  September 30,  $
  2024  2023  Variance  2024  2023  Variance



Research and development $ 2,273,000 $ 1,421,000 $ 852,000 $ 7,475,000 $ 3,316,000 $ 4,159,000

 
The increase in R&D expenses between periods was primarily attributable to activity related to our expanded branded product portfolio, technical transfer

activities associated with the production of certain products related to our product acquisitions that occurred in 2023, product development efforts, product
launches, and clinical and medical support.
 
Interest Expense, Net

 
Interest expense, net was $5,525,000 and $16,411,000 for the three and nine months ended September 30, 2024, respectively, compared to $5,749,000 and

$16,200,000 for the same periods in 2023, respectively. The decrease during the three months ended September 30, 2024 compared to the same period in 2023 was
primarily the result of increased interest income earned. The increase during the nine months ended September 30, 2024 compared to the same period in 2023 was
primarily the result from the increase in the outstanding principal amount of our debt obligations.

 
Investment (Loss) Gain from Eton

 
During the nine months ended September 30, 2024, we recorded a loss of $3,171,000 related to the change in fair market value of Eton’s common stock at the

time of its sale, including trading expenses and commissions of approximately $436,000, compared to a gain of $1,348,000 and gain of $2,676,000 during the three and
nine months ended September 30, 2023, respectively.

 
Loss on Extinguishment of Debt

 
During the nine months ended September 30, 2023, we recorded a loss on extinguishment of debt of $5,465,000, related to the early payoff of a loan.
 

Other Income, Net
 
During the three and nine months ended September 30, 2024, we recorded other income of $4,000 and $76,000, respectively, related to a sublease of lab and

office space in Nashville. During the three and nine months ended September 30, 2023, we recorded other expense, net of $195,000 and $344,000, respectively, related
primarily to transition services and write-off of inventories associated with the divestment of our non-ophthalmology business.

 
Liquidity and Capital Resources
 
Liquidity

 
Our cash on hand at September 30, 2024 was $72,601,000, compared to $74,085,000 at December 31, 2023.
 
In October 2024, we made a one-time payment of $37,000,000 upon the achievement of a milestone associated with one of our asset purchase agreements

which was funded, in part, from our availability under the delayed draw commitments of our Oaktree debt facility.
 
As of the date of this Quarterly Report, we believe that our cash and cash equivalents will be sufficient to sustain our planned level of operations and capital

expenditures for at least the next 12 months. In addition, we may consider the sale of certain assets including, but not limited to, part of, or all of, our investments in
Surface Ophthalmics, Inc. (“Surface”) and Melt Pharmaceuticals, Inc. (“Melt”) and any of our consolidated subsidiaries. However, we may pursue acquisitions of
revenue generating products or drug candidates or other strategic transactions that involve large expenditures or we may experience growth more rapidly or on a
larger scale than we expect, any of which could result in the depletion of capital resources more rapidly than anticipated and could require us to seek additional
financing to support our operations.
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We expect to use our current cash position and funds generated from our operations and any financing to pursue our business plan, which includes

developing and commercializing drug candidates, compounded formulations and technologies, integrating and developing our operations, pursuing potential future
strategic transactions as opportunities arise, including potential acquisitions of additional drug products, drug candidates, and/or assets or technologies,
pharmacies, outsourcing facilities, drug company and manufacturers, and otherwise fund our operations. We may also use our resources to conduct clinical trials or
other studies in support of our formulations or any drug candidate for which we pursue FDA approval, to pursue additional development programs or to explore
other development opportunities.
 
Net Cash Flow

 
The following provides detailed information about our net cash flows:
 

  For the Nine Months Ended September 30, 
  2024   2023  
Net cash (used in) provided by:         

Operating activities  $ (4,423,000)  $ (4,856,000)
Investing activities   4,396,000   (152,350,000)
Financing activities   (1,457,000)   126,546,000 

Net change in cash and cash equivalents   (1,484,000)   (30,660,000)
Cash and cash equivalents at beginning of the period   74,085,000   96,270,000 
Cash and cash equivalents at end of the period  $ 72,601,000  $ 65,610,000 
 
Operating Activities

 
Net cash used in operating activities during the nine months ended September 30, 2024 was $(4,423,000) compared to $(4,856,000) during the same period in

the prior year. The decrease in net cash used in operating activities between the periods was mainly attributed to changes in our working capital balances including
accounts receivable, accounts payable, prepaid expenses and inventories.
 
Investing Activities

 
Net cash provided by (used in) investing activities during the nine months ended September 30, 2024 was $4,396,000 compared to $(152,350,000) during the

same period in the prior year. Cash used in investing activities in 2023 was primarily related to the acquisition of branded products completed in 2023. Cash provided



by investing activities in 2024 was primarily related to the sale of our investment in Eton.
 
Financing Activities

 
Net cash (used in) provided by financing activities during the nine months ended September 30, 2024 and 2023 was $(1,457,000) and $126,546,000,

respectively. Cash used in financing activities during the nine months ended September 30, 2024 was primarily related to payment of payroll taxes upon vesting of
RSUs in exchange for shares withheld from employees. Cash provided by financing activities during the nine months ended September 30, 2023 was primarily related
to proceeds received from the sale of notes and common stock in our 2023 capital markets transactions and entering into loan arrangements, offset by repayment of
the B. Riley senior secured note and payment of payroll taxes upon vesting and exercise of equity instruments in exchange for shares withheld from employees.

 
Sources of Capital

 
Our principal sources of cash have consisted of sales of our common stock, debt issuances, sales of our investments, and on an annual basis (e.g. for the

year ended December 31, 2023) cash generated from operating activities. We may also sell some or all of our ownership interests in Surface, Melt or our other
subsidiaries.
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We may acquire new products, product candidates and/or businesses and, as a result, we may need significant additional capital to support our business

plan and fund our proposed business operations. We may receive additional proceeds from the exercise of stock options that are currently outstanding. We may also
seek additional financing from a variety of sources, including other equity or debt financings, funding from corporate partnerships or licensing arrangements, sales of
assets or any other financing transaction. If we issue equity or convertible debt securities to raise additional funds, our existing stockholders may experience
substantial dilution, and the newly issued equity or debt securities may have more favorable terms or rights, preferences and privileges senior to those of our existing
stockholders. If we raise additional funds through collaboration or licensing arrangements or sales of assets, we may be required to relinquish potentially valuable
rights to our product candidates or proprietary technologies or formulations, or grant licenses on terms that are not favorable to us. If we raise funds by incurring
additional debt, we may be required to pay significant interest expenses and our leverage relative to our earnings or to our equity capitalization may increase.
Obtaining commercial loans, assuming they would be available, would increase our liabilities and future cash commitments and may impose restrictions on our
activities, such as the financial and operating covenants. Further, we may incur substantial costs in pursuing future capital and/or financing transactions, including
investment banking fees, legal fees, accounting fees, printing and distribution expenses and other costs. We may also be required to recognize non-cash expenses in
connection with certain securities we may issue, such as convertible notes and warrants, which would adversely impact our financial results.

 
We may be unable to obtain financing when necessary as a result of, among other things, our performance, general economic conditions, conditions in the

pharmaceuticals and pharmacy industries, or our operating history, including our past bankruptcy proceedings. In addition, the fact that we have a limited history of
profitability could further impact the availability or cost to us of future financings. As a result, sufficient funds may not be available when needed from any source or,
if available, such funds may not be available on terms that are acceptable to us. If we are unable to raise funds to satisfy our capital needs when needed, then we may
need to forego pursuit of potentially valuable development or acquisition opportunities, we may not be able to continue to operate our business pursuant to our
business plan, which would require us to modify our operations to reduce spending to a sustainable level by, among other things, delaying, scaling back or
eliminating some or all of our ongoing or planned investments in corporate infrastructure, business development, sales and marketing and other activities, or we may
be forced to discontinue our operations entirely.
 
Recently Issued and Adopted Accounting Pronouncements
 

See Note 2 to our unaudited condensed consolidated financial statements included in this Quarterly Report.
 

Item 3. Quantitative and Qualitative Disclosures About Market Risk
 
Not applicable.

 
Item 4. Controls and Procedures
 
Evaluation of Disclosure Controls and Procedures

 
We maintain disclosure controls and procedures that are designed to ensure that information required to be disclosed in our reports filed or submitted

pursuant to the Securities Exchange Act of 1934, as amended (the “Exchange Act”), is recorded, processed, summarized and reported within the time periods
specified in the rules and forms of the SEC, and that such information is accumulated and communicated to our management, including our principal executive officer
and principal financial officer, as appropriate, to allow for timely decisions regarding required disclosure.

 
Under the supervision and with the participation of our principal executive officer and principal financial officer, our management conducted an evaluation of

our disclosure controls and procedures, as such term is defined under Rule 13a-15(e) promulgated under the Exchange Act, as they existed on September 30, 2024.
Based on this evaluation, our principal executive officer and principal financial officer have concluded that our disclosure controls and procedures were effective to
achieve their stated purpose as of September 30, 2024, the end of the period covered by this Quarterly Report.
 
Changes in Internal Control over Financial Reporting

 
There has been no change in our internal control over financial reporting (as defined in Rule 13a-15(f) under the Exchange Act) during the quarter ended

September 30, 2024, that has materially affected, or is reasonably likely to materially affect, our internal control over financial reporting.
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PART II
OTHER INFORMATION

 
Item 1. Legal Proceedings

 
See Note 14 to our unaudited condensed consolidated financial statements included in this Quarterly Report for information on various legal proceedings,

which is incorporated into this Item by reference.
 



Item 1A. Risk Factors
 

In addition to the other information contained in this Quarterly Report you should consider the risk factors below which have been updated based on recent
events as well as the other risk factors and information in our Annual Report on Form 10-K for the year ended December 31, 2023, including our audited financial
statements and the related notes and “Management’s Discussion and Analysis of Financial Condition and Results of Operations.” If any such risks actually occur,
our business, financial condition, results of operations and future growth prospects would likely be materially and adversely affected. In these circumstances, the
market price of our common stock would likely 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.
 
Our business and operations could suffer in the event of cybersecurity or other system failures.
 

Despite the implementation of security measures, our internal computer systems and those of any third parties with which we partner are vulnerable to
damage from computer viruses, unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures. While we have not experienced
any cybersecurity or system failure, accident or breach to date that has been determined to have had a material impact, if a significant event were to occur, it could
result in a material disruption of our operations, substantial costs to rectify or correct the failure, if possible, and potentially violation of HIPAA and other privacy
laws applicable to our operations. For example, the California Consumer Privacy Act (the “CCPA”) became effective on January 1, 2020 and gave California residents
expanded rights to access and require deletion of their personal information, opt out of certain personal information sharing and receive detailed information about
how their personal information is used. The CCPA provides for civil penalties for violations, as well as a private right of action for data breaches that may increase
data breach litigation. Although the CCPA includes exemptions for certain clinical trials data, and HIPAA-protected health information, the law may increase our
compliance costs and potential liability with respect to other personal information we collect about California residents. The CCPA has prompted a number of
proposals for new federal and state privacy legislation. Other countries also have, or are developing, laws governing the collection, use and transmission of personal
information, such as the General Data Protection Regulation (“GDPR”) in the European Union (the “EU”) that became effective in May 2018 and the Personal
Information Protection and Electronic Documents Act that became effective in Canada in April 2000. We anticipate that over time we may expand our business
outside of the United States. With such expansion, we would be subject to increased governmental regulation in the EU countries in which we might operate,
including the GDPR. These laws and similar laws adopted in the future could increase our potential liability, increase our compliance costs and adversely affect our
business. If any disruption or security breach resulted in a loss of or damage to our data or applications or inappropriate disclosure of confidential or protected
information, we could incur liability, further development of our proprietary formulations could be delayed, and our pharmacy operations could be disrupted, subject
to restriction or forced to terminate their operations, any of which could severely harm our business and prospects.
 
A breakdown of our information technology systems, or a cyberattack or information security breach could significantly compromise the confidentiality,
integrity and availability of our information technology systems, network-connected control systems and/or our data, interrupt the operation of our business
and/or affect our reputation.

 
To achieve our business objectives, we rely on sophisticated information technology systems, including hardware, software, technology infrastructure,

online sites and networks for both internal and external operations, mobile applications, cloud services and network-connected control systems, some of which are
managed, hosted, provided or serviced by third parties. Internal or external events that compromise the confidentiality, integrity and availability of our systems and
data may significantly interrupt the operation of our business, result in significant costs and/or adversely affect our reputation.

 
Our information technology systems are highly integrated into our business, including our customer service infrastructure, R&D efforts, clinical and

commercial manufacturing processes and product sales and distribution processes. Further, as the large part of our employees work remotely for some portion of their
jobs, our reliance on our third-party information technology systems has increased substantially and is expected to continue to increase. Remote and hybrid working
arrangements can increase cybersecurity risks due to the challenges associated with managing remote computing assets and security vulnerabilities that are present
in many non-corporate and home networks. The complexity and interconnected nature of software, hardware and our systems make them vulnerable to breakdown or
other service interruptions, and to software errors or defects, misconfiguration and other security vulnerabilities. Upgrades or changes to our systems or the software
that we use have resulted and we expect, in the future, will result in the introduction of new cybersecurity vulnerabilities and risks. Our systems are also subject to
frequent perimeter network reconnaissance and scanning, phishing and other cyberattacks. As the cyber-threat landscape evolves, these attacks are growing in
frequency, sophistication, and intensity, and are becoming increasingly difficult to detect and increasingly sophisticated in using techniques and tools—including
artificial intelligence—that circumvent security controls, evade detection and remove forensic evidence. Such attacks could include the use of harmful and virulent
malware, including ransomware or other denials of service, which can be deployed through various means, including the software supply chain, e-mail, malicious
websites and/or the use of social engineering/phishing.

 
We have experienced attacks against our network, although none that have had a material adverse impact to our business. Recently, in November 2024, we

became aware of a cybersecurity incident that involved unauthorized access of an employee’s email account. Through this unauthorized access the threat actor was
able to fraudulently divert Company funds to its bank account. We detected the incident in a time that management believes minimized the financial, operational or
reputational risk to the Company, and at no point was our ability to generate revenues disrupted. However, we, along with our external cybersecurity experts, are
continuing to work diligently to fully investigate and assess the impact of the incident and have notified, and are cooperating with, federal law enforcement. As the
investigation of the incident is ongoing, the full scope, nature and impact of the incident are not yet fully known.
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There can be no assurance that our efforts to guard against the wide and growing variety of potential attack techniques will be successful. Attacks such as
those experienced by government entities (including those that approve and/or regulate our products) and other multi-national companies, including some of our
peers, could leave us unable to utilize key business systems or access or protect important data, and could have a material adverse effect on our ability to operate our
business, including developing, gaining regulatory approval for, manufacturing, selling and/or distributing our products. For example, in 2017, a pharmaceutical
company experienced a cyberattack involving virulent malware that significantly disrupted its operations, including its research and sales operations and the
production of some of its medicines and vaccines. As a result of the cyberattack, its orders and sales for certain products were negatively affected. In late 2020,
SolarWinds Corporation, a leading provider of software for monitoring and managing information technology infrastructure, disclosed that it had suffered a
cybersecurity incident whereby attackers had inserted malicious code into legitimate software updates for its products that were installed by myriad private and
government customers, enabling the attackers to access a backdoor to such systems. In 2022, Okta, Inc., a provider of software that helps companies manage user
authentication, disclosed that several hundred of its corporate customers were vulnerable to a security breach that allowed attackers to access Okta’s internal
network. Although this breach did not have a significant effect on our business, there can be no assurance that a similar future breach would not result in a material
adverse effect on our business or results of operations.

 
Our systems contain and use a high volume of sensitive data, including intellectual property, trade secrets and other proprietary business information,

financial information, regulatory information, strategic plans, sales trends and forecasts, litigation materials and/or personal identifiable information belonging to us,
our staff, our patients, customers and/or other parties. In some cases, we utilize third-party service providers to collect, process, store, manage or transmit such data,
which have increased our risk. Intentional or inadvertent data privacy or security breaches (including cyberattacks) resulting from attacks or lapses by employees,
service providers (including providers of information technology-specific services), business partners, nation states (including groups associated with or supported
by foreign intelligence agencies), organized crime organizations, “hacktivists” or others, create risks that our sensitive data may be exposed to unauthorized persons,



our competitors or the public. System vulnerabilities and/or cybersecurity breaches experienced by our third-party service providers constitute a substantial share of
the information security risks to our business. There can be no assurance that a cybersecurity incident would not result in a material adverse effect on our business
or results of operations. Further, the timeliness of our awareness of a cybersecurity incident affects our ability to respond to and work to mitigate the severity of such
events.

 
Cyberattackers are also increasingly exploiting vulnerabilities in commercially available software from shared or open-source code. We rely on third party

commercial software that have had and may have such vulnerabilities, but as use of open-source code is frequently not disclosed, our ability to fully assess this risk
to our systems is limited. There can be no assurances that a vulnerability in the software and services that we use would not result in a material adverse effect on our
business or results of operations.

 
Domestic and global government regulators, our business partners, suppliers with whom we do business, companies that provide us or our partners with

business services and companies we have acquired or may acquire face similar risks. Security breaches of their systems or service outages have adversely affected
systems and could, in the future, affect our systems and security, leave us without access to important systems, products, raw materials, components, services or
information, or expose our confidential data or sensitive personal information. An extended service outage affecting these or other vendors, particularly where such
vendor is the single source from which we obtain the services, could have a material adverse effect on our business or results of operations. For example, in February
2024, UnitedHealth Group announced that a suspected nation-state associated cyber security threat actor had gained access to some of the Change Healthcare
(“Change”) information technology systems. Change is the largest clearinghouse for medical claims in the U.S. While Harrow was not directly impacted by this
cybersecurity incident, it was reported that as a reaction to the cybersecurity incident, Change temporarily disconnected over 100 related payment systems and
Change was unable to process medical claims through its primary platforms. This resulted in the delays to the revenue and cash collection cycle for several ASCs and
physician offices, putting a strain on their cash resources. While temporary, the cash constraints for these ASCs and physician offices, we believe, impacted sales of
some of our products, such as IHEEZO, during this disrupted period of time. In addition, we distribute our products in the United States primarily through three
pharmaceutical wholesalers, and a security breach that impairs the distribution operations of our wholesalers could significantly impair our ability to deliver our
products to healthcare providers and patients. There can be no assurance that our cybersecurity risk management program and processes, including our policies,
controls, or procedures, will be effective in protecting our information technology systems and sensitive data.

 
We will continue to experience varying degrees of cyberattacks and other incidents in the future. Even though we continue to invest in the monitoring,

protection and resilience of our critical and/or sensitive data and systems, there can be no assurances that our efforts will detect, prevent or fully recover systems or
data from all breakdowns, service interruptions, attacks and/or breaches of our systems that could adversely affect our business and operations and/or result in the
loss or exposure of critical, proprietary, private, confidential or otherwise sensitive data, which could result in material financial, legal business or reputational harm to
us or negatively affect our stock price. While we maintain cyber-liability insurance, our insurance is not sufficient to cover us against all losses that could potentially
result from a service interruption, breach of our systems or loss of our critical or sensitive data.

 
We are also subject to various laws and regulations globally regarding privacy and data protection, including laws and regulations relating to the collection,

storage, handling, use, disclosure, transfer and security of personal data. The legislative and regulatory environment regarding privacy and data protection is
continuously evolving and developing and the subject of significant attention globally. For example, we are subject to the CCPA, which became effective in January
2020, which can result in substantial penalties for noncompliance. The CCPA was amended in late 2020, to create the California Privacy Rights Act to create opt in
requirements for the use of sensitive personal data and the formation of a new dedicated agency for the enforcement of the law, the California Privacy Protection
Agency. Similar consumer privacy laws went into effect in Virginia, Colorado, Utah, Connecticut and Florida in 2023. Consumer privacy laws were also passed in 11
other states, with the earliest effective dates later this year, and proposed in three additional states. Failure to comply with these current and future laws could result
in significant penalties and reputational harm and could have a material adverse effect on our business and results of operations.
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Item 2. Unregistered Sales of Equity Securities and Use of Proceeds
 

None.
 
Item 3. Defaults Upon Senior Securities
 

Not applicable.
 
Item 4. Mine Safety Disclosures
 

Not applicable.
 
Item 5. Other Information
 

None.
 
Item 6. Exhibits
 
Exhibit
Number  

 
Description

   
10.1*  Second Amendment dated October 25, 2024 to the Credit Agreement and Guaranty dated March 27, 2023 between the Company and Oaktree Fund

Administration, LLC.
   
31.1*  Certification of Mark L. Baum, principal executive officer, pursuant to Rule 13a-14(a) or 15d-14(a) of the Securities and Exchange Act of 1934, as

adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.
   
31.2*  Certification of Andrew R. Boll, principal financial and accounting officer, pursuant to Rule 13a-14(a) or 15d-14(a) of the Securities and Exchange Act

of 1934, as adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.
   
32.1**  Certification pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, executed by Mark L. Baum,

principal executive officer, and Andrew R. Boll, principal financial and accounting officer.
   
101.INS*  Inline XBRL Instance Document - the instance document does not appear in the Interactive Data File because its XBRL tags are embedded within the

Inline XBRL document.
   
101.SCH*  Inline XBRL Taxonomy Extension Schema Document

https://www.sec.gov/Archives/edgar/data/1360214/000149315224045295/ex10-1.htm
https://www.sec.gov/Archives/edgar/data/1360214/000149315224045295/ex31-1.htm
https://www.sec.gov/Archives/edgar/data/1360214/000149315224045295/ex31-2.htm
https://www.sec.gov/Archives/edgar/data/1360214/000149315224045295/ex32-1.htm


   
101.CAL*  Inline XBRL Taxonomy Extension Calculation Linkbase Document
   
101.DEF*  Inline XBRL Taxonomy Extension Definition Linkbase Document
   
101.LAB*  Inline XBRL Taxonomy Extension Label Linkbase Document
   
101.PRE*  Inline XBRL Taxonomy Extension Presentation Linkbase Document
   
104  The cover page from the Company’s Quarterly Report on Form 10-Q for the quarter ended September 30, 2024, has been formatted in Inline XBRL.
 
* 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.

 
 Harrow, Inc.
   
Dated: November 14, 2024 By: /s/ Mark L. Baum
  Mark L. Baum
  Chief Executive Officer and Director
  (Principal Executive Officer)
   
 By: /s/ Andrew R. Boll
  Andrew R. Boll
  Chief Financial Officer (Principal Financial and Accounting Officer)
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