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EXPLANATORY NOTE

 
On July 28, 2024, Collegium Pharmaceutical, Inc. (the “Company”),
entered into an Agreement and Plan of Merger (the “Merger Agreement”) with
Carrera Merger Sub Inc., an exempted company registered
by way of continuation under the laws of the Cayman Islands and wholly owned subsidiary of
the Company (“Merger Sub”), Ironshore
Therapeutics Inc., an exempted company registered by way of continuation under the laws of the Cayman Islands
(“Ironshore”)
and Shareholder Representative Services LLC, a Colorado limited liability company, acting solely in its capacity as the representative,
agent
and attorney-in-fact of the securityholders of the Ironshore. Upon the closing of the acquisition (the “Closing”) on
September 3, 2024 (the “Closing Date”),
Merger Sub merged with and into Ironshore, with Ironshore continuing as the surviving
company and a wholly-owned subsidiary of the Company (the
“Merger”). This Current Report on Form 8-K/A amends and supplements
the Current Report on Form 8-K filed on September 4, 2024 (the
“September Form 8-K”) to provide the financial
information required by Items 9.01(a) and 9.01(b) of Form 8-K.
 
The text of the September Form 8-K is incorporated herein
by reference. Capitalized terms not otherwise defined herein shall have the respective meanings
ascribed to them in the September Form 8-K.
 
The pro forma financial information included in this report has been
presented for informational purposes only. It does not purport to represent the actual
results of operations that the Company and Ironshore
would have achieved had the companies been combined during the periods presented in the pro forma
financial information and is not intended
to project the future results of operations that the combined company may achieve.
 
Item 9.01 Financial Statements and Exhibits.
 
(a) Financial Statements of the Business
Acquired.
 
The audited consolidated financial statements
of Ironshore as of and for the year ended December 31, 2023, the related notes thereto, and related report of
Ernst & Young
LLP, Ironshore’s independent auditors, as set forth in their report thereon, are attached as Exhibit 99.1
to this Form 8-K/A and incorporated
herein by reference.
 
The unaudited consolidated financial statements
of Ironshore as of and for the six months ended June 30, 2024 and the related notes thereto are attached as
Exhibit 99.1 to
this Form 8-K/A and incorporated herein by reference.
 
(b) Pro Forma Financial Information.
 
The unaudited pro forma condensed combined
financial information as of and for the nine months ended September 30, 2024, and for the year ended
December 31, 2023, related
to the Company’s acquisition of Ironshore are attached as Exhibit 99.2 to this Form 8-K/A and incorporated herein by
reference.
 
(d) Exhibits.
 
23.1 Consent of Ernst & Young LLP, independent auditors of Ironshore Therapeutics Inc.
 
99.1 Audited Financial Statements of Ironshore Therapeutics Inc. as of and for the year ended December 31, 2023 and unaudited financial
statements

of Ironshore Therapeutics Inc. as of and for the six months ended June 30, 2024
 
99.2 Unaudited Pro Forma Condensed Combined Financial Information for the year ended December 31, 2023 and the period ended September 30,

2024
 
104 Cover Page Interactive Data File (embedded within the Inline
XBRL document)
 

 



 

 
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
hereunto duly authorized.
 
Dated: November 14, 2024 Collegium Pharmaceutical, Inc.
     
  By: /s/ Colleen Tupper
    Name: Colleen Tupper
    Title: Executive Vice President and Chief Financial Officer
 

 
 
 



Exhibit 23.1
 

Consent of Independent Auditors
 
We consent to the incorporation by reference in Registration Statement
Nos. 333-207744, 333-218767, 333-225498, 333-233092, 333-245649, 333-
258752, 333-266778, 333-273874, and 333-281571 on Form S-8
of Collegium Pharmaceuticals, Inc. of our report dated November 14, 2024, relating to the
consolidated financial statements
of Ironshore Therapeutics, Inc. as of and for the year ended December 31, 2023 appearing in this Current Report on
Form 8-K/A of Collegium Pharmaceuticals, Inc.
 
/s/ Ernst & Young LLP
 
Toronto, Canada
November 14, 2024
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Report of Independent
Auditors

 
To the Shareholders and Board of Directors
of Ironshore Therapeutics, Inc.
 
Opinion on the Consolidated Financial Statements
 
We have audited the accompanying
 balance sheet of Ironshore Therapeutics,  Inc. (the “Company”) as of December  31, 2023, the related consolidated
statements of operations and comprehensive loss, shareholders’ deficit and cash flows for the year ended December  31, 2023,
 and the related notes
(collectively referred to as the “financial statements”).
 
In our opinion, the financial statements present fairly, in all material respects, the financial position of the Company at December 31, 2023 and the
results
of its operations and its cash flows for the year then ended, in accordance with accounting principles generally accepted accounting
in the United States of
America.
 
Basis for Opinion
 
We conducted our audit in accordance with auditing
standards generally accepted in the United States of America (“GAAS”). Our responsibilities under
those standards are further
described in the Auditor’s Responsibilities for the Audit of the Financial Statements section of our report. We are required to
be
independent of the Company and to meet our other ethical responsibilities in accordance with the relevant ethical requirements relating
to our audit. We
believe that the audit evidence we have obtained is sufficient and appropriate to provide a basis for our audit opinion.
 
Responsibilities of Management for the Financial
Statements
 
Management is responsible for the preparation
and fair presentation of the financial statements in accordance with accounting principles generally accepted
in the United States of
America, and for the design, implementation, and maintenance of internal control relevant to the preparation and fair presentation of
financial statements that are free of material misstatement, whether due to fraud or error.
 
In preparing the financial statements, management
 is required to evaluate whether there are conditions or events, considered in the aggregate, that raise
substantial doubt about the Company’s
ability to continue as a going concern for one year after the date that the financial statements are available to be
issued.
 
Auditor’s Responsibilities for the Audit
of the Financial Statements
 
Our objectives are to obtain reasonable assurance
about whether the financial statements as a whole are free of material misstatement, whether due to fraud
or error, and to issue an auditor’s
 report that includes our opinion. Reasonable assurance is a high level of assurance but is not absolute assurance and
therefore is not
a guarantee that an audit conducted in accordance with GAAS will always detect a material misstatement when it exists. The risk of not
detecting a material misstatement resulting from fraud is higher than for one resulting from error, as fraud may involve collusion, forgery,
 intentional
omissions, misrepresentations, or the override of internal control. Misstatements are considered material if there is a substantial
likelihood that, individually
or in the aggregate, they would influence the judgment made by a reasonable user based on the financial
statements.
 
In performing an audit in accordance with GAAS,
we:
 

· Exercise professional judgment and maintain professional skepticism throughout the audit.
 

· Identify and assess the risks of material misstatement of the financial statements, whether due to fraud
or error, and design and perform audit
procedures responsive to those risks. Such procedures include examining, on a test basis, evidence
regarding the amounts and disclosures in the
financial statements.

 

 



 

 
· Obtain an understanding of internal control relevant to the audit in order to design audit procedures
that are appropriate in the circumstances, but

not for the purpose of expressing an opinion on the effectiveness of the Company’s
internal control. Accordingly, no such opinion is expressed.
 

· Evaluate the appropriateness of accounting policies used and the reasonableness of significant accounting
estimates made by management, as well
as evaluate the overall presentation of the financial statements.

 
· Conclude whether, in our judgment, there are conditions or events, considered in the aggregate, that raise
substantial doubt about the Company’s

ability to continue as a going concern for a reasonable period of time.
 
We are required to communicate with those charged
with governance regarding, among other matters, the planned scope and timing of the audit, significant
audit findings, and certain internal
control-related matters that we identified during the audit.
 
/s/ Ernst &
Young LLP
 
Toronto, Canada
November 14, 2024
 

 



 

 
IRONSHORE THERAPEUTICS, INC.
CONSOLIDATED BALANCE
SHEETS

(amounts in thousands,
except share data)
 

    December 31,     June 30,  
    2023     2024  
          (unaudited)  

Assets              
Current assets              

Cash and cash equivalents   $ 1,426    $ 10,785 
Marketable securities     30      30 
Accounts receivable     46,322      54,849 
Prepaid expenses and other current assets     11,209      10,422 
Inventory     5,551      5,473 

Total current assets     64,538      81,559 
Property and equipment     433      582 
Right-of-use assets, net     3,108      2,549 
Total assets   $ 68,079    $ 84,690 
Liabilities and shareholders’ deficit              
Liabilities              
Current liabilities              

Accounts payable and accrued liabilities   $ 78,537    $ 100,354 
Asset backed lending     7,308      12,625 
Current portion of operating lease liabilities     355      211 
Current portion of notes payable     –      5,625 
Current portion of deferred royalty obligation     8,355      10,134 

Total current liabilities     94,555      128,949 
Deferred revenue     –      10,000 
Notes payable, net of current portion     149,936      144,163 
Operating lease liabilities, net of current portion     1,634      1,564 
Deferred royalty obligation, net of current portion     102,633      113,374 
Warrant liability     9,512      8,252 
Derivative liability     –      36,000 
Total liabilities     358,270      442,302 
Shareholders’ deficit              
Common stock, no par value, unlimited authorized, 348,820,766 shares issued and outstanding     –      – 
Additional paid-in capital     197,916      197,916 
Accumulated deficit     (488,107)     (555,528)
Total shareholders’ deficit     (290,191)     (357,612)
Total liabilities and shareholders’ deficit   $ 68,079    $ 84,690 
 

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

 



 

 
IRONSHORE THERAPEUTICS, INC.

CONSOLIDATED STATEMENTS
OF OPERATIONS AND COMPREHENSIVE LOSS
(amounts in thousands)

 
    Year     Six-Months  
    Ended     Ended  
    December 31,     June 30,  
    2023     2024  
          (unaudited)  

Product revenue, net   $ 78,586    $ 43,827 
Cost of product revenue     8,623      5,085 
Gross profit     69,963      38,742 
Operating expenses              

Research and development     5,085      2,776 
Selling, general and administrative     71,610      42,307 

Total operating expenses     76,695      45,083 
Other (expense) income              

Interest expense     (45,545)     (25,389)
Interest income     43      3 
Change in fair value of financial instruments     3,082      (34,545)
Other income     340      – 
Foreign exchange (loss) gain     (27)     3 

Total other (expense) income     (42,107)     (59,928)
Loss before income taxes     (48,839)     (66,269)
Provision for income taxes     969      1,152 
Net loss and comprehensive loss   $ (49,808)   $ (67,421)
 

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

 



 

 
IRONSHORE THERAPEUTICS, INC.

CONSOLIDATED STATEMENTS
OF SHAREHOLDERS’ DEFICIT
(amounts in thousands,
except share data)

 
                Additional           Total  
          Common Stock     Paid-In     Accumulated     Shareholders’  
    Shares     Amount     Capital     Deficit     Deficit  

Balance at January 1, 2023     348,820,766    $             –    $ 197,916    $ (438,299)   $ (240,383)
Net loss     –      –      –      (49,808)     (49,808)
Balance at December 31, 2023     348,820,766      –      197,916      (488,107)     (290,191)
Net loss (unaudited)     –      –      –      (67,421)     (67,421)
Balance at June 30, 2024 (unaudited)     348,820,766    $ –    $ 197,916    $ (555,528)   $ (357,612)
                                    
 

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

 



 

 
IRONSHORE THERAPEUTICS, INC.

CONSOLIDATED STATEMENTS
OF CASH FLOWS
(amounts in thousands)

 
          Six-Months  
    Year     Ended  
    Ended     June 30,  
    December 31,     2024  
    2023     (unaudited)  

Cash flows from operating activities:              
Net loss   $ (49,808)   $ (67,421)
Adjustments for non-cash activities:              

Change in fair value of financial instruments     (3,082)     34,545 
Depreciation expense     120      104 
Amortization expense     27      – 
Non-cash interest expense     29,372      16,276 
Non-cash lease expense     1,081      413 

Changes in operating assets and liabilities:              
Accounts receivable     (13,807)     (8,527)
Prepaid expenses and other current assets     (4,961)     787 
Inventory     (1,133)     78 
Accounts payable and accrued expenses     34,000      21,817 
Deferred revenue     –      10,000 
Operating lease assets and liabilities     267      (68)

Net cash (used in) provided by operating activities     (7,924)     8,004 
Cash flows from investing activities:              
Purchases of property and equipment     (421)     (253)
Net cash used in investing activities     (421)     (253)
Cash flows from financing activities:              
Royalty payments     (6,090)     (3,709)
Net proceeds from asset backed lending     7,308      5,317 
Net cash provided by financing activities     1,218      1,608 
Net (decrease) increase in cash     (7,127)     9,359 
Cash and cash equivalents – beginning of period     8,553      1,426 
Cash and cash equivalents – end of period   $ 1,426    $ 10,785 
               
Supplementary cash flow information:              
Cash paid for interest   $ 15,792    $ 8,177 
Cash paid for income taxes   $ 538    $ 865 
  

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

 



 

 
IRONSHORE THERAPEUTICS, INC.

NOTES TO CONSOLIDATED
FINANCIAL STATEMENTS
(amounts in thousands)

 
1. Nature of the Business
 
Ironshore Therapeutics,  Inc.
 (the “Company”) leveraged the proprietary drug-delivery technology DELEXIS® to develop JORNAY PM®, a novel
formulation
of methylphenidate, a psychostimulant that is used to treat attention-deficit/hyperactivity disorder. JORNAY PM obtained regulatory approval
for sale in the United States on August 9, 2018 and was commercially launched in the first half of 2019.
 
The Company was acquired
by Collegium Pharmaceuticals, Inc. (“Collegium”) on September 3, 2024.
 
The Company’s operations
 are subject to certain risks and uncertainties. The principal risks include inability to continue successfully commercializing
products,
 changing market conditions for products and development of competing products, changing regulatory environment and reimbursement
landscape,
 product-related litigation, manufacture of adequate commercial inventory, inability to secure adequate supplies of active pharmaceutical
ingredients, key personnel retention, protection of intellectual property, patent infringement litigation, and the ability to fund operations
The Company has
funded its operations primarily with proceeds from the sale of equity and debt instruments. The Company has incurred recurring
operating losses since its
inception, including operating losses of $49,808 in the year ended December 31, 2023 and $67,421 in the
six-months ended June 30, 2024. As a result of
the acquisition by Collegium on September 3, 2024, the future viability of the
Company is dependent on the operations and liquidity of its parent company.
 
2. Summary of Significant
Accounting Policies
 
Basis of Presentation
 
The consolidated financial
statements include the accounts of the Company and its wholly owned subsidiaries. All intercompany balances and transactions
have been
eliminated in consolidation.
 
The consolidated financial
 statements have been prepared in conformity with accounting principles generally accepted in the United States of America
(“GAAP”).
Any reference in these notes to applicable guidance is meant to refer to the authoritative United States generally accepted accounting
principles
as found in the Accounting Standards Codification of the Financial Accounting Standards Board (“FASB”).
 
Use of Estimates
 
The preparation of financial
 statements in conformity with GAAP requires management to make estimates and assumptions that affect the reported
amounts of assets and
 liabilities, the disclosure of contingent assets and liabilities at the date of the consolidated financial statements and the reported
amounts of revenue and expenses during the reporting periods. Significant estimates and assumptions reflected in these consolidated financial
statements
include, but are not limited to, revenue recognition, including estimates related to rebates, discounts, incentives, and product
 returns, forecasted sales
projections that affect the fair value of deferred royalty obligations, and significant estimates related to
the fair value of warrant instruments and a change in
control embedded derivative instrument. Assumptions, estimates and judgments are
based on historical experience, expectations, current trends, and other
factors that management believes to be relevant. Estimates are
periodically reviewed in light of changes in circumstances, facts and experience. Changes in
estimates are recorded in the period in which
they become known. Actual results could differ materially from those estimates.
 

 



 

 
Concentrations
of Credit Risk
 
The Company has no significant  off-balance  sheets
 risk, such as foreign exchange contracts, option contracts, or other foreign hedging arrangements.
Financial instruments that potentially
 expose the Company to concentrations of credit risk consist primarily of cash and cash equivalents and accounts
receivable. The Company
maintains deposits in accredited financial institutions in excess of federally insured limits. The Company deposits its cash and
cash
equivalents in financial institutions that it believes have high credit quality and has not experienced any losses on such accounts and
does not believe it
is exposed to any unusual credit risk beyond the normal credit risk associated with commercial banking relationships.
 
For the year ended December 31
,2023 and the six-months ended June 30, 2024, the Company has not experienced any credit losses with respect to the
collection of
its accounts receivable.
 
Fair Value Measurements
 
Certain assets and liabilities
of the Company are carried at fair value under GAAP. Fair value is defined as the exchange price that would be received for an
asset or
paid to transfer a liability (an exit price) in the principal or most advantageous market for the asset or liability in an orderly transaction
between
market participants on the measurement date. Valuation techniques used to measure fair value must maximize the use of observable
inputs and minimize
the use of unobservable inputs. Financial assets and liabilities carried at fair value are to be classified and disclosed
in one of the following three levels of
the fair value hierarchy, of which the first two are considered observable and the last is considered
unobservable:
 
  ·   Level 1—Quoted prices in active markets for identical assets or liabilities.
 

 
·   Level 2—Observable inputs (other than Level 1 quoted prices), such as quoted prices in active markets for similar assets or liabilities, quoted

prices in markets that are not active for identical or similar assets or liabilities, or other inputs that are observable or can be corroborated by
observable market data.

 

  ·   Level 3—Unobservable inputs that are supported by little or no market activity that are significant to determining the fair value of the assets or
liabilities, including pricing models, discounted cash flow methodologies and similar techniques.

 
Unaudited Information
 
The information as of
June 30, 2024 and for the six-month period ended June 30, 2024 is unaudited.
 
Cash and Cash Equivalents
 
The Company considers
all highly liquid investments purchased with original maturities of 90 days or less at acquisition to be cash equivalents. Cash and
cash equivalents include cash held in banks and amounts held in interest-bearing money market accounts. Cash equivalents are carried at
 cost, which
approximates their fair market value.
 
Marketable Securities
 
Marketable securities
consist of highly liquid and rated certificates of deposit with an original maturity date greater than 90 days which are considered
available-for-sale
 investments. The Company records interest earned and net amortization of premiums and discounts on investments within interest
income
on its consolidated statements of operations and comprehensive loss. The Company records unrealized gains (losses) on available-for-sale
debt
securities as a component of accumulated other comprehensive income. Realized gains and losses are determined using the specific
identification method.
 
For available-for-sale
 debt securities with unrealized losses, the Company assesses whether a credit loss allowance is required using an expected loss
model.
This process involves evaluating whether the fair value of an investment is recoverable when compared to its amortized cost. If an increase
in fair
value is observed, the Company may reduce any previously recognized credit losses. In determining whether impairments are other-than-temporary,
 the
Company considers its ability and intention to hold the investment until market price recovery, as well as issuer-specific credit
ratings, historical losses, and
current economic conditions. The Company generally intends to retain investments until their amortized
 cost is recovered has not identified any
investments with other-than-temporary impairment.
 
Inventory
 
Inventories are stated
at the lower of cost or net realizable value. Inventory costs consist of costs related to the manufacturing of the Company’s product,
JORNAY PM, which are primarily the costs of contact manufacturing and active pharmaceutical ingredients. The Company determines the cost
 of its
inventories on a specific identification basis and removes amounts from inventories on a first-in, first-out basis. If the Company
identifies excess, obsolete,
or unsalable items, inventories are written down to their realizable value in the period in which the impairment
is identified. These adjustments are recorded
based upon various factors, including the level of product manufactured by the Company,
 the level of product in the distribution channel, current and
projected demand and the expected shelf-life of the inventory components.
 

 



 

 
Property and Equipment
 
Property and equipment
are recorded at cost. Depreciation and amortization is calculated using the straight-line method over the following estimated useful
lives
of the assets:
 

    Estimated Useful Life
Office and computer equipment   3 years
Leasehold improvements   Lesser of lease term or life of the asset

 
Upon disposal, retirement
or sale, the cost of assets disposed of and the related accumulated depreciation are removed from the accounts and any resulting
gain
or loss is included in the results of operations. Expenditures for repairs and maintenance that do not improve or extend the lives of
the respective assets
are charged to expense as incurred.
 
Impairment of Long-Lived
Assets
 
Long-lived assets consist
 of property and equipment and operating lease right of use assets. Long-lived assets to be held and used are tested for
recoverability
whenever events or changes in business circumstances indicate that the carrying amount of the assets may not be fully recoverable. Factors
that the Company considers in deciding when to perform an impairment review include significant underperformance of the business in relation
 to
expectations, significant negative industry or economic trends and significant changes or planned changes in the use of the assets.
If an impairment review
is performed to evaluate a long-lived asset group for recoverability, the Company compares forecasts of undiscounted
cash flows expected to result from
the use and eventual disposition of the long-lived asset group to its carrying value. An impairment
loss would be recognized when estimated undiscounted
future cash flows expected to result from the use of an asset group are less than
its carrying amount. The impairment loss would be measured as the excess
of the carrying value of the impaired asset group over its fair
value, determined based on discounted cash flows.
 
Debt Arrangements
 
The Company has issued
 notes payable together with freestanding deferred royalty obligations and warrants which include embedded derivatives that
require bifurcation
and separate accounting. Proceeds of these arrangements are allocated to the freestanding deferred royalty obligations and warrants and
the embedded derivatives based on the fair value of such instruments on the issuance date, with the remaining consideration allocated
 to the debt
arrangements. The notes payable are recorded on an amortized cost basis, with interest and financing costs recognized on an
effective interest rate method.
Deferred royalty obligations are adjusted utilizing a cumulative catch-up policy, where the effective
interest rate that was determined at the inception of the
agreements is used to calculate the present value of the estimated remaining
future payments and is adjusted based on changes in anticipated future cash
flows. Warrants and embedded derivatives are recognized at
fair value, with changes in fair value included as other income (expense).
 
Revenue Recognition
 
Revenue is recognized
upon transfer of control of the product to the customer in an amount that reflects the consideration which is expected to be received
in exchange for those goods or services. The determination of the transaction price includes a deduction for discounts, allowances, provisions
 for
chargebacks, other price adjustments and estimates for future rebates and returns. The methodology and assumptions used to estimate
rebates and returns
includes consideration of factors such as contractual terms and historical trends, and includes an assessment of all
available information.
 
Generally, the Company
does not expect that returned product is resalable and, therefore, no value is recorded for potential return of such products. The
Company’s
returns estimates are based on market-related information such as estimated stock levels at distributors and competitor activity, as well
as the
Company’s historical experience relative to the rate of product returns. In certain agreements, the Company agrees to provide
price protection and provide a
credit to the distributor to adjust on-hand, on-order, and in-transit inventory, in the event of a price
reduction. The Company will estimate the amount of
price reduction that may be provided to the distributor at the time the performance
obligation is satisfied. In certain distributor agreements, distributors are
entitled to a discount for prompt payment. The Company will
 consider both historical evidence and known current events when determining if the
transaction price should be reduced. The Company will
reassess the estimated reduction in the transaction price at each reporting period and adjust if any
changes in the estimated discount
differ from the initial estimate.
 

 



 

 
Research and Development
Costs
 
Research and development
 costs are expensed as incurred. Research and development expenses consist of costs incurred in performing research and
development activities,
 including internal costs such as salaries and external cost such as the costs of outside vendors engaged to conduct research and
development. 
The Company records accrued liabilities for estimated ongoing research costs. When evaluating the adequacy of the accrued liabilities,
the
Company analyzes progress of the studies or clinical trials, including the phase or completion of events, invoices received and contracted
costs.
 
Stock-Based Compensation
 
The Company measures
the estimated fair value of the stock-based award on the date of grant and recognizes compensation expense for those awards over
the requisite
service period, which is generally the vesting period of the respective award. The Company has stock-based awards with performance-based
vesting conditions and records the expense for these awards only if it is probable that the performance condition will be met.
 
Income Taxes
 
Deferred tax assets and
liabilities are determined on the basis of the differences between the consolidated financial statements and tax basis of assets and
liabilities
using enacted tax rates in effect for the year in which the differences are expected to reverse. Changes in deferred tax assets and liabilities
are
recorded in the provision for income taxes. The Company assesses the likelihood that its deferred tax assets will be recovered from
future taxable income
and, to the extent it believes, based upon the weight of available evidence, that it is more likely than not that
all or a portion of the deferred tax assets will
not be realized, a valuation allowance is established.
 
The Company accounts
for uncertain tax positions recognized in the consolidated financial statements by prescribing a more-likely-than-not threshold
for
financial statement recognition and measurement of a tax position taken or expected to be taken in a tax return. The provision for
income taxes includes the
effects of any resulting tax reserves, or unrecognized tax benefits, that are considered appropriate as well
as the related net interest and penalties.
 
Leases
 
The Company records lease
assets and liabilities for lease arrangements exceeding a 12-month initial term. At the lease commencement date, the Company
records a
beginning lease liability equal to the present value of minimum lease payments to be made over the lease term discounted using the Company’s
incremental borrowing rate and a corresponding lease asset adjusted for incentives received and initial direct costs. The Company records
operating lease
rent expense in the consolidated statements of operations and comprehensive loss over the lease term.  Variable lease
 costs are not included in the
measurement of the operating lease liability and are recognized in the period in which they are incurred. Leases
with an initial term of 12 months or less, or
short-term leases, are not recorded on the Company’s consolidated balance sheets.
Short-term lease expense is recognized on a straight-line basis over the
lease term. The Company does not have any financing lease arrangements.
 
Comprehensive Income
(Loss)
 
Comprehensive income
(loss) is defined as the change in stockholders’ equity of a business enterprise during a period from transactions and other events
and circumstances from non-owner sources. Comprehensive income (loss) includes net income (loss) as well as other changes in
stockholders’ (deficit)
equity which includes certain changes that are excluded from net income (loss). As there are no items of
other comprehensive income (loss) for the periods
presented, comprehensive loss equals the Company’s net loss for all periods presented.
 
Subsequent Event
Considerations
 
The Company considers
events or transactions that occur after the consolidated balance sheets date but prior to the issuance of the financial statements to
provide additional evidence for certain estimates or to identify matters that require additional disclosure. Subsequent events have been
 evaluated as
required.
 

 



 

 
Recently Issued
Accounting Pronouncements
 
In November  2023,
 the FASB issued ASU 2023-07, Segment Reporting (Topic 280).  The amendments in this update expand segment disclosure
requirements,
 including new segment disclosure requirements for entities with a single reportable segment among other disclosure requirements. This
update is effective for fiscal years beginning after December 15, 2023, and interim periods within fiscal years beginning after December 15,
2024. The
adoption of this standard is not expected to have a material impact on the Company’s consolidated financial statements.
 
In December 2023,
the FASB issued ASU 2023-09, Income Taxes (Topic 740). The amendments in this update expand income tax disclosure requirements,
including additional information pertaining to the rate reconciliation, income taxes paid, and other disclosures. This update is effective
for annual periods
beginning after December  15, 2024. The adoption of this standard is not expected to have a material impact
 on the Company’s consolidated financial
statements.
 
Other recent accounting
pronouncements issued, but not yet effective, are not expected to be applicable to the Company or have a material effect on the
consolidated
financial statements upon future adoption.
 
3. Fair Value of Financial
Assets and Liabilities
 
During the year ended
December 31, 2023 and the six-months ended June 30, 2024, the Company did not transfer any financial assets or liabilities between
levels 1, 2 and 3 of the fair value hierarchy. The following table presents the Company’s financial instruments carried at fair
value using the lowest level
input applicable to each financial instrument as of December 31, 2023 and June 30, 2024 (in thousands):
 
    Total     Level 1     Level 2     Level 3  
December 31, 2023                            
Financial assets                            
Cash equivalents:                            

Money market funds   $ 91    $ 91    $ –    $ – 
Marketable securities:                            

Guaranteed investment certificate     30      30      –      – 
Financial liabilities                            

Warrant liability     9,512      –      –      9,512 
                             

June 30, 2024 (unaudited)                            
Financial assets                            
Cash equivalents:                            

Money market funds   $ 9,596    $ 9,596    $ –    $ – 
Marketable securities:                            

Guaranteed investment certificate     30      30      –      – 
Financial liabilities                            

Warrant liability     8,252      –      –      8,252 
Derivative liability     36,000      –      –      36,000 

 
The Company’s notes
 payable and deferred royalty obligations are not carried at fair value. The notes payable and deferred royalty obligations are
considered
level 2 and level 3 financial liabilities, respectively.
 
The fair value of the
Company’s note payable and deferred royalty obligations approximate the carrying value of such obligations. The fair value of the
Company’s notes payable are based on the interest rates that are available to the Company on each reporting date. The fair value
of the Company’s deferred
royalty obligations is based on the projected royalties to be earned under such arrangements and the interest
rates that are available to the Company on each
reporting date.
 
Valuation of Warrants
 
The Company has previously
issued warrants to acquire 131,049,051 shares of common stock with exercise prices between $0.34 per share and $1.03 per
share.
 

 



 

 
As of December 31,
2023 and June 30, 2024, the estimated fair value of the underlying common stock was $0.50 and $0.54 per share, respectively. The
fair
value of the warrants was calculated using the Black-Scholes option pricing model, which includes assumptions of the fair value of
the underlying common
stock, the risk-free interest rate, volatility, expected term, and expected dividend yield.
 
Valuation of Derivative
Instrument
 
In connection with the
 modification of the deferred royalty obligations in the first quarter of 2024, the Company issued an embedded derivative that
required
a fixed cash payment of $72,135 upon a qualified change of control. At inception, the derivative instrument was estimated to have a de
minumus
value due to the low probability of a qualified change of control occurring. As of June 30, 2024, management estimated that
 the probability of such an
event occurring had increased to 50%, as a sale process of the entity had been initiated. The process was ultimately
completed on September 3, 2024 and
$72,135 was paid upon closing.
 
Changes in Fair Value
of Level 3 Instruments
 
The following table sets forth a summary of
changes in the fair value of the Company’s warrant and derivative liabilities for which fair value is determined
by Level 3
inputs for the year ended December 31, 2023 and the six-months ended June 30, 2024 (in thousands):
 
    Warrant Liability     Derivative
Liability  
Fair value as of January 1, 2023   $ 8,703    $ – 
Change in fair value of financial instrument     809      – 
Fair value as of December 31, 2023     9,512      – 
Issuance of derivative instrument     –      – 
Change in fair value of financial instrument     (1,260)     36,000 
Fair value as of June 30, 2024 (unaudited)   $ 8,252    $ 36,000 
 
4. Cash, Cash Equivalents,
and Marketable Securities
 
Cash equivalents and
marketable securities comprise of the following (in thousands):
 

   
December 31, 

2023    

June 30, 
2024 

(unaudited)  
Money market funds   $ 91    $ 9,596 
Guaranteed investment certificate     30      30 
Total cash equivalents and marketable securities   $ 121    $ 9,626 
 
There are no unrealized
gains or loss related to the marketable securities as the fair value is equal to the amortized cost basis. As of December 31, 2023
and
June 30, 2024, all marketable securities have maturities that expire within one year of the respective reporting date. The Company
has not recorded any
allowances for credit losses associated with the marketable securities during the year ended December 31, 2023
or the six-months ended June 30, 2024.
 
5. Inventory
 
Inventory comprises of
the following (in thousands):
 

   
December 31,

2023    

June 30,

2024 

(unaudited)  
Raw materials   $ 902    $ 672 
Work in process     2,460      1,986 
Finished goods     2,189      2,815 
Total inventory   $ 5,551    $ 5,473 
 
The aggregate charges
related to excess and obsolete inventory during the year ended December 31, 2023 and the six-months ended June 30, 2024, were
$470 and $6, respectively. These expenses were recorded as a component of cost of product revenues.
 

 



 

 
6. Property and Equipment,
Net
 
Property and equipment,
net comprise of the following (in thousands):
 

   
December 31,

2023    

June 30,

2024 

(unaudited)  
Computer equipment   $ 398    $ 649 
Leasehold improvements     1,143      200 
Furniture and fixtures     386      259 
Total property and equipment     1,927      1,108 
Less: accumulated depreciation     1,494      526 
Property and equipment, net   $ 433    $ 582 
 
Depreciation expense
for the year ended December 31, 2023 and the six-months ended June 30, 2024 was $120 and $104, respectively. The Company has
not recorded any impairment losses on long-lived assets during the year ended December 31, 2023 or the six-months ended June 30,
2024.
 
7. Notes Payable,
Deferred Royalty Obligations, Warrants, and Derivative Liability
 
In prior years, the Company
entered into a series of senior secured notes that were issued in conjunction with deferred royalty obligations and warrants for
total
cash proceeds of $150,000. The Company also separately entered into a deferred royalty obligation for total cash proceeds of $72,135.
Each of the
instruments were considered to be separate freestanding instruments which were required to be accounted for separately. The
deferred royalty obligations
and warrants were initially recorded at fair value, and the remaining proceeds were allocated to the note
arrangements.
 
In February 2022,
the Company restructured the notes payable. The Company settled a portion of the outstanding notes for the issuance of equity shares
and
amended the terms, including the interest rate and term, or the remaining notes. The transaction was accounted for as a troubled debt
restructuring,
where the notes were recognized at fair with a corresponding gain. All outstanding warrants were either exercised or were
cancelled as a result of the debt
restructuring. Concurrently the Company secured an asset-backed line of credit and issued warrants to
purchase class common stock. The warrants were
considered to be an issuance cost of the debt transaction and initially recorded at fair
value.
 
In March 2024, the
Company amended the notes payable to defer certain principal payments which were due during the year ended December 31, 2024
until
the year ended December 31, 2026. Also on March 29, 2024, the Company modified one of the deferred royalty obligations to remove
a minimum
royalty obligation in exchange for an increase to the royalty rate. In addition, upon a qualified change of control, a one-time
cash payment of $72,135
would become due, the royalty rate would increase in future periods, and the term of the royalty period would
be extended. The one-time cash payment
upon a qualified change of control was determined to be an embedded derivative which requires bifurcation
and separate accounting. At inception, the
derivative was determined to have a de minimus value due to the low probability of a qualified
financing occurring. Upon the Company’s acquisition by
Collegium on September 4, 2024, the $72,135 payment was made and the
royalty rate was changed to 7.4% for net sales prior to July 1, 2025 and to 9.7%
thereafter through March 2032.
 

 



 

 
Notes Payable
 
The notes payable have
a principal balance of $150,000 and bear interest at 10% per annum. Interest payments are due semi-annually on March 31 and
September 30
of each year and the notes payable has a maturity date in September 2026. For the year ended December 31, 2023 and the six-months
ended
June 30, 2024, the Company recognized $15,000 and $7,519 in interest expense related to the notes payable.
 
As of December 31,
2023, principal payments for the notes payable are as follows (in thousands):
 

Years ended December 31,  
Principal 
Payments  

2024   $ – 
2025     11,250 
2026     138,750 
Total principal payments     150,000 
Less: unamortized discount and issuance costs     (64)
Total notes payable   $ 149,936 
 
Asset Backed Line
of Credit
 
The Company has an asset backed line of credit that provides a facility of up to $20,000 and bears interest at an interest rate of Term SOFR plus 4.6% on
amounts drawn and 0.5% as
a commitment fee on any undrawn amounts. The asset backed line of credit is secured against the Company’s outstanding
accounts receivable
and has a maturity in February 2025. Transaction costs are recognized in prepaid expenses and are amortized on a straight-line basis
over the term of the instrument. As of December 31, 2023 and June 30, 2024, the Company had outstanding balances of $7,308 and
$12,625, respectively.
Receipts of the Company’s accounts receivable are applied against the facility when received and a final
 principal payment is contractually due upon
maturity of the instrument in 2025.
 
Deferred Royalty Obligations
 
The deferred royalty
 obligations require the payment of a contractual percentage of the sales of JORNAY PM, with payments made semi-annually in
March and
September of each year. As of December 31, 2023, certain of the deferred royalty obligations contain a minimum royalty obligation,
where a
payment is made at maturity for any shortfall of royalties paid compared to this threshold. This feature was removed in March  2024
 based on an
amendment to the agreements.
 
The deferred royalty
 obligations were initially recorded at fair value, net of issuance costs, and are revalued each reporting date based on changes in
anticipated
royalties discounted utilizing the interest rate determined at the inception of each arrangement. As of December 31, 2023 and June 30,
2024, the
Company recorded a deferred royalty obligation liability of $110,988 and $123,508, respectively. The Company recorded interest
 expense, including
expense related to the adjustment of the royalty liability for changes in anticipated royalties, of $28,600 and $16,560
for the year ended December 31, 2023
and the six-months ended June 30, 2024, respectively.
 
Warrants
 
Warrants to purchase
131,049,051 shares of class A common stock were issued in 2022, which have an exercise price which range from $0.34 per share to
$1.03
per share. The warrants are recorded as a liability at fair value. As of December 31, 2023 and June 30, 2024, the Company recorded
 a warrant
liability of $9,512 and $8,252, respectively. The Company recorded a change in fair value of warrants of $809 and $(1,260) for
 the year ended
December 31, 2023 and the six-months ended June 30, 2024, respectively.
 
Derivative Liability
 
The derivative liability
relates to an embedded feature within a deferred royalty obligation for a one-time cash payment upon a qualified change of control
which
 requires bifurcation and separate accounting. At inception, the feature had a di minimus value, predominately due to the low probability
 of the
occurrence of the qualified change of control. As of June 30, 2024, the probability of a qualified financing had increased
 to 50% as the Company had
initiated a process to complete a strategic sale of the entity and had received indicators of interest from
potential acquirors. As a result, a derivative liability
of $36,000 was recorded as of June 30, 2024 with a corresponding expense
recognized for the six-months ended June 30, 2024 as a component of change in
fair value of financial instruments.
 

 



 

 
8. Share Capital
 
As of
December 31, 2023 and June 30, 2024, the Company has authorized for issuance 1.0 billion class A common shares and
unlimited class B and C
common shares, all of which do not include any par value.
 
As of December 31,
2023 and June 30, 2024, the Company has reserved 199,535,621 shares under equity compensation plans and for the settlement of
warrants,
respectively.
 
9. Stock-Based Compensation
 
During the year ended
December 31, 2022, the Company implemented a management incentive plan (“MIP”), which provides for discretionary awards
to
certain Company directors and employees. Under the terms of the MIP, the Company has issued awards which require a cash payment upon
a liquidity
event for the difference of the price of class A common shares and a contractual monetary amount. The Company has not recognized
any compensation
expense related to these awards as the achievement of a liquidity event is not considered to be probable under ASC 718.
 
The following table summarizes
the Company’s MIP award activity for the year ended December 31, 2023 and the six month period ended June 30, 2024:
 
    Number of
Awards  
Balance at January 1, 2023     45,298,034 
Granted     1,242,343 
Forfeited     (1,024,387)
Balance at December 31, 2023     45,515,990 
Granted     828,225 
Forfeited     (1,024,385)
Balance at June 30, 2024 (unaudited)     45,319,830 
 
10. Revenue
 
The Company recognizes revenue when a customer
obtains control of promised goods or services, in an amount that reflects the consideration which the
entity expects to receive in exchange
 for those goods or services. To determine revenue recognition for arrangements with a customer, the Company
performs the following five
steps: (i) identify the contract(s) with a customer; (ii) identify the performance obligations in the contract; (iii) determine
the
transaction price; (iv)  allocate the transaction price to the performance obligations in the contract; and (v)  recognize
 revenue when (or as) the entity
satisfies a performance obligation. The Company only applies the five-step model to contracts when it
 is probable that the entity will collect the
consideration it is entitled to in exchange for the goods or services it transfers to the
customer. At contract inception, the Company assesses the goods or
services promised within each contract and determines those that are
 performance obligations and assesses whether each promised good or service is
distinct. The Company then recognizes as revenue the amount
of the transaction price that is allocated to the respective performance obligation when (or
as) the performance obligation is satisfied.
 
The Company expenses incremental costs of obtaining
a contract as and when incurred if the expected amortization period of the assets is one year or less.
 
For sale of commercial product to distributors,
revenue is recognized when the customer takes control of the Company’s product, which occurs at a point in
time. This generally
occurs upon delivery of the products to customers, at which point the Company recognizes revenue and records accounts receivable.
The
transaction price for product sales includes variable consideration related to sales deductions, including: (i) rebates and incentives,
including managed
care rebates, government rebates, co-pay program incentives, and sales incentives and allowances; (ii)  product
 returns, including return estimates; and
(iii)  trade allowances and chargebacks, including fees for distribution services, prompt
pay discounts, and chargebacks. The Company will estimate the
amount of variable consideration that should be included in the transaction
price under the expected value method for all sales deductions other than trade
allowances, which are estimated under the most likely
 amount method. These provisions reflect the expected amount of consideration to which the
Company is entitled based on the terms of the
 contract. In addition, the Company made a policy election to exclude from the measurement of the
transaction price all taxes that are
assessed by a governmental authority that are imposed on revenue-producing transactions.
 

 



 

 
Product Revenue Provision and Allowance Activity
 
The following table summarizes activity in each
of the Company’s product revenue provision and allowance categories for the year ended December 31,
2023 and the six-months
ended June 30, 2024 (in thousands):
 

   
Chargebacks
and

Allowances (1)    

Rebates 
and


Incentives (2)    
Product 

Returns
(3)  
Balance at January 1, 2023   $ 888    $ 27,878    $ 2,074 
Provision for current period sales     34,872      113,344      37,150 
Changes in estimate for prior period sales     (210)     1,188      - 
Credits/payments made     (34,349)     (104,559)     (16,737)
Balance at December 31, 2023   $ 1,201    $ 37,851    $ 22,487 
Provision for current period sales     20,265      75,097      22,502 
Changes in estimate for prior period sales     (58)     2,973      - 
Credits/payments made     (20,063)     (76,503)     (10,020)
Balance at June 30, 2024 (unaudited)   $ 1,345    $ 39,418    $ 34,969 

 
(1) Provisions for chargebacks and allowances include fees for distribution service fees, prompt pay discounts, and chargebacks. Chargebacks

and allowances are deducted from gross revenue at the time revenues are recognized and are recorded as a reduction to accounts receivable
in
the Company’s Consolidated Balance Sheets.

 
(2) Provisions for rebates and incentives include managed care rebates, government rebates and copay program
incentives. Provisions for rebates

and incentives are deducted from gross revenues at the time revenues are recognized and are included
 in accounts payable and accrued
liabilities in the Company’s Consolidated Balance Sheets.

 
(3) Provisions for product returns are deducted from gross revenues at the time revenues are recognized and
are included in accounts payable and

accrued liabilities in the Company’s Consolidated Balance Sheets.
 
Contract Liabilities
(Deferred Revenue)
 
The Company’s contract
liabilities, or deferred revenue, primarily relate to contracts where the Company has received payment, but it has not yet satisfied
or
 fully satisfied the related performance obligations. Upfront payments and fees are recorded as deferred revenue upon receipt or when due
 and may
require deferral of revenue recognition to a future period until the Company satisfies its obligations under these arrangements.
 
The Company’s only
contract liability relates to a contract with Knight Therapeutics, Inc. (“Knight”), which was entered into by Ironshore
and Knight in
May 2024. The contract provides Knight the right to sell Jornay PM in Canada and certain countries in Latin America.
The contract provides for an upfront
payment of $10,000, sales milestones, royalties on net revenue, and reimbursement for certain manufacturing
expenses. The Company has identified one
combined performance obligation in the contract, which includes intellectual property rights,
 regulatory services, and commercial manufacturing. The
performance obligation has not yet been met and therefore no revenue has been recognized
as of June 30, 2024.
 

 



 

 
As of June  30, 2024,
 the performance obligation is not expected to be satisfied in the next twelve months, and therefore amounts are presented as a
noncurrent
liability.
 
11. Income Taxes
 
For the year ended December 31,
2023 and the six-months ended June 30, 2024, the Company did not record a current or deferred income tax expense or
(benefit) due
to current and historical losses incurred by the Company other than in the US jurisdiction.
 
The following table presents
information regarding the Company’s income tax expense for the year ended December 31, 2023 and the six months ended
June 30,
2024:
 

   

Year 
Ended


December 31, 
2023    

Six-Months

Ended 

June 30, 2024 
(unaudited)  

Current provision:              
U.S. federal   $ 886    $ 1,205 
U.S. state     83      (53)

Total current provision:   $ 969    $ 1,152 
               
Effective tax rate:     (2.0)%    (1.7)%

 
A reconciliation of income
tax expense recognized for the year ended December 31, 2023 to the zero income tax rate of the Cayman Islands is as follows:
 

   
Year Ended 

December 31, 2023 
Income tax expense at statutory rate     0.0%
Change resulting from       

Permanent differences     (0.1)%
Change in valuation allowance     (15.7)%
Impact relating to foreign tax rate differential     13.1%
Change in tax rates     0.7%

Effective income tax rate     (2.0)%
 
The significant components
of the Company’s deferred tax assets and liabilities as of December 31, 2023 were as following:
 

   
As of 

December 31,
2023  
Deferred tax assets       
Net operating loss carryforwards   $ 195 
Reserves     15,208 
Inventory     112 
Leases     398 
Interest     77 
Gross deferred tax assets     15,990 
Valuation allowance     (15,600)
Deferred tax assets after valuation allowance     390 
Deferred tax liabilities – property and equipment     (390)
Net deferred tax assets   $ 0 
        

 
The Company does not
have any unrecognized tax benefits.
 

 



 

 
12. Lease Agreements
 
The Company has limited
 leasing activities and these are primarily related to office lease arrangements. The Company’s leased assets include several
properties,
which have lease terms ranging from 10 to 110 months. Some leases include extension options exercisable up to one year before the end
of the
cancellable lease term. Typically, the option to renew the lease is for an additional period of time with rent escalations that
are consistent with the initial
lease term. Renewal options are included in the measurement of the lease only when the Company is reasonably
certain to exercise that option.
 
The lease arrangements
contain fixed and in-substance fixed payments, and certain leases also contain variable lease payments. Most leases include annual
escalation
clauses with reference to a contractual rate.
 
The components of lease
cost for the year ended December 31, 2023 and the six-months ended June 30, 2024 are as follows (in thousands):
 

   

Year Ended
December 31, 

2023    

Six-Months
Ended June 30,

2024 
(unaudited)  

Operating lease cost   $ 1,514    $ 625 
Short-term lease cost     59      30 
Variable lease cost     138      74 
Total lease cost   $ 1,711    $ 729 
 
The lease term and discount
rate for operating leases for the year ended December 31, 2023 and the six months ended June 30, 2024 are as follows:
 

   

Year Ended
December 31,

2023    

Six-Months
Ended June 30,

2024 
(unaudited)  

Weighted-average remaining lease term (years)     8.3      8.3 
Weighted average discount rate     8.0%    8.0%
 
Cash paid for amounts
included in the measurement of lease liabilities was $493 and $287 for the year ended December 31, 2023 and the six-months ended
June 30, 2024, respectively.
 
The aggregate future
minimum lease payments as of December 31, 2023 are as follows (in thousands):
 

Years ended December 31,  
Lease

Payments  
2024   $ 523 
2025     247 
2026     254 
2027     261 
2028     268 
Thereafter     1,199 
Total payments     2,752 
Less: discount     (763)
Total lease liability   $ 1,989 
 

 



 

 
13. Accounts Payable
and Accrued Liabilities
 
Accounts payable and
accrued liabilities consisted of the following:
 

   

As of 
December 31,

2023    

As of 
June 30,


2024 
(unaudited)

Accounts payable   $ 10,138    $ 15,696
Accrued rebates     37,851      39,418
Accrued returns     22,487        34,969 
Accrued interest     3,750      3,750
Accrued bonuses     3,406      2,432
Other accrued liabilities     905      4,089
Total accounts payable and accrued liabilities   $ 78,537    $ 100,354
 
14. Prepaid Expenses
and Other Current Assets
 
Prepaid expenses and
other current assets consisted of the following:
 

   

As of 
December 31,

2023    

As of 
June 30,
2024 

(unaudited)  
Prepaid expenses with copay program vendors   $ 5,825    $ 7,000 
Prepaid regulatory fees     1,563      521 
Prepaid manufacturing costs     998      658 
Prepaid insurance     892      242 
Prepaid expense for Jornay post-marketing studies     -      1,307 
Other prepaid expenses and other current assets     1,931      694 
Total prepaid expenses and other current assets   $ 11,209    $ 10,422 
 
15. Subsequent Events
 
The Company has completed an evaluation of all subsequent events after the consolidated balance sheet date through November 14, 2024,
the date the
consolidated financial statements were issued, and included appropriate disclosure of events both recognized in the financial
statements and events which
occurred subsequently but were not recognized in the consolidated financial statements.
 
The Company amended certain
notes payable and deferred royalty obligations on March 29, 2024, as described further in Note 7.
 
The Company was acquired
by Collegium on September 3, 2024, as described in further detail in Note 1.
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UNAUDITED PRO FORMA
CONDENSED COMBINED FINANCIAL INFORMATION
 
Introduction
 
On September  3,
 2024 (the “Acquisition Date”), Collegium Pharmaceuticals,  Inc. (the “Company” or “Collegium”)
 closed the acquisition (the
“Acquisition”) of Ironshore Therapeutics, Inc. (“Ironshore”), pursuant to an
Agreement and Plan of Merger (the “Agreement”), dated July 28, 2024. Upon
closing of the Acquisition,  Ironshore
 became a wholly owned subsidiary of the Company. The following unaudited pro forma condensed combined
statements of operations and related
notes give effect to the Acquisition and were prepared in accordance with the requirements of Article 11 of Regulation
S-X.
 
Accounting for the Acquisition
is dependent upon certain information, including valuation reports and other studies, that have not yet been finalized. The
Company cannot
finalize the accounting for the Acquisition until that information is available in final form. Therefore, the acquired assets and assumed
liabilities have been measured based on various preliminary estimates using assumptions that the Company believes are reasonable, utilizing
information
that is currently available. Differences between these preliminary estimates and the final acquisition accounting could have
 a material impact on the
accompanying pro forma financial statements and the combined company’s future results of operations and
financial position. The Company intends to
finalize the acquisition accounting as soon as practicable within the required measurement
period, but in no event later than one year following completion
of the Acquisition, which is September 3, 2025. The Company is not
required to, and therefore currently does not intend to, update these pro forma results
as presented for any of these changes.
 
The pro forma financial statements set forth below give effect to the
Acquisition as well as the application of the acquisition method of accounting. The pro
forma financial statements should be read in conjunction
with:
 

· The Company’s audited consolidated financial statements and related notes included in the Company’s Annual Report on Form 10-K
for the year
ended December 31, 2023

 
· The Company’s unaudited condensed consolidated financial statements and related notes included in the Company’s Quarterly
Report on

Form 10-Q for the quarter ended September 30, 2024
 

· Ironshore’s audited consolidated financial statements and related notes for the year ended December 31, 2023 and unaudited
condensed
consolidated financial statements and related notes included within this Current Report on From 8-K

 
· The notes to the unaudited pro forma condensed combined statements of operations

 

 



 

 
Unaudited Pro Forma
Condensed Combined Statements of Operations

Year Ended December 31,
2023
(amounts in thousands,
except share and per share data)

 

   
Historical
Collegium    

Historical
Ironshore    

Transaction
Accounting

Adjustments    
Note 

4    
Pro Forma
Combined  

Product Revenue   $ 566,767    $ 78,586    $ –            $ 645,353 
Costs and expenses                                    

Cost of product revenue (excluding intangible asset amortization)    94,838      8,623      10,700      A       114,161 
Intangible asset amortization     145,760      –      83,767      B       229,527 

Total cost of product revenue     240,598      8,623      94,467              343,688 
Gross profit     326,169      69,963      (94,467)             301,665 
Operating expenses                                    

Research and development     –      5,085      –              5,085 
Selling, general and administrative     159,208      71,610      16,882      C       247,700 

Total operating expenses     159,208      76,695      16,882              252,785 
Income from operations     166,961      (6,732)     (111,349)             48,880 

Interest expense     (83,339)     (45,545)     (17,185)     D       (146,069)
Interest income     15,615      43      –              15,658 
Change in fair value of financial instruments     –      3,082      (3,082)     E       – 
Other income     –      340      –              340 
Foreign exchange loss     –      (27)     –              (27)
Loss on extinguishment of debt     (23,504)     –      (4,145)     F       (27,649)

Income (loss) before income taxes     75,733      (48,839)     (135,761)             (108,867)
Provision for (benefit from) income taxes     27,578      969      (35,146)     G       (6,599)
Net income (loss)   $ 48,155      (49,808)     (100,615)             (102,268)
                                     
Earnings (loss) per share – Basic   $ 1.43                            (3.03)
Weighted-average shares – Basic     33,741,213                            33,741,213 
Earnings (loss) per share – Diluted   $ 1.29                            (3.03)
Weighted-average shares - Diluted     41,788,125                            33,741,213 
                                     

 
See Notes to the Unaudited
Pro Forma Condensed Combined Statements of Operations

 

 



 

 
Unaudited Pro Forma
Condensed Combined Statements of Operations

Nine Months Ended
September 30, 2024
(amounts in thousands,
except share and per share data)

 

   
Historical
Collegium    

Historical

Ironshore 

(H - See Note 4)    

Transaction
Accounting 
Adjustments    

Note 
4    

Pro Forma
Combined  

Product Revenue   $ 449,500    $ 63,425    $ –            $ 512,925 
Costs and expenses                                    

Cost of product revenue (excluding intangible asset amortization)    60,611      6,772      (1,301)     A       66,082 
Intangible asset amortization     109,833      –      56,540      B       166,373 

Total cost of product revenue     170,444      6,772      55,239              232,455 
Gross profit     279,056      56,653      (55,239)             280,470 
Operating expenses                                    

Research and development     –      4,315      –              4,315 
Selling, general and administrative     147,272      56,431      (16,882)     C       186,821 

Total operating expenses     147,272      60,746      (16,882)             191,136 
Income from operations     131,784      (4,093)     (38,357)             89,334 

Interest expense     (51,320)     (34,328)     (11,695)     D       (97,343)
Interest income     12,164      83      –              12,247 
Change in fair value of financial instruments     –      (71,650)     71,650      E       – 
Foreign exchange loss     –      (4)     –              (4)
Loss on extinguishment of debt     (11,329)     –      4,145      F       (7,184)

Income (loss) before income taxes     81,299      (109,992)     25,743              (2,950)
Provision for income taxes     24,645      1,400      6,974      G       33,019 
Net income (loss)   $ 56,654      (111,392)   $ 18,769              (35,969)
                                     
Earnings (loss) per share – Basic   $ 1.75                            (1.11)
Weighted-average shares – Basic     32,339,401                            32,339,401 
Earnings (loss) per share – Diluted   $ 1.51                            (1.11)
Weighted-average shares - Diluted     40,400,483                            32,339,401 

 
See Notes to the Unaudited
Pro Forma Condensed Combined Statements of Operations

 

 



 

 
IRONSHORE THERAPEUTICS, INC.

NOTES TO THE UNAUDITED
PRO FORMA CONDENSED COMBINED STATEMENTS OF OPERATIONS
 
1.Description of the
Transaction
 
On September  3, 2024, the Company closed
 the Acquisition of Ironshore pursuant to the Agreement, with Ironshore surviving as a wholly owned
subsidiary of the Company. Ironshore
had developed and obtained approval from the U.S. Food and Drug Administration (“FDA”) to market Jornay PM
(“Jornay”)
in the United States. Jornay is a central nervous system (“CNS”) stimulant prescription medicine that contains methylphenidate
HCl, which was
approved by the FDA in August 2018 for the treatment of attention deficit hyperactivity disorder (“ADHD”)
 in people six years of age and older and
currently the only FDA-approved stimulant medication that is dosed in the evening. The Company
began recognizing product sales related to Jornay in
September 2024 following the Acquisition.
 
The Acquisition was completed to expand the Company’s
business beyond pain management and establishing a commercial presence in neurology via the
ADHD market. The Company obtained control
through the acquisition of shares in an all-cash transaction.
 
The acquisition consideration includes payments
for the Ironshore equity and assumption of certain its debt. The Company paid $276.9 million in initial
cash and placed into escrow $25.0
million to be potentially released to former Ironshore equity holders after determination of any adjustments related to
finalization of
the acquired working capital and when certain indemnification obligations lapse 12 months from the Acquisition Date. As of the Acquisition
Date, approximately $22.0 million was due to the former Ironshore equity holders. In addition, the Company will pay approximately $7.0
million to former
Ironshore equity holders as the Company recovers certain deposits as specified in the Agreement, which is due no later
than 225 days from the Acquisition
Date. The Company also agreed to pay a $25.0 million contingent payment upon the achievement of a financial
milestone based on net revenues of Jornay
for the year ended December 31, 2025. The fair value of the total consideration as of the
Acquisition Date was $309.9 million.
 
2. Basis of Presentation
 
The unaudited pro forma
financial statements show the historical results of operations of Collegium and Ironshore and have been prepared to illustrate the
effect
of the Acquisition, including pro forma assumptions and adjustments related to the Acquisition, as described in these accompanying notes.
 
The acquisition of Ironshore is considered an
acquisition of a business, as defined in Accounting Standards Codification (“ASC”) Topic 805, Business
Combinations.
Therefore, the unaudited pro forma financial statements have been prepared using the acquisition method of accounting in accordance with
ASC 805, which generally requires the acquired assets and assumed liabilities to be recognized at fair value at the Acquisition Date.
 The pro forma
statements of operations may differ from the Company's final acquisition accounting for a number of reasons, including the
fact that the estimates of fair
values of assets acquired and liabilities assumed as of the Acquisition Date are preliminary and therefore
subject to change within the measurement period
(no longer than one year from the Acquisition Date), at which time the valuation analysis
and other analyses are finalized. The preliminary purchase price
allocation is discussed in Note 3.
 
The unaudited pro forma condensed combined statements
of operations are presented as if the Acquisition occurred on January 1, 2023. The historical
consolidated financial information
has been adjusted on a pro forma basis for transaction accounting adjustments as defined within Article 11 of Regulation
S-X.
 
The unaudited pro forma condensed combined financial
 information is provided for illustrative purposes only, and do not purport to represent what the
actual consolidated results of the companies
would have been had the Acquisition occurred on January 1, 2023, nor are they necessarily indicative of future
consolidated results
of operations of the Company. The pro forma condensed combined statement of operations neither reflect the costs of any integration
activities
nor the synergies and benefits that may result from realization of any operational efficiencies expected to result from the Acquisition
of Ironshore.
 

 



 

 
3. Preliminary Purchase
Price Allocation
 
The fair value of the total consideration was
approximately $309.9 million consisting of the following (in thousands):
 
Fair Value of Purchase Price Consideration Amount
Fair value of purchase price consideration paid at closing:    
Initial cash consideration $  276,888
Deferred payments and contingent consideration:    
Cash held in escrow related to indemnification and other settlements    21,956
Other deferred consideration    7,000
Fair value of contingent consideration    4,096
Total purchase consideration $  309,940
 
The preliminary purchase price allocation is based
 on estimates, assumptions, valuations and other analysis which have not yet been finalized. The
Company is finalizing its valuation of
 intangible assets, tangible assets, liabilities and tax analyses, and anticipates finalizing the valuation of assets
acquired and liabilities
assumed as the information necessary to complete the analysis is obtained, but no later than one year after the Acquisition Date.
 
The following tables set forth the preliminary
allocation of the total consideration to the estimated fair value of the net assets acquired at the Acquisition
Date (in thousands):
 
    Amounts Recognized at the Acquisition Date
Assets Acquired      
Cash and cash equivalents   $  9,350
Accounts receivable      44,411
Inventory      17,155
Prepaid expenses and other current assets      8,394
Property, plant and equipment, net      541
Intangible assets      635,000
Right-of-use assets      800
Deferred tax assets      29,592

Total assets   $  745,243
Liabilities Assumed      
Accounts payable   $  6,675
Accrued liabilities      72,034
Accrued rebates, returns and discounts      79,103
Borrowings      8,954
Lease liabilities      800
Senior secured notes payable      151,500
Royalty obligations      118,339
Deferred revenue      10,000

Total liabilities   $  447,405
Total identifiable net assets acquired      297,838

Goodwill      12,102
Total consideration transferred   $  309,940
 

 



 

 
The valuation of the acquired intangible assets
and assumed royalty obligations relies on significant unobservable inputs. The Company used an income
approach to value the $635.0 million
for the acquired intangible asset. The valuation of the intangible asset was based on estimated projections of expected
cash flows to
 be generated by the asset, discounted to the present value at an appropriate discount rate. The Company is amortizing the identifiable
intangible assets on a straight-line basis over its useful life. The assumed senior secured notes payable and borrowings were settled
immediately after the
close of the acquisition, resulting in a loss on debt extinguishment of $4.1 million recognized by the Company.
 
The excess of the purchase price over the fair
 value of identifiable net assets acquired represents goodwill. This goodwill is primarily attributable to
synergies of merging operations.
The acquired goodwill is not deductible for tax purposes.
 
4. Pro Forma Adjustments
 
The pro forma adjustments
are based on the Company’s preliminary estimates and assumptions that are subject to change. The following adjustments have
been
reflected in the Pro Forma Financial Statements:
 
A Represents the increase in cost of product revenues to reflect the increase to the historical inventory
value to its estimated fair value for the year

ended December 31, 2023 and is a nonrecurring $10.7 million adjustment. Historic inventory
turnover is less than one year and therefore the entire
fair value adjustment for inventory acquired is reflected in the cost of product
 revenues during the year ended December 31, 2023. The actual
expense recognized following the Acquisition includes an increase in
the cost of product revenue from the fair value adjustment, and therefore has
been removed for the nine months ended September 30,
2024 to match the pro forma timing of the Acquisition as of January 1, 2023.

 
B Represents the increase in amortization of the acquired intangible assets utilizing a straight-line method.
All amortization expense is associated

with the intangibles acquired associated with Jornay, which is amortized over an expected useful
life of approximately 7.5 years.
 
C Represents the recognition of acquisition related transaction costs of $8.4 million and acquisition related
employee expenses of $8.4 million in the

year ended December 31, 2023 and removal of these costs from the nine months ended September 30,
2024, to match the pro forma timing of the
Acquisition as of January 1, 2023.

 
D To eliminate interest expense recognized under the outstanding Ironshore debt arrangements that were settled
 at closing and to adjust interest

expense for the $325.0 million term loan used to fund a portion of the initial purchase price and related
transaction costs.
 
E Removes the change in fair value of financial instruments included in Ironshore’s historical financial
statements and were settled as part of the

Acquisition.
 
F Represents recognition of loss on debt extinguishment of $4.1 million related to Ironshore debt arrangements
that were assumed and settled by

Collegium as part of the Acquisition in the year ended December 31, 2023 and removal of these costs
from the nine months ended September 30,
2024, to match the pro forma timing of the Acquisition as of January 1, 2023.

 
G Represents the income tax effect of the pro forma adjustments using an estimated statutory rate of 25.9%
for the year ended December 31, 2023

and 27.1% for the nine months ended September 30, 2024.
 
H As the Acquisition Date was September 3, 2024, the historical Ironshore amounts for the nine months
ended September 30, 2024 are comprised of

1) the unaudited interim statement of operations for the six months ended June 30,
2024, plus 2) the unaudited statement of operations activity
from July 1, 2024 through the Acquisition Date.

 

 
 
 


