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Special note regarding forward-looking statements
This Quarterly Report on Form 10-Q contains forward-looking statements that involve risks and uncertainties, as
well as assumptions that, if they never materialize or prove incorrect, could cause our results to differ materially from those
expressed or implied by such forward-looking statements. We make such forward-looking statements pursuant to the safe
harbor provisions of the Private Securities Litigation Reform Act of 1995 and other federal securities laws. All statements
other than statements of historical facts contained in this Quarterly Report on Form 10-Q are forward-looking statements.
In some cases, you can identify forward-looking statements because they contain words such as “may,” “will,” “should,”
“expects,” “plans,” “anticipates,” “could,” “intends,” “target,” “projects,” “contemplates,” “believes,” “estimates,”
“predicts,” “potential” or “continue” or the negative of these words or other similar terms or expressions that concern our
expectations, strategy, plans or intentions. Forward-looking statements contained in this Quarterly Report on Form 10-Q
include, but are not limited to, statements about:
●

our ability to continue as a going concern and any efforts that we may undertake to support our future
operations, service our debt obligations and to further execute our business plans;

●

our anticipated cash needs and our estimates regarding our anticipated expenses, capital requirements and our
needs for additional financings;

●

our ability to successfully commercialize Adzenys XR-ODT®, Cotempla XR-ODT® and Adzenys ER® or
develop and commercialize any other future product or product candidate;

●

our ability to maintain our license for NT0502, successfully complete clinical development of this molecule,
to file for and obtain regulatory approval of NT0502 and to otherwise realize the intended benefits of this
license;

●

our debt facility agreement, as amended, with Deerfield Private Design Fund III, L.P. and Deerfield Partners,
L.P., and our revolving loan facility with Encina Business Credit, LLC, and our ability to satisfy the
repayment obligations thereunder;

●

the cost or other aspects of the future sales of Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER or the
timing, cost or other aspects of the commercial launch and future sales of any other future product or product
candidate;

●

our ability to successfully manufacture and distribute Adzenys XR-ODT, Cotempla XR-ODT and Adzenys
ER or any other future product or product candidate;

●

the attention deficit hyperactivity disorder patient market size and market adoption of Adzenys XR-ODT,
Cotempla XR-ODT and Adzenys ER by physicians and patients;

●

the therapeutic benefits, effectiveness and safety of Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER
or any other future product or product candidate;

●

our expectations regarding the commercial supply of Adzenys XR-ODT, Cotempla XR-ODT and Adzenys
ER, or any other future products, or our generic Tussionex;

●

our ability to receive, and the timing of any receipt of the U.S. Food and Drug Administration, (“FDA”),
approvals, or other regulatory action in the United States and elsewhere, for any future product candidate;

●

our expectations regarding federal, state and foreign regulatory requirements;

●

our entry into the settlement and licensing agreement with Actavis Laboratories FL, Inc. (“Actavis”) the
effect of our agreement with Actavis on its Abbreviated New Drug Application (“ANDA”) and with the
3
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FDA for a generic version of Adzenys XR-ODT, and the expected timing of the manufacture and marketing
of Actavis’s generic version of Adzenys XR-ODT under its ANDA;
●

our entry into the settlement and licensing agreement with Teva Pharmaceuticals USA, Inc. (“Teva”) the
effect of our agreement with Teva on its ANDA and with the FDA for a generic version of Cotempla XRODT, and the expected timing of the manufacture and marketing of Teva’s generic version of Cotempla XRODT under its ANDA;

●

our product research and development activities, including the timing and progress of our clinical trials, and
projected expenditures;

●

issuance of patents to us by the U.S. Patent and Trademark Office and other governmental patent agencies;

●

the direct and indirect impact of COVID-19 on our business and operations, including product sales,
expenses, supply chain, manufacturing, research and development costs, clinical trials and employees;

●

the impact of COVID-19 and related downturn of the U.S. and global economies;

●

our ability to achieve profitability;

●

our staffing needs;

●

our ability to remediate the material weaknesses that we identified in connection with the preparation of our
financial statements for the period ended June 30, 2020 and avoid any findings of material weaknesses or
significant deficiencies in the future; and

●

the additional risks, uncertainties and other factors described under the caption “Risk Factors” in this
Quarterly Report on Form 10-Q.

We caution you that the foregoing list may not contain all of the forward-looking statements made in this
Quarterly Report on Form 10-Q.
You should not rely upon forward-looking statements as predictions of future events. We have based the forwardlooking statements contained in this Quarterly Report on Form 10-Q primarily on our current expectations and projections
about future events and trends that we believe may affect our business, financial condition, results of operations and
prospects. The outcome of the events described in these forward-looking statements is subject to risks, uncertainties and
other factors described in “Risk Factors” and elsewhere in this Quarterly Report on Form 10-Q. Moreover, we operate in a
very competitive and rapidly changing environment. New risks and uncertainties emerge from time to time, and it is not
possible for us to predict all risks and uncertainties that could have an impact on the forward-looking statements contained
in this Quarterly Report on Form 10-Q. The results, events and circumstances reflected in the forward-looking statements
may not be achieved or occur, and actual results, events or circumstances could differ materially from those described in
the forward-looking statements.
The forward-looking statements made in this Quarterly Report on Form 10-Q relate only to events as of the date
on which the statements are made. We undertake no obligation to update any forward-looking statements made in this
Quarterly Report on Form 10-Q to reflect events or circumstances after the date of this Quarterly Report on Form 10-Q or
to reflect new information or the occurrence of unanticipated events, except as required by law. We may not actually
achieve the plans, intentions or expectations disclosed in our forward-looking statements and you should not place undue
reliance on our forward-looking statements. Our forward-looking statements do not reflect the potential impact of any
future acquisitions, mergers, dispositions, joint ventures or investments we may make.
Furthermore, this Quarterly Report on Form 10-Q includes statistical and other industry and market data that we
obtained from industry publications and research, surveys and studies conducted by third parties. Industry publications
4
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and third party research, surveys and studies generally indicate that their information has been obtained from sources
believed to be reliable, although they do not guarantee the accuracy or completeness of such information.
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ITEM 1.

PART I—FINANCIAL INFORMATION
CONDENSED FINANCIAL STATEMENTS.
Neos Therapeutics, Inc. and Subsidiaries
CONDENSED CONSOLIDATED BALANCE SHEETS
(In thousands, except share and per share data)
(unaudited)
June 30,
2020

ASSETS
Current Assets:
Cash and cash equivalents
Short-term investments
Accounts receivable, net of allowances for chargebacks and cash discounts of $1,718 and $4,848
at June 30, 2020 and December 31, 2019, respectively
Inventories, net
Prepaid expenses and other current assets
Total current assets
Property and equipment, net
Operating lease right-of-use assets
Intangible assets, net
Other assets
Total assets

$

$

12,679
—

December 31,
2019

$

16,830
8,064

17,385
8,730
1,612
40,406

26,563
11,010
4,092
66,559

6,637
2,791
11,708
1,147
62,689

7,345
3,044
12,543
1,382
90,873

$

LIABILITIES AND STOCKHOLDERS' DEFICIT
Current Liabilities:
Accounts payable
Accrued expenses
Current portion of operating lease liabilities
Short-term line of credit
Current portion of long-term debt
Total current liabilities

$

Long-Term Liabilities:
Long-term debt, net of current portion
Operating lease liabilities
Derivative liability
Other long-term liabilities
Total long-term liabilities
Stockholders' Deficit:
Preferred stock, $0.001 par value, 5,000,000 shares authorized, no shares issued or outstanding at
June 30, 2020 and December 31, 2019
Common stock, $0.001 par value, 100,000,000 shares authorized at June 30, 2020 and
December 31, 2019; 49,788,895 and 49,755,094 shares issued and outstanding, respectively, at
June 30, 2020; 49,766,472 and 49,732,671 shares issued and outstanding, respectively, at
December 31, 2019
Treasury stock, at cost, 33,801 shares at June 30, 2020 and December 31, 2019
Additional paid-in capital
Accumulated deficit
Accumulated other comprehensive income
Total stockholders' deficit
Total liabilities and stockholders' deficit

See notes to condensed consolidated financial statements.
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$

9,446
26,122
708
4,488
20,096
60,860

$

6,650
40,188
681
—
15,836
63,355

13,158
2,900
1,790
154
18,002

29,099
3,254
1,135
160
33,648

—

—

50
(352)
331,472
(347,343)
—
(16,173)
62,689

$

50
(352)
328,056
(333,885)
1
(6,130)
90,873
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Neos Therapeutics, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
(In thousands, except share and per share data)
(unaudited)
Three Months Ended
June 30,
2020
2019

Revenues:
Net product sales

$

13,133

$

15,643

Six Months Ended
June 30,
2020
2019

$

27,626

$

30,277

Cost of goods sold
Gross profit

5,878
7,255

5,099
10,544

12,267
15,359

11,495
18,782

Research and development expenses
Selling and marketing expenses
General and administrative expenses

1,323
5,214
3,593

2,009
7,269
3,712

3,358
12,806
7,958

5,206
14,338
7,505

Loss from operations

(2,875)

(2,446)

(8,763)

(8,267)

Interest expense
Other (expense) income, net

(2,089)
(544)

(1,987)
670

(4,126)
(569)

(4,102)
1,006

(5,508) $

(3,763) $

$

Net loss
Weighted average common shares outstanding used to
compute net loss per share, basic and diluted
Net loss per share of common stock, basic and
diluted

49,749,925

$

(0.11) $

49,727,718

(0.08) $

See notes to condensed consolidated financial statements.
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(13,458) $

49,743,027

(0.27) $

(11,363)

49,715,707

(0.23)
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Neos Therapeutics, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS
(In thousands)
(unaudited)
Three Months Ended
June 30,
2020
2019

Six Months Ended
June 30,
2020
2019

Net loss
Other comprehensive (loss) income:
Net unrealized (loss) gain on short-term investments

$ (5,508) $ (3,763) $ (13,458) $ (11,363)

Total other comprehensive (loss) income

$

Comprehensive loss

$ (5,509) $ (3,761) $ (13,459) $ (11,362)

(1)

2

(1) $

2

See notes to condensed consolidated financial statements.

8

$

(1)

1
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Neos Therapeutics, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF STOCKHOLDERS’ EQUITY (DEFICIT)
(In thousands, except shares)
(unaudited)
Shares
Preferred Stock
Balance as of the beginning of the period
Balance as of the end of the period
Common Stock
Balance as of the beginning of the period
Issuance of common stock upon RSU conversion
Shares issued for exercise of stock options
Balance as of the end of the period
Treasury Stock
Balance as of the beginning of the period
Balance as of the end of the period
Additional Paid-In Capital
Balance as of the beginning of the period
Recognition of fair value conversion feature on convertible notes
Shares issued for exercise of stock options
Payroll tax withheld for RSU releases
Share-based compensation expense
Balance as of the end of the period
Retained Earnings
Balance as of the beginning of the period
Net loss
Balance as of the end of the period
Accumulated Other Comprehensive Income (Loss), Net
Balance as of the beginning of the period
Net unrealized (loss) gain on investments
Balance as of the end of the period
Total stockholders' deficit

Three Months Ended June 30,
2020
2019
Amount
Shares
Amount
—
—

$

49,777,756
7,390
3,749
49,788,895
(33,801)
(33,801)

2020
Shares

50
—
—
50

49,756,317
7,759
—
49,764,076

—
—
50
—
—
50

(33,801)
(33,801)

(352)
(352)
326,014
—
—
(1)
1,022
327,035

(341,835)
(5,508)
(347,343)

(324,583)
(3,763)
(328,346)

1
(1)
—
(16,173)

(1)
2
1
(1,612)

$

Six Months Ended June 30,

$

49,766,472
17,841
4,582
49,788,895
(33,801)
(33,801)

2019

Shares

Amount

—
—

—
—

50
—
—
50

49,710,104
18,765
35,207
49,764,076

(352)
(352)

$

$

328,956
1,703
2
—
811
331,472

Amount
—
—

$

—
—
50
—
—
50

(33,801)
(33,801)

(352)
(352)

328,056
1,703
2
(2)
1,713
331,472

325,130
—
11
(2)
1,896
327,035

(333,885)
(13,458)
(347,343)

(316,983)
(11,363)
(328,346)

1
(1)
—
(16,173)

—
1
1
(1,612)

See notes to condensed consolidated financial statements.
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—
—

(352)
(352)

$

Preferred Stock
Balance as of the beginning of the period
Balance as of the end of the period
Common Stock
Balance as of the beginning of the period
Issuance of common stock upon RSU conversion
Shares issued for exercise of stock options
Balance as of the end of the period
Treasury Stock
Balance as of the beginning of the period
Balance as of the end of the period
Additional Paid-In Capital
Balance as of the beginning of the period
Recognition of fair value conversion feature on convertible notes
Shares issued for exercise of stock options
Payroll tax withheld for RSU releases
Share-based compensation expense
Balance as of the end of the period
Retained Earnings
Balance as of the beginning of the period
Net loss
Balance as of the end of the period
Accumulated Other Comprehensive Income (Loss), Net
Balance as of the beginning of the period
Net unrealized (loss) gain on investments
Balance as of the end of the period
Total stockholders' deficit

—
—

$
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Neos Therapeutics, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(In thousands)
(unaudited)
Six Months Ended June 30,
2020
2019
Cash Flows From Operating Activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Share-based compensation expense
Depreciation and amortization of property and equipment
Amortization of patents and other intangible assets
Changes in fair value of earnout, derivative and warrant liabilities
Amortization of senior debt issuance costs and discounts
Amortization of short-term investment purchase discounts
Gain on sale of equipment
Other adjustments
Changes in operating assets and liabilities:
Accounts receivable
Inventories
Other assets
Accounts payable
Accrued expenses
Operating lease liabilities
Net cash used in operating activities

$

Cash Flows From Investing Activities:
Purchases of short-term investments
Sales and maturities of short-term investments
Capital expenditures
Intangible asset expenditures
Net cash provided by (used in) investing activities
Cash Flows From Financing Activities:
Proceeds from the issuance of common stock, net of issuance costs
Payments made on borrowings
Proceeds from short-term line of credit
Payments made on short-term line of credit
Proceeds from paycheck protection program loan
Payment of paycheck protection program loan
Payments of deferred financing costs
Payment of payroll taxes withheld for releases of restricted stock units
Net cash used in financing activities
Decrease in cash and cash equivalents
Cash and Cash Equivalents:
Beginning
Ending
Supplemental Disclosure of Noncash Transactions:
Fair value conversion feature incurred on convertible notes
Exit Fee liability incurred in connection with Fifth Amendment to Facility
Deferred debt financing costs included in accounts payable
Acquired equipment under finance lease
Finance lease liability from purchase of equipment
Supplemental Cash Flow Information:
Interest paid

$

(11,363)

1,713
970
869
655
1,086
(32)
—
(6)

1,896
1,049
1,052
(644)
696
(58)
(2)
—

9,178
2,280
2,476
2,877
(14,064)
(74)
(5,530)

7,657
(2,007)
2,221
(6,174)
(2,134)
(49)
(7,860)

(2,992)
11,087
(262)
(34)
7,799

(7,193)
2,758
(365)
(55)
(4,855)

2
(10,789)
52,886
(48,398)
3,583
(3,583)
(119)
(2)
(6,420)

11
(8,015)
—
—
—
—
—
(2)
(8,006)

(4,151)

(20,721)

$

16,830
12,679

$

46,478
25,757

$
$
$
$
$

1,703
250
36
—
—

$
$
$
$
$

—
—
—
406
406

$

2,933

$

3,510

See notes to condensed consolidated financial statements.
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Neos Therapeutics, Inc. and Subsidiaries
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
Note 1. Organization and nature of operations
Neos Therapeutics, Inc., a Delaware corporation, and its subsidiaries (the “Company”) is a fully integrated
pharmaceutical company. The Company has developed a broad, proprietary modified-release drug delivery technology that
enables the manufacture of single and multiple ingredient extended-release (“XR”) pharmaceuticals in patient- and
caregiver-friendly orally disintegrating tablet (“ODT”) and oral suspension dosage forms. The Company has a pipeline of
extended-release pharmaceuticals including three products approved by the U.S. Food and Drug Administration (the
“FDA”) for the treatment of attention deficit hyperactivity disorder (“ADHD”). Adzenys XR-ODT was approved by the
FDA in January 2016 and launched commercially in May 2016. The Company received approval from the FDA for
Cotempla XR-ODT, its methylphenidate XR-ODT for the treatment of ADHD in patients 6 to 17 years old, in June 2017,
and commercially launched in September 2017. Also, the Company received approval from the FDA for Adzenys ER oral
suspension (“Adzenys ER”) in September 2017 and commercially launched this product in February 2018. In addition, the
Company manufactures and markets a generic Tussionex (hydrocodone and chlorpheniramine) (“generic Tussionex”),
extended-release oral suspension for the treatment of cough and upper respiratory symptoms of a cold. In addition to its
marketed products, the Company is developing NT0502, its product candidate for the treatment of sialorrhea.
The accompanying financial statements have been prepared on a going concern basis, which contemplates the
realization of assets and the satisfaction of liabilities in the normal course of business. The financial statements do not
include any adjustments relating to the recoverability and classification of asset amounts or the classification of liabilities
that might be necessary should the Company be unable to continue as a going concern. The Company incurred a net loss of
approximately $13.5 million during the six months ended June 30, 2020 and $16.9 million and $51.7 million during the
years ended December 31, 2019 and 2018, respectively. The Company had an accumulated deficit of approximately $347.3
million as of June 30, 2020. Cash used in operating activities was approximately $5.5 million and $7.9 million for the six
months ended June 30, 2020 and 2019, respectively. The ability of the Company to continue as a going concern is
dependent upon achieving a profitable level of operations and the ability of the Company to obtain necessary financing to
fund ongoing operations and service its debt obligations, or otherwise to reduce its expenses or to renegotiate its debt
facilities. The aforementioned factors raise substantial doubt about the Company’s ability to continue as a going concern
within one year after the issuance of these financial statements.
Management plans that are intended to mitigate the conditions or events that raise substantial doubt about the
entity’s ability to continue as a going concern are primarily focused on raising additional capital in order to meet its
obligations and execute its business plan or otherwise reduce its expenses or renegotiate its debt facilities. Management
believes that the Company has access to capital resources through possible public or private equity offerings, debt
financings, or other means; however, the Company cannot provide any assurance that it will be able to raise additional
capital or obtain new financing on commercially acceptable terms. If the Company is unable to secure additional capital, it
may be required to curtail its operations or delay the execution of its business plan. Alternatively, any efforts by the
Company to reduce its expenses may adversely impact its ability to sustain revenue-generating activities or otherwise
operate its business, and there can be no assurance that the Company will be able to renegotiate its debt facilities on
commercially reasonable terms or at all. As a result, there can be no assurance the Company will be successful in
implementing its plans to alleviate this substantial doubt about its ability to continue as a going concern.
The ongoing global COVID-19 pandemic has resulted in significant governmental measures being implemented to
control the spread of the virus and, while the Company cannot predict their scope and severity, these developments and
measures have adversely affected its business, results of operations and financial condition and will likely continue to do
so. The Company is closely monitoring the impact of the COVID-19 pandemic on all aspects of its business and is taking
steps to minimize its impact on its business. However, the full extent to which the COVID-19 pandemic will directly or
indirectly impact the Company’s business, results of operations and financial condition, including sales, expenses,
manufacturing, clinical trials, research and development costs and employee-related amounts, will depend on future
developments, which are highly uncertain and cannot be predicted with confidence, such as the duration of the
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outbreak, new information that may emerge concerning the severity of COVID-19 pandemic or the effectiveness of actions
taken to contain the pandemic or treat its impact, among others. Furthermore, if the Company or any of the third parties
with whom it engages, were to experience additional or prolonged shutdowns or other business disruptions, the Company’s
ability to conduct its business in the manner and on the timelines presently planned could be materially or negatively
affected, which could have a material adverse impact on its business, results of operation and financial condition.
Note 2. Summary of significant accounting policies
Basis of presentation: The accompanying unaudited interim condensed consolidated financial statements have
been prepared in accordance with accounting principles generally accepted in the United States (“U.S. GAAP”), for interim
information and pursuant to the rules and regulations of the Securities and Exchange Commission (the “SEC”), for
reporting on Form 10-Q and Article 10 of Regulation S-X. Accordingly, these condensed consolidated financial statements
do not include all of the information and footnotes necessary for a complete presentation of financial position, results of
operations, and cash flows. In the opinion of management, all adjustments (consisting of normal, recurring adjustments)
necessary for a fair presentation of results of operations for and financial condition as of the end of the interim period have
been included. Results of operations for the three and six months ended June 30, 2020 are not necessarily indicative of the
results for the year ending December 31, 2020 or any period thereafter. The audited consolidated financial statements as of
and for the year ended December 31, 2019 included information and footnotes necessary for such presentation and were
included in the Neos Therapeutics, Inc. Annual Report on Form 10-K filed with the SEC on March 13, 2020. These
unaudited condensed consolidated financial statements should be read in conjunction with the audited consolidated
financial statements and notes thereto for the year ended December 31, 2019.
Principles of consolidation: At June 30, 2020 and December 31, 2019 and for the three and six months ended June
30, 2020 and 2019, the consolidated financial statements include the accounts of the Company and its four wholly-owned
subsidiaries. All significant intercompany transactions have been eliminated.
Use of estimates: The preparation of financial statements in conformity with GAAP requires management to
make estimates and assumptions that affect reported amounts and disclosures. Actual results could differ from those
estimates.
Liquidity: During 2019 and the three and six months ended June 30, 2020, the Company incurred operating losses
and used cash to fund operations. Management intends to achieve profitability through revenue growth from its currently
marketed pharmaceutical products. The Company does not anticipate it will be profitable until such time as revenues from
Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER increase substantially over current levels. On October 2, 2019, the
Company entered into a senior secured credit agreement with Encina Business Credit, LLC (“Encina”) as agent for the
lenders (the “Loan Agreement”), in which Encina will extend up to $25.0 million in secured Revolving Loans to the
Company, of which up to $2.5 million may be available for short-term swingline loans, against 85% of eligible accounts
receivables. Accordingly, management has performed the review required for going concern accounting and does not
believe the Company presently has sufficient liquidity to continue to operate for the next twelve months after the filing of
this Quarterly Report on Form 10-Q.
Cash equivalents: The Company invests its available cash balances in bank deposits and money market funds. The
Company considers highly liquid investments with original maturities of three months or less at the date of purchase to be
cash equivalents. The Company maintains deposits in federally insured financial institutions in excess of federally insured
limits. Management believes that the Company is not exposed to significant credit risk due to the financial position of the
depository institutions in which those deposits are held. The Company’s primary objectives for investment of available cash
are the preservation of capital and the maintenance of liquidity.
Short-term investments: Short-term investments, if any, consist of debt securities that have original maturities
greater than three months but less than or equal to one year and are classified as available-for-sale securities. Such
securities are carried at estimated fair value, with any unrealized holding gains or losses reported, net of material tax effects
reported, as accumulated other comprehensive income or loss, which is a separate component of stockholders’ deficit.
Realized gains and losses, and declines in value judged to be other-than-temporary, if any, are included in other
12
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income in the consolidated results of operations. A decline in the market value of any available-for-sale security below cost
that is deemed to be other-than-temporary results in a reduction in fair value charged to earnings in that period, and a new
cost basis for the security is established. Dividend and interest income are recognized in other income when earned. The
cost of securities sold is calculated using the specific identification method. The Company places all investments with
government agencies or corporate institutions whose debt is rated as investment grade. The Company classifies all
available-for-sale marketable securities with maturities greater than one year from the balance sheet date, if any, as noncurrent assets.
Inventories: Inventories are measured at the lower of cost (first in, first out) or net realizable value. Inventories
have been reduced by an allowance for excess and obsolete inventories. Cost elements include material, labor and
manufacturing overhead. Inventories consist of raw materials, work in process and finished goods.
Until objective and persuasive evidence exists that regulatory approval has been received and future economic
benefit is probable, pre-launch inventories are expensed into research and development. Manufacturing costs for the
production of Adzenys XR-ODT incurred after the January 27, 2016 FDA approval date, for the production of Cotempla
XR-ODT incurred after June 30, 2017, following the FDA approval date of June 19, 2017, and for the production of
Adzenys ER incurred after September 30, 2017, following the FDA approval date of September 15, 2017, are being
capitalized into inventory.
Leases: At the inception of an arrangement, the Company determines if an arrangement is, or contains, a lease
based on the unique facts and circumstances present in such arrangement. Lease classification, recognition, and
measurement are then determined at the lease commencement date. For arrangements that contain a lease, the Company
will (i) identify lease and non-lease components, (ii) determine the consideration in the contract, (iii) determine whether the
lease is an operating or financing lease, and (iv) recognize lease right-of-use (“ROU”) assets and liabilities. Lease liabilities
and their corresponding ROU assets are recorded based on the present value of lease payments over the expected lease
term. When determining the lease term, the Company includes options to extend or terminate the lease when it is
reasonably certain that the Company will exercise that option. The Company uses the implicit interest rate when readily
determinable and uses the Company’s incremental borrowing rate when the implicit rate is not readily determinable based
upon the information available at the lease commencement date in determining the present value of the lease payments.
Fixed lease payments are recognized over the expected term of the lease using the effective interest method.
Variable lease expenses that are not considered fixed, or in substance fixed, are expensed as incurred. Fixed and variable
lease expense on operating leases are recognized within cost of goods sold and operating expenses in the Company’s
consolidated statements of operations. ROU asset amortization and interest costs on financing leases are recorded within
cost of goods sold and interest expense, respectively, in the Company’s consolidated statements of operations. The
Company has elected the short-term lease exemption and recognizes a short-term lease expense over lease term of 12
months or less.
Operating leases are included in operating lease ROU assets, current portion of operating lease liabilities and
operating lease liabilities in the Company’s consolidated balance sheets. Financing leases are included in property and
equipment, net, current portion of long-term debt and long-term debt, net of current portion in the Company’s condensed
consolidated balance sheets.
Debt issuance costs and discounts: Debt issuance costs reflect fees paid to lenders, as compensation for services
beyond their role as a creditor, and third parties whose costs are directly related to issuing debt and that otherwise would
not be incurred. Amounts paid to the lender as a reduction in the proceeds received are considered a component of the
discount on the issuance and not an issuance cost. Debt issuance costs and discounts related to term loans are reported as a
direct deduction from the outstanding debt and amortized over the term of the debt using the effective interest method as
additional interest expense. Debt issuance costs related to a line of credit facility are accounted for in accordance with ASU
2015-15, Presentation and Subsequent Measurement of Debt Issuance Costs Associated with Line-of-Credit Arrangements,
in which the Company elects to defer and present debt issuance costs as an asset and are recorded at cost and subsequently
amortized over the term of the line of credit as additional interest expense. The unamortized debt issuance costs related to a
line of credit facility is included in other assets in the condensed consolidated balance sheets.
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Derivative liabilities: The Company evaluates its debt and equity issuances to determine if those contracts or
embedded components of those contracts qualify as derivatives requiring separate recognition in the Company’s financial
statements. The result of this accounting treatment is that the fair value of the embedded derivative is marked-to-market
each balance sheet date and recorded as a liability and the change in fair value is recorded in other (expense) income, net in
the consolidated results of operations. In circumstances where there are multiple embedded instruments that are required to
be bifurcated, the bifurcated derivative instruments are accounted for as a single, compound derivative instrument. The
classification of derivative instruments, including whether such instruments should be recorded as liabilities or as equity, is
reassessed at the end of each reporting period. Equity instruments that are initially classified as equity that become subject
to reclassification are reclassified to liability at the fair value of the instrument on the reclassification date. Derivative
instrument liabilities are classified in the balance sheet as current or non-current based on whether or not net-cash
settlement of the derivative instrument is expected within twelve months of the balance sheet date.
When the Company has determined that the embedded conversion options should not be bifurcated from their host
instruments, the Company records, when necessary, discounts to convertible notes for the intrinsic value of conversion
options embedded in debt instruments based upon the differences between the fair value of the underlying common stock at
the commitment date of the note transaction and the effective conversion price embedded in the note. The company records
the corresponding credit to additional paid in capital in the consolidated statements of stockholders’ (deficit) equity. Debt
discounts under these arrangements are amortized over the term of the related debt to their stated date of redemption and
are classified in interest expense in the consolidated results of operations.
Intangible assets: Intangible assets subject to amortization, which principally include proprietary modified-release
drug delivery technology, the costs to acquire the rights to Tussionex Abbreviated New Drug Application and patents, are
recorded at cost and amortized over the estimated lives of the assets, which primarily range from 10 to 20 years. The
Company estimates that the patents it has filed for its technology and marketed products have a future beneficial value.
Therefore, costs associated with past filings for its patents are capitalized. Once the patent is approved and commercial
revenue realized, the costs associated with the patent are amortized over the useful life of the patent. If the patent is not
approved, the costs will be expensed. For new product candidates, patent applications and related expenses are expensed as
incurred.
Revenue recognition: Revenue is recognized when a customer obtains control of promised goods or services, in
an amount that reflects the consideration which the Company expects to receive in exchange for those goods or services.
The Company makes estimates of the net sales price, including estimates of variable consideration (e.g., savings offers,
prompt payment discounts, product returns, wholesaler fees, wholesaler chargebacks and estimated rebates) to be incurred
on the selling price of the respective product sales, and recognizes the estimated amount as revenue when it transfers
control of the product to its customers (e.g., upon delivery). Variable consideration is determined using either an expected
value or a most likely amount method. The estimate of variable consideration is also subject to a constraint such that some
or all of the estimated amount of variable consideration will only be included in the transaction price to the extent that it is
probable that a significant reversal of revenue (in the context of the contract) will not occur when the uncertainty associated
with the variable consideration is subsequently resolved. Estimating variable consideration and the related constraint
requires the use of significant management judgment and other market data. The Company provides for prompt payment
discounts, wholesaler fees and wholesaler chargebacks based on customer contractual stipulations. The Company analyzes
recent product return history and other market data obtained from its third party logistics providers (“3PLs”) to determine a
reliable return rate. Additionally, management analyzes historical savings offers and rebate payments based on patient
prescriptions dispensed for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER and information obtained from third
party providers to determine these respective variable considerations.
The Company sells its generic Tussionex, Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER to a limited
number of pharmaceutical wholesalers, all subject to rights of return. Pharmaceutical wholesalers buy drug products
directly from manufacturers. Title to the product passes upon delivery to the wholesalers, when the risks and rewards of
ownership are assumed by the wholesaler (freight on board destination). These wholesalers then resell the product to retail
customers such as food, drug and mass merchandisers.
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The Company views its operations and manages its business in one operating segment, which is the development,
manufacturing and commercialization of pharmaceuticals.
Contract Balances
Contract assets primarily relate to our right to consideration in exchange for products transferred to a customer in
which our right to consideration is dependent upon the customer selling these products. As of June 30, 2020 and December
31, 2019, contract assets of $13,000 and $27,000, respectively, were included in other current assets in the consolidated
balance sheets. As of June 30, 2020, contract liabilities of $13,000 was included in accrued expenses in the consolidated
balance sheets. As of December 31, 2019, the Company had no contract liability.
Disaggregation of revenue
The following table disaggregates the Company’s net product sales by product:

Adzenys XR-ODT
Cotempla XR-ODT
Adzenys ER
Generic Tussionex

$

Three Months Ended
Six months ended
June 30,
June 30,
2020
2019
2020
2019
(in thousands)

6,136
5,423
45
1,529
$ 13,133

$

7,241
6,513
146
1,743
$ 15,643

$ 10,370
13,538
235
3,483
$ 27,626

$ 13,898
12,286
331
3,762
$ 30,277

Net product sales
Net product sales represent total gross product sales less gross to net sales adjustments. Gross to net sales
adjustments for branded Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER include savings offers, prompt payment
discounts, wholesaler fees, estimated wholesaler chargebacks and estimated rebates to be incurred on the selling price of
the respective product sales and estimated allowances for product returns.
Gross to net sales adjustments for generic Tussionex include prompt payment discounts, estimated allowances for
product returns, wholesaler fees, estimated government rebates and estimated chargebacks to be incurred on the selling
price of generic Tussionex related to the respective product sales.
The Company recognizes total gross product sales less gross to net sales adjustments as revenue based on
shipments from 3PLs to the Company’s wholesaler customers.
Due to estimates and assumptions inherent in determining the amount of returns, rebates and chargebacks, the
actual amount of returns, claims for rebates and chargebacks may be different from the estimates, at which time reserves
would be adjusted accordingly.
Savings offers for branded products
The Company offers savings programs for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER to patients
covered under commercial payor plans in which the cost of a prescription to such patients is discounted. The amount of
redeemed savings offers is recorded based on information from third-party providers against the estimated discount
recorded as accrued expenses. The estimated discount is recorded as a gross to net sales adjustments at the time revenue is
recognized.
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Prompt payment discounts
Prompt payment discounts are based on standard programs with wholesalers and are recorded as a discount
allowance against accounts receivable and as a gross to net sales adjustments at the time revenue is recognized.
Wholesale distribution fees
Wholesale distribution fees are based on definitive contractual agreements for the management of the Company’s
products by wholesalers and are recorded as accrued expenses and as a gross to net sales adjustment at the time revenue is
recognized.
Rebates
The Company’s branded Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER are subject to commercial
managed care and government managed Medicare and Medicaid programs whereby discounts and rebates are provided to
participating managed care organizations and federal and/or state governments. Calculations related to rebate accruals of
branded products are estimated based on information from third-party providers.
The Company’s generic Tussionex product is subject to state government-managed Medicaid programs whereby
discounts and rebates are provided to participating state governments. Generic Tussionex government rebates are estimated
based upon rebate payment data available from sales of the Company’s generic Tussionex product over the past three years.
Estimated rebates are recorded as accrued expenses and as a gross to net sales adjustment at the time revenue is
recognized. Historical trends of estimated rebates will be regularly monitored, which may result in adjustments to such
estimates in the future.
Product returns
Wholesalers’ contractual return rights are limited to defective product, product that was shipped in error, product
ordered by customer in error, product returned due to overstock, product returned due to dating or product returned due to
recall or other changes in regulatory guidelines. The return policy for expired product allows the wholesaler to return such
product starting six months prior to expiry date to twelve months post expiry date. Estimated returns are recorded as
accrued expenses and as a gross to net sales adjustments at the time revenue is recognized.
The Company analyzed recent branded product return data to determine a reliable return rate for branded Adzenys
XR-ODT, Cotempla XR-ODT and Adzenys ER. Generic Tussionex product returns were estimated based upon return data
available from sales of the Company’s generic Tussionex product over the past three years.
Wholesaler chargebacks
The Company’s products are subject to certain programs with wholesalers whereby pricing on products is
discounted below wholesaler list price to participating entities. These entities purchase products through wholesalers at the
discounted price, and the wholesalers charge the difference between their acquisition cost and the discounted price back to
the Company. Estimated chargebacks are recorded as a discount allowance against accounts receivable and as a gross to net
sales adjustments at the time revenue is recognized based on information provided by third parties.
Research and development costs: Research and development costs are charged to operations when incurred and
include salaries and benefits, facilities costs, overhead costs, raw materials, laboratory and clinical supplies, clinical trial
costs, contract services, fees paid to regulatory authorities for review and approval of the Company’s product candidates,
milestone payments earned in the performance of research and development for licensed products and other related costs.
Share-based compensation: Share-based compensation awards, including grants of stock options, restricted stock,
restricted stock units (“RSUs”) and modifications to existing stock options, are recognized in the statement of
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operations based on their fair values. Compensation expense related to stock-based awards is recognized on a straight-line
basis, based on the grant date fair value, over the requisite service period of the award, which is generally the vesting term.
The fair value of the Company’s stock-based awards to employees and directors is estimated using the Black-Scholes
option pricing model, which requires the input of subjective assumptions, including (1) the expected stock price volatility,
(2) the expected term of the award, (3) the risk-free interest rate and (4) expected dividends.
For performance-based stock awards, compensation expense is recognized on a straight-line basis, based on the
grant date fair value, over the performance period or through the vesting date, whichever is longer. Management monitors
the probability of achievement of the performance conditions and adjusts stock-based compensation expense, if necessary.
Since the Company’s initial public offering (“IPO”) in July 2015, the Company’s board of directors has
determined the fair value of each share of underlying common stock based on the closing price of the Company’s common
stock as reported by the NASDAQ Global Market on the date of grant.
Under ASU No. 2017-09 guidance for accounting for share-based payments, the Company has elected to continue
estimating forfeitures at the time of grant and, if necessary, revise the estimate in subsequent periods if actual forfeitures
differ from those estimates. Ultimately, the actual expense recognized over the vesting period will only be for those options
that vest.
Paragraph IV litigation costs: Legal costs incurred by the Company in the enforcement of the Company’s
intellectual property rights, are charged to expense as incurred.
Income taxes: Income taxes are accounted for using the liability method, under which deferred taxes are
determined based on differences between the financial reporting and tax basis of assets and liabilities and are measured
using the enacted tax laws that will be in effect when the differences are expected to reverse.
Management evaluates the Company’s tax positions in accordance with guidance on accounting for uncertainty in
income taxes. Using that guidance, tax positions initially need to be recognized in the financial statements when it is more
likely than not that the position will be sustained upon examination. As of June 30, 2020 and December 31, 2019, the
Company has unrecognized tax benefits associated with uncertain tax positions in the consolidated financial statements.
These uncertain tax positions were netted against net operating losses (NOLs) with no separate reserve for uncertain tax
positions required.
Deferred tax assets should be reduced by a valuation allowance if current evidence indicates that it is considered
more likely than not that these benefits will not be realized. In evaluating the objective evidence that historical results
provide, the Company considered that three years of cumulative operating losses was significant negative evidence
outweighing projections for future taxable income. Therefore, at June 30, 2020 and December 31, 2019, the Company
determined that it is more likely than not that the deferred tax assets will not be realized. Accordingly, the Company has
recorded a valuation allowance to reduce deferred tax assets to zero. The Company may not ever be able to realize the
benefit of some or all of the federal and state loss carryforwards, either due to ongoing operating losses or due to ownership
changes, which limit the usefulness of the loss carryforwards.
Recent accounting pronouncements: In March 2020, the Financial Accounting Standards Board ("FASB") issued
ASU No. 2020-04, Reference Rate Reform (Topic 848): Facilitation of the Effects of Reference Rate Reform on Financial
Reporting, which provide optional expedients and exceptions for applying generally accepted accounting principles
(GAAP) to contracts, hedging relationships, and other transactions that reference LIBOR or another reference rate expected
to be discontinued because of reference rate reform if contract modifications are made on or before December 31, 2022.
The amendments in this update are effective for all entities as of March 12, 2020 through December 31, 2022. The
Company is currently evaluating the adoption of ASU 2020-04 and does not expect it to have a material impact to the
consolidated financial statements.
In August 2018, the FASB issued Accounting Standards Update No. 2018-13, Disclosure Framework - Changes
to the Disclosure Requirements for Fair Value Measurement, which modifies the disclosure requirements for
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fair value measurements by removing, modifying, or adding certain disclosures. The standard is effective for public entities
for the fiscal years, and interim periods within those fiscal years, beginning after December 15, 2019, with early adoption
permitted for the removed disclosures and delayed adoption permitted for the new disclosures. The Company adopted ASU
2018-13 as of January 1, 2020 with no impact on its consolidated financial statements.
In June 2016, the FASB issued ASU 2016-13, Financial Instruments-Credit Losses (Topic 326): Measurement of
Credit Losses on Financial Instruments, which requires the measurement and recognition of expected credit losses for
financial assets held at amortized cost. ASU 2016-13 replaces the existing incurred loss impairment model with an
expected loss model which requires the use of forward-looking information to calculate credit loss estimates. It also
eliminates the concept of other-than-temporary impairment and requires credit losses related to available-for-sale debt
securities to be recorded through an allowance for credit losses rather than as a write-down. The standard is effective for
public entities that are smaller reporting companies, as defined by the SEC, for the fiscal years beginning after December
15, 2022, with early adoption permitted through a modified retrospective approach. The Company has evaluated the impact
of adopting ASU 2016-13 and determined that the adoption will be immaterial to the consolidated financial statements. The
Company will adopt ASU 2016-13 on January 1, 2023, unless the Company’s filing status as a small reporting company
changes, in which case adoption will be immediate.
From time to time, additional new accounting pronouncements are issued by the FASB or other standard setting
bodies and adopted by the Company as of the specified effective date. Unless otherwise discussed, the Company believes
that the impact of recently issued standards that are not yet effective will not have a material impact on its financial position
or results of operations upon adoption.
Note 3. Net loss per share
Basic net loss per share is calculated by dividing the net loss by the weighted average number of common shares
outstanding during the period. Diluted net loss per share is computed by dividing the net loss by the weighted average
number of common shares and common share equivalents outstanding for the period. Common stock equivalents are only
included when their effect is dilutive. Potentially dilutive securities, which include warrants, outstanding stock options
under the stock option plans and shares issuable in future periods, such as RSU awards, have been excluded from the
computation of diluted net loss per share as they would be anti-dilutive. For all periods presented, there is no difference in
the number of shares used to compute basic and diluted shares outstanding due to the Company’s net loss position.
Restricted stock is considered legally issued and outstanding on the grant date, while RSUs are not considered legally
issued and outstanding until the RSUs vest. Once the RSUs vest, equivalent common shares will be issued or issuable to
the grantee and therefore the RSUs are not considered for inclusion in total common shares issued and outstanding until
vested. Pursuant to the terms of the agreement, the warrants to purchase common stock, originally issued as Series C
Redeemable Convertible Preferred Stock Warrants, expired on July 22, 2020.
The following potentially dilutive securities outstanding as of June 30, 2020 and 2019 were excluded from
consideration in the computation of diluted net loss per share of common stock for the three and six months ended June 30,
2020 and 2019, respectively, because including them would have been anti-dilutive:
June 30,

Series C Redeemable Convertible Preferred Stock Warrants (as converted)
Stock options outstanding
RSUs outstanding

2020

2019

70,833
5,694,871
1,066,547

70,833
4,528,342
55,626

Note 4. Fair value of financial instruments
The Company records financial assets and liabilities at fair value. The carrying amounts of certain financial assets
and liabilities including cash and cash equivalents, accounts receivable, other current assets, accounts payable and accrued
liabilities, approximated their fair value due to their short-term maturities. The remaining financial instruments were
reported on the Company’s condensed consolidated balance sheets at amounts that approximate current fair values based on
market based assumptions and inputs.
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As a basis for categorizing inputs, the Company uses a three tier fair value hierarchy, which prioritizes the inputs
used to measure fair value from market based assumptions to entity specific assumptions as follows:
Level 1:

Unadjusted quoted prices for identical assets in an active market.

Level 2:

Quoted prices in markets that are not active or inputs that are observable either directly or indirectly
for substantially the full-term of the asset.

Level 3:

Prices or valuation techniques that require inputs that are both unobservable and significant to the
overall fair value measurement. They reflect management’s own assumptions about the assumptions
a market participant would use in pricing the asset.

The following table presents the hierarchy for the Company’s financial instruments measured at fair value on a
recurring basis for the indicated dates:
Level 1

Fair Value as of June 30, 2020
Level 2
Level 3
(in thousands)

Total

Cash and cash equivalents
Total financial assets

$
$

12,679
12,679

$
$

—
—

$
$

—
—

$
$

12,679
12,679

Earnout liability
Derivative liability (see Note 7)
Total financial liabilities

$

—
—
—

$

—
—
—

$

30
1,790
1,820

$

30
1,790
1,820

$

Level 1

Cash and cash equivalents
Short-term investments
Total financial assets

$

Earnout liability
Derivative liability (see Note 7)
Total financial liabilities

$

$

$

$

$

$

Fair Value as of December 31, 2019
Level 2
Level 3
(in thousands)

12,338
1,261
13,599

$

—
—
—

$

$

$

4,492
6,803
11,295

$

—
—
—

$

$

$

Total

—
—
—

$

30
1,135
1,165

$

$

$

16,830
8,064
24,894
30
1,135
1,165

The Company’s Level 1 assets included bank deposits, certificates of deposit and actively traded money market
funds with an original maturity of 90 days or less at June 30, 2020 and December 31, 2019. Asset values were considered
to approximate fair value due to their short-term nature.
The Company’s Level 2 assets included commercial paper and corporate bonds with maturities of less than one
year that are not actively traded which were classified as available-for-sale securities. The level 2 cash equivalents consist
of U.S. agency bonds and corporate commercial paper that mature in less than 90 days which are valued using quoted
prices and other data values. The estimated fair values of these securities were determined by third parties using valuation
techniques that incorporate standard observable inputs and assumptions such as quoted prices for similar assets, benchmark
yields, reported trades, broker/dealer quotes, issuer spreads, benchmark securities, bids/offers and other pertinent reference
data.
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The Company’s cash and cash equivalents and short-term investments had quoted prices at June 30, 2020 and
December 31, 2019 as shown below:
Amortized
Cost

Bank deposits and money market funds

$
$

12,679
12,679

Amortized
Cost

Bank deposits and money market funds
Financial and corporate debt securities

$
$

13,599
11,294
24,893

June 30, 2020
Unrealized
Gain / (Loss)
(in thousands)

$
$

Market
Value

—
—

$
$

December 31, 2019
Unrealized
Gain / (Loss)
(in thousands)

$
$

—
1
1

12,679
12,679

Market
Value

$

13,599
11,295
24,894

$

The Company’s Level 3 liability included the fair value of the earnout liability and the fair values of the Encina
and Deerfield derivative liabilities at June 30, 2020 and December 31, 2019.
The fair value of the Encina derivative liability was determined after taking into consideration valuations using the
Probability Weighted Discounted Cash Flow method based on assumptions at June 30, 2020 and December 31, 2019. The
fair value of the Deerfield derivative liability was determined after taking into consideration valuations using the Monte
Carlo method based on assumptions at June 30, 2020 and December 31, 2019. The methodologies and significant inputs
used in the determination of the fair value of the debt derivative liability were as follows:
Encina Derivative Liability

Date of Valuation
Valuation Method
Volatility (annual)
Time period from valuation until maturity of debt
(yrs.)
Cumulative probability of a change in control
prepayment implied by model
Cumulative probability of other accelerated
prepayments implied by model
Discount rate
Fair value of liability at valuation date (thousands)

Deerfield Derivative Liability

6/30/2020
Discounted
Cash Flow
N/A

12/31/2019
Discounted
Cash Flow
N/A

6/30/2020

12/31/2019

Monte Carlo
N/A

Monte Carlo
N/A

1.9

2.4

1.9

2.4

18 %

23 %

$

20.4 %

23.9 %

N/A %
6.0 %
47 $

N/A %
6.0 %
66
$

21 %
37.42 %
1,743 $

Significant changes to these assumptions would result in increases or decreases to the fair value of the debt
derivative liabilities.
Changes in Level 3 liabilities measured at fair value for the periods indicated were as follows:

Balance at December 31, 2019
Change in fair value
Balance at June 30, 2020

$
$

20

Level 3
Liabilities
(in thousands)

1,165
655
1,820

10 %
25.34 %
1,069
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Note 5. Inventories
Inventories at the indicated dates consist of the following:
June 30,
December 31,
2020
2019
(in thousands)

Raw materials
Work in process
Finished goods
Inventory at cost
Inventory reserve

$ 3,558 $
1,538
4,485
9,581
(851)
$ 8,730 $

3,679
935
7,082
11,696
(686)
11,010

Note 6. Accrued expenses
Accrued expenses as of June 30, 2020 and December 31, 2019 consist of the following:

Accrued savings offers
Accrued rebates
Accrued customer returns
Accrued wholesaler fees
Accrued payroll and benefits
Other accrued expenses
Total accrued expenses

$

June 30,
December 31,
2020
2019
(in thousands)

9,726
4,467
3,761
2,241
4,051
1,876
$ 26,122

$

$

16,790
6,109
5,122
5,014
4,485
2,668
40,188

Note 7. Debt
Short-term line of credit
On October 2, 2019, the Company entered into the Loan Agreement with Encina. Under the Loan Agreement,
Encina will extend up to $25.0 million in secured revolving loans to the Company (the “Revolving Loans”), of which up to
$2.5 million may be available for short-term swingline loans, against 85% of eligible accounts receivable. The Revolving
Loans bear variable interest through maturity at the one-month London Interbank Offered Rate (“LIBOR”), plus an
applicable margin of 4.50%. In addition, the Company is required to pay an unused line fee of 0.50% of the average unused
portion of the maximum revolving facility amount during the immediately preceding month. Interest is payable monthly in
arrears, upon a prepayment of a loan and on the maturity date. The maturity date under the Loan Agreement is May 11,
2022.
In the event that, for any reason, all or any portion of the lenders' commitment to make revolving loans is
terminated prior to the scheduled maturity date, in addition to the payment of the principal amount and all unpaid accrued
interest and other amounts due thereon, the Company is required to pay to the lender a prepayment fee equal to (i) 2.0% of
the revolving loan commitment if such event occurs on or before October 2, 2020, (ii) 1.0% of the revolving
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loan commitment if such event occurs after October 2, 2020 but on or before October 2, 2021, and (iii) 0.5% of the
revolving loan commitment if such event occurs after October 2, 2021 but before May 11, 2022.
The Company may permanently terminate the revolving loan facility by prepaying all outstanding principal
amounts and all unpaid accrued interest and other amounts due thereon, subject to at least five business days prior notice to
the lender and the payment of a prepayment fee as described above.
The Loan Agreement contains customary affirmative covenants, negative covenants and events of default, as
defined in the Loan Agreement, including covenants and restrictions that, among other things, require the Company to
satisfy certain capital expenditure and other financial covenants, and restrict the Company’s ability to incur liens, incur
additional indebtedness, engage in mergers and acquisitions or make asset sales without the prior written consent of the
Lenders. A failure to comply with these covenants could permit the Lenders to declare the Company’s obligations under the
Loan Agreement, together with accrued interest and fees, to be immediately due and payable, plus any applicable
additional amounts relating to a prepayment or termination, as described above. As of June 30, 2020, the Company was in
compliance with the covenants under the Loan Agreement.
In connection with the Loan Agreement, the Company evaluated to determine if the embedded components in the
agreement qualified as derivatives requiring separate recognition. This evaluation identified a derivative liability of $0.1
million for the fair value of the additional interest contingent upon a change in control. As of June 30, 2020, the fair value
of the derivative was $47,000 (see Note 4).
Total interest expense on the short-term line of credit, including deferred financing costs amortization, was $0.3
million and $0.5 million for the three and six months ended June 30, 2020, respectively. The Company incurred $1.3
million in financing costs, which are recorded as deferred financing costs and amortized over the term of the revolving loan
as additional interest expense using an effective interest rate of 6.56%. For the three and six months ended June 30, 2020,
deferred financing cost amortization of $0.1 million and $0.2 million, respectively, was charged to interest expense. The
unamortized cost of $1.0 million as of June 30, 2020 was included in other assets in the condensed consolidated balance
Sheets.
As of June 30, 2020, the Company had $4.5 million borrowing outstanding under the Revolving Loan and had
$6.4 million available for borrowing.
Long-term debt
Long-term debt at the indicated dates consists of the following:

Deerfield senior secured credit facility, net of discount of $3,124 and
$1,982, respectively
Financing leases, maturing through May 2024

June 30,
December 31,
2020
2019
(in thousands)

$ 32,876
378

$

33,254
(20,096)

Less current portion

$ 13,158

Long-term debt

43,768
1,167
44,935
(15,836)

$

29,099

Senior secured credit facility: On May 11, 2016, the Company entered into a $60.0 million senior secured credit
facility (the “Facility”) with Deerfield Private Design Fund III, L.P. (66 2/3% of Facility) and Deerfield Partners, L.P. (33
1/3% of Facility) (collectively, “Deerfield”), as lenders. In February 2017, the Company closed an underwritten public
offering of 5,750,000 shares of its common stock at a public offering price of $5.00 per share (see Note 9). Deerfield, the
Company’s senior lender, participated in the purchase of the Company’s common shares as part of this public offering, and
as a result, was classified as a related party at the time of the corresponding transactions.
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Principal on the Facility was due in three equal annual installments beginning in May 2019 and continuing
through May 2021, with a final payment of principal, interest and all other obligations under the Facility due May 11, 2022.
Interest is due quarterly beginning in June 2016, at a rate of 12.95% per year. The Company had an option, which it
exercised, to defer payment of each of the first four interest payments, adding such amounts to the outstanding loan
principal. The aggregate $6.6 million in deferred interest payments (the “Accrued Interest”) was due and payable on June 1,
2017. Borrowings under the Facility are collateralized by substantially all of the Company’s assets, except the assets under
finance lease. The terms of the Facility require the Company to maintain cash on deposit of not less than $5.0 million.
On June 1, 2017 (the “Amendment Date”), the Company and Deerfield entered into a First Amendment (the
“Amendment”) to the Facility which extended the date to repay the Accrued Interest under the Facility to June 1, 2018 (the
“PIK Maturity Date”), which could have been extended to June 1, 2019 at the election of the Company if certain conditions
had been met as specified in the Amendment. The right to payment of the Accrued Interest was memorialized in the form
of senior secured convertible notes (the “Convertible Notes”) issued to Deerfield on the Amendment Date. The $6.6 million
of Convertible Notes was convertible into shares of the Company’s common stock at the noteholder’s option.
On October 26, 2017, Deerfield provided a conversion notice electing to convert the entire $6.6 million of
Convertible Notes into shares of the Company’s common stock at a conversion price of $7.08 per share. The conversion
price was based on 95% of the average of the volume weighted average prices per share of the Company’s common stock
on the NASDAQ Global Market for the three trading day period immediately preceding such conversion. This resulted in
issuing 929,967 shares of the Company’s common stock to Deerfield on this date and the Convertible Notes were
cancelled. The Company has filed a registration statement with the SEC covering the registration of these shares.
The Company has accounted for the Amendment as a debt modification as the instruments were not substantially
different; therefore, the remaining debt discount on the original Facility is being amortized using the effective interest
method over the remaining term of the modified debt. The Company evaluated the Amendment together with the
Convertible Notes to determine if those contracts or embedded components of those contracts qualified as derivatives
requiring separate recognition. This evaluation identified a derivative liability of $2.1 million for the fair value of the
change in control and other accelerated payment features as the prepayment fees resulted in premiums that were greater
than 10%. As of June 30, 2020, the fair value of the derivative was $1.7 million (see Note 4). As the change in control and
other accelerated payments terms, including the prepayment fees, were applied to the entire debt per the terms of the
amended Facility, the corresponding debt discount will be amortized using the effective interest method over the remaining
term of the Facility. The fees paid to or on behalf of the creditor for the debt modification totaled $40,000 and were
recorded as additional debt discount on the amended Facility to be amortized to interest expense using the effective interest
method over the term of the Facility. The Company’s evaluation also determined that the embedded conversion options
should not be bifurcated as derivatives from the Convertible Notes host instruments. Therefore, the Company recorded a
$0.6 million discount to the convertible notes for the intrinsic value of the embedded conversion option based upon the
difference between the fair value of the underlying common stock on June 1, 2017 and the effective conversion price
embedded in the Convertible Notes, which was amortized using the effective interest method to interest expense over the
one-year term of the Convertible Notes. The Company recorded a $0.6 million corresponding credit to a beneficial
conversion feature classified as additional paid in capital on June 1, 2017 in stockholders’ (deficit) equity in the Company’s
financial statements.
In connection with the Facility, the Company paid a $1.4 million yield enhancement fee to Deerfield,
approximately $0.2 million of legal costs to the Company’s attorneys and $0.1 million of legal costs on behalf of
Deerfield’s attorneys, all of which were recorded as debt discount and amortized over the six-year term of the Facility,
using the effective interest method.
On November 5, 2018, the Company and Deerfield entered into an amendment (the “Second Amendment”) to the
Facility pursuant to which the Company agreed to pay $7.5 million of principal under the Facility otherwise due in May
2019 upon completion of an underwritten public offering of the Company’s shares of its common stock for gross proceeds
of at least $30.0 million, plus additional shares of the Company’s shares of its common stock for additional gross proceeds
of at least $4.5 million (the “November Offering”). The remaining $52.5 million of principal under the
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Facility was and is due as follows: $7.5 million on May 11, 2019, $15.0 million on May 11, 2020 (the “2020 Principal
Payment”), $15.0 million on May 11, 2021 and $15.0 million on May 11, 2022; provided, that the 2020 Principal Payment
due date was to be extended to May 11, 2021 or May 11, 2022 subject to certain achievement of net sales during periods
ending 2019 and 2020, respectively. The net sales milestone was not met for the period ending December 31, 2019. If all or
any of the principal are prepaid or required to be prepaid under the Second Agreement prior to December 31, 2021, then the
Company shall pay, in addition to such prepayment and accrued interest thereon, a prepayment premium equal to 6.25% of
the amount of principal prepaid. Additionally, the Company shall pay all interest which, absent such prepayment, would
have accrued on the principal prepaid through May 11, 2020 in connection with a prepayment due to a Change of Control
of the Company or through December 31, 2020 in connection with any other prepayment, whether voluntary or in an Event
of Default. If such prepayment occurs after December 31, 2021 then no prepayment premium is due. In addition, upon the
payment in full of the Obligations (whether voluntarily, in the connection with a Change of Control or an Event of Default
and whether before, at the time of or after the Maturity Date), the Company shall pay to Deerfield a non-refundable exit fee
in the amount of $750,239, which shall be due and payable in cash. Pursuant to the terms of the Facility, as amended, a $7.5
million principal payment was paid in cash in May 2019.
Pursuant to the Second Amendment, upon the effectiveness thereof, the Company amended and restated its
outstanding notes under the Second Agreement in the form of senior secured convertible notes (the “A&R Notes”). Under
the terms of the Second Amendment and the A&R Notes, beginning on or about May 11, 2019, the Company will have the
right to pay principal and future interest in shares of Common Stock not to exceed 2,135,625 shares in the aggregate. The
payment share price will be 93% of the lesser of (A) the Last Bid Price prior to the payment date and (B) the arithmetic
average of the volume weighted average price on each of the ten consecutive trading days immediately preceding the
payment date. Principal may not be satisfied at a price less than $3.00 per share, and the Company may not issue to
Deerfield a number of shares upon any such payment to the extent that, upon such issuance, the number of shares
beneficially owned by Deerfield and its affiliates would exceed 4.985% of the total number of shares of the Company’s
common stock then issued and outstanding (the “4.985% Cap”). Additionally, Deerfield has the right to convert the
remaining principal into shares of Common Stock not to exceed 3,796,668 shares in the aggregate (collectively, the
“Conversion Shares”); provided, that the Lenders could have only converted up to 50% of the remaining principal on or
before November 5, 2019. Deerfield’s per share conversion price will be 95% reducing to a maximum 83% by one full
percentage point for each full or partial calendar month between the date of the applicable conversion and the date on
which such principal payment would otherwise be due, of the greater of (A) the average of the volume weighted average
prices per share of the Common Stock on the NASDAQ Global Market for the three trading day period immediately
preceding such conversion, and (B) $10.00 (subject to adjustment for Stock Events e.g. stock dividend, stock split etc.) (the
“Variable Price Conversion”). Deerfield may not acquire a number of shares upon any such conversion to the extent that,
upon such conversion, the number of shares beneficially owned by Deerfield and its affiliates would exceed the 4.985%
Cap.
In conjunction with the Second Amendment to the Facility and the related issuance of the A&R Notes, the
Company entered into a Registration Rights Agreement (the “Second Registration Agreement”) pursuant to which the
Company was required to file a registration statement with the SEC to register the Conversion Shares within 30 days from
November 5, 2018, which was to become effective per the SEC no later than 75 days thereafter. The filing deadline was
subsequently extended to December 21, 2018. The Company filed a registration statement on Form S-3 to comply with the
Second Registration Agreement on December 11, 2018, which became effective on December 20, 2018. This filing covered
3,796,668 shares, which is the maximum number of shares that may be converted. The Company is also required to, among
other things, maintain the effectiveness of such registration statement, continue to file the required SEC filings on a timely
basis, use its best efforts to ensure that the registered securities are listed on each securities exchange on which securities of
the same class or series as issued by the Company are then listed and comply with any Financial Industry Regulatory
Agency (“FINRA”) requests. The Company’s obligations with respect to each registration end at the date which is the
earlier of (a) when all of the Registrable Securities covered by such registration have been sold or (b) when Deerfield or
any of its transferees or assignees under the Second Registration Agreement cease to hold any Registrable Securities. For
each registration, the Company shall bear all reasonable expenses, other than underwriting discounts and commissions, and
shall reimburse Deerfield or any assignee or transferee for up to $25,000 in legal fees. The Company expects to satisfy all
of its obligations under the Second Registration Agreement and does not expect to pay any damages pursuant to this
agreement; therefore, no liability had been recorded (see Note 12).
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On October 2, 2019, in connection with the Loan Agreement with Encina, the Company entered into a fourth
amendment to the Facility (the “Fourth Amendment”) with Deerfield. Under the Fourth Amendment, the Company restated
its representations and warranties made under the Facility and made additional representations and warranties consistent
with those in the Loan Agreement. In addition, the affirmative covenants, negative covenants and events of default
contained in the Facility were expanded to conform to applicable provisions in the Loan Agreement. The Fourth
Amendment was neither a modification nor an extinguishment and had no change in cash flows, and as such, it did not
have a material effect on the Company’s financial statements.
On May 6, 2020, the Company and Deerfield entered into an amendment (the “Fifth Amendment”) to the Facility
pursuant to which the Company deferred $5.0 million of principal (“Deferred Principal”) otherwise due on May 11, 2020.
The Company is required to pay the Deferred Principal in eight equal monthly installments beginning on September 11,
2020 and ending on April 11, 2021. Under the Amendment, Deerfield may convert up to $10.0 million of the remaining
debt due under the Facility into the Company’s common stock at a conversion price of $1.50 per share. Any monthly
payment otherwise due for the Deferred Principal will be deferred to May 11, 2021 for any month in which the Company’s
common stock trades above $1.50 for 10 consecutive days. In addition, the Deferred Principal obligation is reduced by
principal converted during the previous calendar month. A $250,000 incremental exit fee (the “Additional Exit Payment”)
will be due in cash when the Facility is paid in full. Pursuant to the terms of the Facility, as amended, a $10.0 million
principal payment was paid in cash on May 11, 2020. The remaining $35.0 million of principal under the Facility is due as
follows: $5.0 million in equal monthly installments of $625,000 beginning in September 2020 and ending in April 2021,
$15.0 million on May 11, 2021 (the “2021 Principal Payment”) and $15.0 million on May 11, 2022 (the “2022 Principal
Payment”). In addition, upon the payment in full of the Obligations (whether voluntarily, in the connection with a Change
of Control or an Event of Default and whether before, at the time of or after the Maturity Date), the Company shall pay to
Deerfield an additional non-refundable exit fee in the amount of $1,000,239 inclusive of the Additional Exit Payment,
which shall be due and payable in cash.
Pursuant to the Fifth Amendment, upon the effectiveness thereof, the Company amended and restated the Senior
Secured Convertible Notes (as amended and restated, the “Convertible Notes”) to provide for the conversion of up to $10.0
million of the remaining principal due under the facility into the Company’s common stock at a conversion price of $1.50
per share (the “Fixed Price Conversion”). The ability to issue shares upon a Fixed Price Conversion is also subject to
customary beneficial ownership caps as described in the Convertible Notes. The Convertible Notes retained the Variable
Price Conversion for any additional conversions, which remain subject to customary beneficial ownership caps and
exchange caps as described therein. The shares of common stock issuable upon the Fixed Price Conversion and the
Variable Price Conversion are referred to herein as the “Conversion Shares”.
The Company has accounted for the Fifth Amendment to the Facility Agreement and related Convertible Notes as
a debt modification as the instruments were not substantially different; therefore, the remaining debt discount on the
original Facility is being amortized using the effective interest method over the remaining term of the modified debt. The
Company’s evaluation of the Fifth Amendment identified no new derivative liability for the fair value of the change in
control and other accelerated payment features. However, the Company’s evaluation identified new embedded conversion
options that should not be bifurcated as derivatives from the Convertible Notes host instruments. Therefore, the Company
recorded a $1.7 million discount to the convertible notes for the incremental intrinsic value of the new embedded
conversion option based upon the difference between the fair value of the underlying common stock on May 6, 2020 and
the effective conversion price embedded in the Convertible Notes, which will be amortized using the effective interest
method to interest expense over the remining term of the Convertible Notes. The Company recorded a $1.7 million
corresponding credit to a fair value conversion feature on convertible notes classified as additional paid in capital on May
6, 2020 in stockholders’ (deficit) equity in the Company’s financial statements. The fees paid to or on behalf of the creditor
for the debt modification totaled $36,000 and, together with the Additional Exit Payment of $250,000, were recorded as
additional debt discount on the amended Facility to be amortized to interest expense using the effective interest method
over the remaining term of the Facility.
Pursuant to the A&R Notes, if the Company fails to provide the number of Conversion Shares, then the Company
would have to pay damages to Deerfield or subsequent holder or any designee for each day after the third business day after
receipt of notice of conversion that such conversion is not timely effected. The Facility also contains
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certain customary nonfinancial covenants, including limitations on the Company’s ability to transfer assets, engage in a
change of control, merge or acquire with or into another entity, incur additional indebtedness and distribute assets to
shareholders. Upon an event of default, the lenders may declare all outstanding obligations accrued under the Facility to be
immediately due and payable, and exercise its security interests and other rights. As of June 30, 2020, the Company was in
compliance with the covenants under the Facility.
Total interest expense on the Facility, including debt discount amortization, was $1.8 million and $3.6 million for
the three and six months ended June 30, 2020, respectively, and $1.9 million and $4.0 million for the three and six months
ended June 30, 2019, respectively. Debt discount amortization for the Facility, including the Amendment after June 1,
2017, was calculated using the effective interest rates of 15.03% on the original facility debt and after the Fifth Amendment
on May 6, 2020, using the effective interest rate of 21.3%, charged to interest expense and totaled $0.5 million and $0.8
million for the three and six months ended June 30, 2020, respectively, and $0.3 million and $0.7 million for the three and
six months ended June 30, 2019, respectively.
Financing lease obligations: Financing lease obligations consist of sale-leaseback and equipment leases, both of
which included options to purchase at the end of the lease term. During the year ended December 31, 2017, the Company
entered into an agreement with Essex Capital Corporation (“Essex”) for the sale-leaseback of newly acquired assets with a
total capitalized cost of $3.2 million. The approximate imputed interest rate on these leases was 14.9%. The Essex leases
matured in February 2020 and May 2020 and all lease buy-out liabilities were satisfied. During the year ended December
31, 2019, the Company entered into an equipment lease with a total capitalized cost of $0.4 million, with a bargain
purchase option at the end of the lease term. The approximate interest rate on the lease is 6.5%. Interest expense on these
leases was $16,000 and $45,000 for the three and six months ended June 30, 2020, respectively, and $0.1 million for each
of the three and six months ended June 30, 2019.
Future principal payments of long-term debt including financing leases are as follows:
Period ending:

June 30,
(in thousands)

2021
2022
2023
2024
Future principal payments

$

20,096
16,102
96
84

$

36,378

Less unamortized debt discount related to long-term debt
Less current portion of long-term debt

(3,124)
(20,096)
$

Total long-term debt, net of current portion

13,158

Note 8. Leases
The Company leases real estate, warehouses and certain equipment. The Company determines if an arrangement is
a lease at inception. Leases with an initial term of 12 months or less ("short-term leases") are not recorded on the condensed
consolidated balance sheet; the Company recognizes lease expense for these leases on a straight-line basis over the lease
term.
Operating lease ROU assets and operating lease liabilities are recognized based on the present value of lease
payments over the lease term at commencement date. Because most of the Company's operating leases do not provide an
implicit rate of return, the Company considered its other similar term collateralized financing arrangements, including the
Essex sale-leaseback and equipment leases, certain vendor-direct equipment financing and the Deerfield debt facility, as
amended, to determine its incremental borrowing rate. Operating lease ROU assets are comprised of the lease liability
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plus prepaid rents and are reduced by lease incentives and deferred rents. The Company has lease agreements with nonlease components which are not bifurcated.
Most leases include one or more options to renew, with renewal terms that can extend the lease term from one to
10 years. The exercise of a lease renewal option typically occurs at the discretion of both parties. Certain leases also
include options to purchase the leased property. For purposes of calculating operating lease liabilities, lease terms are
deemed not to include options to extend the lease termination until it is reasonably certain that the Company will exercise
that option. Certain of the Company's lease agreements include payments adjusted periodically for fair market value and
certain other percentage increases. The Company's lease agreements do not contain any material residual value guarantees
or material restrictive covenants.
The components of lease expense are as follows:

Lease cost:
Operating lease cost

Three Months Ended
June 30,
2020
2019
(in thousands)

$

Short-term lease cost
Variable lease cost
Finance lease cost:
Amortization of leased assets
Interest on lease liabilities
Total net lease cost

$

269 $

269

7

12

53

59

117
16
462 $

133
58
531

Six Months Ended
June 30,
2020
2019
(in thousands)

$ 538 $

Statement of Operations Classification

533

Cost of goods sold and operating expenses

15

24

Cost of goods sold and operating expenses

106

112

Cost of goods sold and operating expenses

251
252
45
122
$ 955 $ 1,043

Cost of goods sold
Interest expense

Supplemental condensed consolidated balance sheet information related to leases is as follows:

Leases:
Assets:
Operating lease assets
Finance lease assets
Total leased assets
Liabilities:
Current:
Operating leases
Finance leases
Noncurrent:
Operating leases
Finance leases
Total lease liabilities

June 30, 2020 December 31, 2019
(in thousands)

$
$

$

$

2,791
402
3,193

$

708
96

$

2,900
282
3,986

$

$

27

3,044
2,580
5,624

681
836
3,254
331
5,102

Balance Sheet Classification

Operating lease right-of-use assets
Property, plant and equipment, net

Current portion of operating lease liabilities
Current portion of long-term debt
Operating lease liabilities
Long-term debt, net of current portion
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June 30, 2020

Weighted-Average Remaining Lease Term (years)
Operating lease assets
Finance lease assets

December 31, 2019

4.3
3.7

Weighted-Average Discount Rate
Operating lease assets
Finance lease assets

4.7
1.8

15.0 %
6.4 %

15.0 %
11.8 %

Supplemental consolidated cash flow information related to leases is as follows:
Six Months Ended
June 30,
2020

Cash paid for amounts included in the measurement of lease liabilities
Operating cash flows from operating leases
Operating cash flows from finance leases
Financing cash flows from finance leases
ROU assets obtained in exchange for new finance lease liabilities
ROU assets obtained in exchange for new operating lease liabilities

2019
(in thousands)

$

612
46
788
—
—

$

$

581
121
515
406
135

$

Maturities of lease liabilities are as follows:
June 30, 2020
Operating Leases
Finance Leases
(in thousands)

2020 - remaining
2021
2022
2023
2024
Total lease payments
Less amount representing interest
Total lease obligations

$

$
$

614
1,118
1,060
1,055
1,106
4,953
(1,345)
3,608

$

$
$

59
117
115
95
40
426
(48)
378

Note 9. Common stock
On August 1, 2016, the Company filed a shelf registration statement on Form S-3, which was declared effective
by the SEC on August 12, 2016. This shelf registration statement covered the offering, issuance and sale by the Company
of up to an aggregate of $125.0 million of its common stock, preferred stock, debt securities, warrants and/or units (the
“2016 Shelf”). The Company simultaneously entered into a sales agreement with Cowen and Company, LLC, as sales
agent, to provide for the offering, issuance and sale by the Company of up to $40.0 million of its common stock from time
to time in “at-the-market” offerings under the 2016 Shelf (the “Cowen Sales Agreement”).
In February 2017, the Company closed an underwritten public offering of 5,750,000 shares of its common stock
under the 2016 Shelf at a public offering price of $5.00 per share, which included 750,000 shares of its common stock
resulting from the underwriters’ exercise of their over-allotment option. Deerfield participated in the purchase of the
Company’s common shares as part of this public offering, and as a result, was classified as a related party at the time of the
corresponding transactions. The net proceeds to the Company from this offering, after deducting underwriting discounts
and commissions and other offering expenses payable by the Company, were approximately $26.7 million.
On June 30, 2017, the Company closed an underwritten public offering of 4,800,000 shares of its common stock
under the 2016 Shelf at a public offering price of $6.25 per share for total proceeds of $30.0 million before estimated
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offering costs of $0.2 million. The Company also granted the underwriter a 30-day option to purchase up to an additional
720,000 shares of its common stock which was exercised in full on July 26, 2017. The net proceeds to the Company
through July 26, 2017 from this offering, after deducting offering expenses payable by the Company, were approximately
$34.3 million.
During the year ended December 31, 2017, the Company sold an aggregate 749,639 shares of common stock
under the Cowen Sales Agreement, at an average sale price of approximately $5.01 per share for gross proceeds of $3.7
million and net proceeds of $3.6 million and paying total compensation to the sales agent of approximately $0.1 million.
On October 26, 2017, Deerfield provided a conversion notice electing to convert the entire $6.6 million of
Convertible Notes into shares of the Company’s common stock at a conversion price of $7.08 per share. The conversion
price was based on 95% of the average of the volume weighted average prices per share of the Company’s common stock
on the NASDAQ Global Market for the three-trading day period immediately preceding such conversion. This resulted in
issuing 929,967 shares of the Company’s common stock to Deerfield on this date and the Convertible Notes were
cancelled.
During the year ended December 31, 2018, the Company sold an aggregate 651,525 shares of common stock
under the Cowen Sales Agreement, at an average sale price of approximately $6.25 per share for gross proceeds of $4.1
million and net proceeds of $3.9 million and paying total compensation to the sales agent and other costs of approximately
$0.2 million.
On November 5, 2018, the Company filed Supplement No. 1 to the prospectus dated August 12, 2016, which
reduced the size of the continuous offering by the Company under such prospectus relating to the offering of Common
Stock pursuant to the Sales Agreement. Following the reduction, the Company was authorized to issue up to $7,825,113 of
its common stock pursuant to the Sales Agreement (inclusive of amounts previously sold thereunder prior to the date
hereof), equal to aggregate gross proceeds of sales of the Company’s common stock under the Sales Agreement as of that
date, and sales of common stock under the Sales Agreement were suspended. The Cowen Sales Agreement terminated with
the expiration of the 2016 Shelf on August 12, 2019.
On November 8, 2018, the Company closed an underwritten public offering of 19,999,999 shares of its common
stock at a public offering price of $2.30 per share, which includes 2,608,695 shares of its common stock resulting from the
underwriters’ exercise of their over-allotment option at the public offering price. The net proceeds to the Company from
this offering, after deducting underwriting discounts and commissions and other offering expenses payable by the Company
were approximately $43.4 million. This offering met the criteria for the November Offering.
During the six months ended June 30, 2020, the Company issued 17,841 shares of common stock pursuant to the
conversion of vested RSUs and 4,582 shares of common stock pursuant to the exercise of vested stock options. During the
year ended December 31, 2019, the Company issued 20,328 shares of common stock pursuant to the conversion of vested
RSUs and 36,040 shares of common stock pursuant to the exercise of vested stock options.
On March 18, 2019, the Company filed a shelf registration statement covering the offering, issuance and sale by
the Company of up to an aggregate of $100.0 million of its common stock, preferred stock, debt securities, warrants and/or
units (the “2019 Shelf”), which was declared effective by the SEC on May 1, 2019. Effective as of August 12, 2019, the
2016 Shelf is no longer available for further primary offerings or sales of the Company’s securities. The Company
simultaneously entered into a sales agreement with Cantor Fitzgerald & Co., as sales agent, to provide for the offering,
issuance and sale by the Company of up to $30.0 million of its common stock from time to time in “at-the-market”
offerings under the 2019 Shelf (the “Cantor Sales Agreement”). No sales have been made under the Cantor Sales
Agreement during the six months ended June 30, 2020. As of June 30, 2020, $100.0 million of the Company’s common
stock, preferred stock, debt securities, warrants and/or units remained available to be sold pursuant to the 2019 Shelf,
including $30.0 million of the Company’s common stock which remained available to be sold under the Cantor Sales
Agreement, subject to certain conditions specified therein.
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Note 10. Share-based Compensation
Share-based Compensation Plans
In July 2015, the Company adopted the Neos Therapeutics, Inc. 2015 Stock Option and Incentive Plan (“2015
Plan”) which became effective immediately prior to the closing of the IPO and initially had 767,330 shares of common
stock reserved for issuance. On January 1, 2016 and each January 1 thereafter, the number of shares of common stock
reserved and available for issuance under the 2015 Plan shall be cumulatively increased by five percent of the number of
shares of common stock issued and outstanding on the immediately preceding December 31 or such lesser number of
shares determined by the administrator of the 2015 Plan. Accordingly, on January 1, 2020 and 2019, the Company added
2,486,633 shares and 2,483,815 shares, respectively, to the option pool. The 2015 Plan superseded the Neos Therapeutics,
Inc. 2009 Equity Plan (“2009 Plan”), originally adopted in November 2009 and which had 1,375,037 shares reserved and
available for issuance. Effective upon closing of the IPO, the Company’s Board of Directors determined not to grant any
further awards under the 2009 Plan.
The shares of common stock underlying any awards that are forfeited, canceled, reacquired by the Company prior
to vesting, satisfied without the issuance of stock or otherwise terminated (other than by exercise) under the 2009 Plan will
be added to the shares of common stock available under the 2015 Plan. This number is subject to adjustment in the event of
a stock split, stock dividend or other change in the Company’s capitalization. The 2015 Plan is administered by the
Company’s Compensation Committee, which has full power to select, from among the individuals eligible for awards, the
individuals to whom awards will be granted, to make any combination of awards to participants and to determine the
specific terms and conditions of each award, subject to the provisions of the 2015 Plan. The Company’s Compensation
Committee may delegate authority to grant certain awards to the Company’s chief executive officer. Through June 30,
2020, the Company has granted options, restricted stock and RSUs under the 2015 Plan, or previously, the 2009 Plan. The
exercise price per share for the stock covered by a stock award granted shall be determined by the administrator at the time
of grant but shall not be less than 100 percent of the fair market value on the date of grant. Unexercised stock awards under
the 2015 Plan expire after the earlier of 10 years or termination of employment, except in the case of any unexercised
vested options, which generally expire 90 days after termination of employment.
The 2009 Plan allowed the Company to grant options to purchase shares of the Company’s common stock and to
grant restricted stock awards to members of its management and selected members of the Company’s board of directors.
Restricted stock awards are recorded as deferred compensation and amortized into compensation expense, on a straight-line
basis over a defined vesting period ranging from 1 to 48 months. Options were granted to officers, employees,
nonemployee directors and consultants, and independent contractors of the Company. The Company also granted
performance-based awards to selected management. The performance options vested over a three-year period based on
achieving certain operational milestones and the remaining options vested in equal increments over periods ranging from
two to four years. Unexercised options under the 2009 Plan expire after the earlier of 10 years or termination of
employment, except in the case of any unexercised vested options, which generally expire 90 days after termination of
employment. All terminated options are available for reissuance under the 2015 Plan. Since the inception of the 2015 Plan
through June 30, 2020, 440,111 shares related to forfeited 2009 Plan options were added to the shares available under the
2015 Plan. During the six months ended June 30, 2020, 6,247 shares related to forfeited 2009 Plan options were added to
the shares available under the 2015 Plan. As of June 30, 2020, 3,343,574 shares of common stock remain available for
grant under the 2015 Plan.
In June 2018, the Company adopted the Neos Therapeutics, Inc. 2018 Inducement Plan (the “Inducement Plan”)
which had 800,000 shares of common stock reserved and available for issuance. The Inducement Plan allows the Company
to grant equity awards to induce highly-qualified prospective officers and employees who are not currently employed by
the Company to accept employment and provide them with a proprietary interest in the Company. The Inducement Plan is
administered by the Company’s compensation committee. The exercise price per share for the stock covered by a stock
award granted pursuant to the Inducement Plan shall be determined by the administrator at the time of grant but shall not be
less than 100 percent of the fair market value on the date of grant. Unexercised stock awards under the Inducement Plan
expire after 10 years following the grant date. Under the Company’s employment agreement dated June 27, 2018 with
Gerald McLaughlin, the Company’s Chief Executive Officer, the Company granted Mr. McLaughlin, under the Inducement
Plan, an option to purchase 600,000 shares of the Company’s common stock, which vests in equal
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annual installments over four years from Mr. McLaughlin’s start date. In addition, on July 30, 2018, the Company granted
Mr. McLaughlin, under the Inducement Plan, an option to purchase 200,000 shares of the Company’s common stock. The
shares underlying this option shall vest subject to certain performance metrics to be evaluated for the fiscal year ending
December 31, 2019. Certain criteria of the performance metrics for these options were not met as of December 31, 2019,
resulting in forfeiture and cancelation of 100,000 shares during the six months ended June 30, 2020. As of June 30, 2020,
100,000 shares of common stock remain available for grant under the Inducement Plan.
Share-based Compensation Expense
The Company has reported share-based compensation expense for the three and six months ended June 30, 2020
and 2019, respectively, in its condensed consolidated statements of operations as follows:
Three Months Ended
Six Months Ended
June 30,
June 30,
2020
2019
2020
2019
(in thousands)

Cost of goods sold
Research and development
Selling and marketing
General and administrative

$

$

65
75
60
611
811

$

143
115
91
673
$ 1,022

$

151
160
153
1,249
$ 1,713

$

287
205
211
1,193
$ 1,896

The total share-based compensation expense included in the table above is attributable to stock options and RSUs
of $0.7 million and $0.1 million, respectively, for the three months ended June 30, 2020 and $1.5 million and $0.2 million,
respectively, for the six months ended June 30, 2020. The total share based compensation expense included in the table
above is attributable to stock options and RSUs of $1.0 million and $44,000, respectively, for the three months ended June
30, 2019 and $1.8 million and $0.1 million, respectively, for the six months ended June 30, 2019.
As of June 30, 2020, there was $4.1 million compensation costs, adjusted for any estimated forfeitures, related to
non-vested stock options and RSUs granted under the Company’s equity incentive plans not yet recognized in the
Company’s financial statements. The unrecognized compensation cost is expected to be recognized over a weighted
average period of 2.5 years for stock options and 1.6 years for RSUs. There is no unrecognized compensation cost
associated with grants of restricted stock.
Stock Options
During the six months ended June 30, 2020, the Company granted 1,956,250 options under the 2015 Plan. During
the year ended December 31, 2019, the Company granted 2,119,708 options under the 2015 Plan.
The Company estimates the fair value of all stock options on the grant date by applying the Black-Scholes option
pricing valuation model. The application of this valuation model involves assumptions that are highly subjective,
judgmental and sensitive in the determination of compensation cost. Prior to the IPO, given the absence of an active market
for the Company’s common stock prior to its IPO, the Company’s board of directors was required to estimate the fair value
of its common stock at the time of each option grant primarily based upon valuations performed by a third-party valuation
firm.
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The weighted-average key assumptions used in determining the fair value of options granted during the period
indicated are as follows:
Six Months Ended
June 30, 2020

Estimated dividend yield
Expected stock price volatility
Weighted-average risk-free interest rate
Expected life of option in years
Weighted-average option fair value at grant

0.00 %
73.71 %
0.98 %
6.25
0.73

$

A summary of outstanding and exercisable options as of June 30, 2020 and December 31, 2019 and the activity
from December 31, 2019 through June 30, 2020, is presented below:
Number of
Options

4,430,966
1,518,972
1,956,250
(4,582)
(687,763)
5,694,871
2,453,075

Outstanding at December 31, 2019
Exercisable at December 31, 2019
Granted
Exercised
Expired, forfeited or cancelled
Outstanding at June 30, 2020
Exercisable at June 30, 2020

WeightedAverage
Exercise Price

$
$

$
$

5.551
8.735
1.128
0.320
2.590
4.390
6.955

Intrinsic
Value
(in thousands)

$
$

53
31

$
$

2
2

The weighted-average remaining contractual life of options outstanding and exercisable on June 30, 2020 was 8.3
and 7.2 years, respectively. The option exercise prices for all options granted January 1, 2020 through June 30, 2020 ranged
from $0.69 per share to $1.62 per share. The weighted-average remaining contractual life of options outstanding and
exercisable on December 31, 2019 was 8.2 and 6.9 years, respectively. The option exercise price for all options granted in
the year ended December 31, 2019 ranged from $1.36 to $3.14 per share.
Restricted Stock Units
On March 2, 2020, the Company granted 741,750 RSUs to members of its management that vest in two equal
annual installments, beginning March 2, 2021. On June 10, 2020, the Company granted 164,171 RSUs to its non-employee
directors that will vest on the one-year anniversary of the grant date and 136,250 RSUs to employees that will vest in two
equal annual installments beginning on June 10, 2021.
The Company satisfies its RSUs by issuing shares of the Company’s common stock when RSUs vest and are
issued. In addition, when RSUs vest and are issued, RSU recipients may elect to have the Company withhold units as
consideration for the tax withholding obligation for their vested RSUs. During the six months ended June 30, 2020, 19,687
vested RSUs were converted into an equivalent 17,841 shares of common stock. The Company withheld 1,846 shares of its
common stock to partially satisfy tax withholding obligations upon vesting of the RSUs for the six months ended June 30,
2020. During the year ended December 31, 2019, 21,251 vested RSUs were converted into an equivalent 20,328 shares of
common stock. The Company withheld 923 shares of its common stock to partially satisfy tax withholding obligations
upon vesting of the RSUs for the year ended December 31, 2019.
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A summary of outstanding RSUs as of June 30, 2020 and December 31, 2019 and the activity from December 31,
2019 through June 30, 2020, is presented below:
WeightedAverage
Fair Value

Number of
RSUs

54,063
1,042,171
(19,687)
(10,000)
1,066,547

Outstanding at December 31, 2019
Granted
Vested
Expired, forfeited or cancelled
Outstanding at June 30, 2020

$

$

7.96
1.31
7.76
1.49
1.53

Restricted stock
The Company did not issue any shares of restricted stock for the six months ended June 30, 2020, or for the year
ended December 31, 2019. No vested restricted stock awards were settled during the six months ended June 30, 2020.
The Company had no unvested restricted stock as of June 30, 2020 and December 31, 2019. For the six months
ended June 30, 2020, there were no shares of restricted stock granted or forfeited.
Note 11. Treasury stock
The Company has the authority to repurchase common stock from former employees, officers, directors or other
persons who performed services for the Company at the lower of the original purchase price or the then-current fair market
value. On October 16, 2017, October 17, 2016 and October 16, 2015, 14,895 shares, 9,709 shares and 9,197 shares,
respectively, of restricted stock were surrendered by the holder to the Company to cover taxes associated with vesting of
restricted stock and such shares were added back into the treasury stock of the Company, increasing total treasury stock to
33,801 shares as of June 30, 2020 and December 31, 2019.
Note 12. Commitments and contingencies
Registration Payment Arrangement: On November 5, 2018, in conjunction with the Second Amendment to the
Facility and the related issuance of the Convertible Notes, the Company entered into the Registration Agreement which
required the Company to file a registration statement with the SEC to register the Registrable Securities (see Note 7) within
30 days from November 5, 2018, which was to become effective per the SEC no later than 75 days thereafter. The filing
deadline was subsequently extended to December 21, 2018. The Company filed a registration statement on Form S-3 to
comply with the Registration Agreement on December 11, 2018, which became effective on December 20, 2018. This
filing covered 3,796,668 shares, which is the number of shares that would be issued up to the Exchange Cap as (defined in
the agreement). The Company is also required to, among other things, maintain the effectiveness of such registration
statement, continue to file the required SEC filings on a timely basis, use its best efforts to ensure that the registered
securities are listed on each securities exchange on which securities of the same class or series as issued by the Company
are then listed and comply with any FINRA requests. Upon any Registration Failure, the Company shall pay additional
damages to the Holder for each 30-day period (prorated for any partial period) after the date of such Registration Failure in
an amount in cash equal to two percent of the original principal amount of the Convertible Notes. The Company’s
obligations with respect to each registration end at the date which is the earlier of (a) when all of the Registrable Securities
covered by such registration have been sold or (b) when Deerfield or any of its transferees or assignees under the
Registration Agreement cease to hold any of the Registrable Securities. For each registration filing, the Company shall bear
all reasonable expenses, other than underwriting discounts and commissions, and shall reimburse Deerfield or any assignee
or transferee for up to $25,000 in legal fees. The Company currently expects to satisfy all of its obligations under the
Registration Agreement and does not expect to pay any damages pursuant to this agreement; therefore, no liability has been
recorded.
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Patent Infringement Litigation: On October 31, 2017, the Company received a paragraph IV certification from
Teva Pharmaceuticals USA, Inc. (“Teva”) advising the Company that Teva has filed an Abbreviated New Drug Application
(“ANDA”) with the FDA for a generic version of Cotempla XR-ODT, in connection with seeking to market its product
prior to the expiration of patents covering Cotempla XR-ODT. On December 13, 2017, the Company filed a patent
infringement lawsuit in federal district court in the District of Delaware against Teva alleging that Teva infringed the
Company’s Cotempla XR-ODT patents. On December 21, 2018, the Company entered into a Settlement Agreement (the
“Teva Settlement Agreement”) and a Licensing Agreement (the “Teva Licensing Agreement” and collectively with the
Teva Settlement Agreement, the “Teva Agreement”) with Teva that resolved all ongoing litigation involving the Company’s
Cotempla XR-ODT patents and Teva’s ANDA. Under the Teva Agreement, the Company granted Teva the right to
manufacture and market its generic version of Cotempla XR-ODT under the ANDA beginning on July 1, 2026, or earlier
under certain circumstances. A stipulation and order of dismissal was entered by the U.S. District Court for the District of
Delaware. The Teva Agreement has been submitted to the applicable governmental agencies.
On July 25, 2016, the Company received a paragraph IV certification from Actavis Laboratories FL, Inc.
(“Actavis”) advising the Company that Actavis had filed an ANDA with the FDA for a generic version of Adzenys XRODT. On September 1, 2016, the Company filed a patent infringement lawsuit in federal district court against Actavis
alleging that Actavis infringed the Company’s Adzenys XR-ODT patents. On October 17, 2017, the Company entered into
a Settlement Agreement (the “Actavis Settlement Agreement”) and a Licensing Agreement (the “Actavis Licensing
Agreement” and collectively with the Actavis Settlement Agreement, the “Actavis Agreement”) with Actavis that resolved
all ongoing litigation involving the Company’s Adzenys XR-ODT patents and Actavis’s ANDA. Under the Actavis
Agreement, the Company granted Actavis the right to manufacture and market its generic version of Adzenys XR-ODT
under the ANDA beginning on September 1, 2025, or earlier under certain circumstances. A stipulation and order of
dismissal was entered by the U.S. District Court for the District of Delaware. The Actavis Agreement has been submitted to
the applicable governmental agencies.
Other Litigation: On March 7, 2018 and April 18, 2019, the Company received citations advising the Company
that the County of Harris Texas (“Harris County”) and the County of Walker Texas (“Walker County”) filed lawsuits on
December 13, 2017 and January 11, 2019, respectively, against the Company and various other alleged manufacturers,
promoters, sellers and distributors of opioid pharmaceutical products. Through these lawsuits, each of Harris County and
Walker County seek to recoup as damages some of the expenses they allegedly have incurred to combat opioid use and
addiction. Each of Harris County and Walker County also seeks punitive damages, disgorgement of profits and attorneys’
fees.
While the Company believes that these lawsuits are without merit and intends to vigorously defend against them,
the Company is not able to predict at this time whether these proceedings will have a material impact on its results of
operations.
Operating lease: The Company leases its Grand Prairie, Texas office space and manufacturing facility under an
operating lease which expires in 2024. In addition, in December 2015, the Company executed a 60-month lease for
additional office space in Blue Bell, Pennsylvania, which commenced on May 1, 2016. The Company is also liable for a
share of operating expenses for both premises as defined in the lease agreements. The Company’s share of these operating
expenses was $0.1 million for each of the three and six months ended June 30, 2020 and 2019. Rent expense for these
leases, excluding the share of operating expenses, was $0.2 million for each of the three months ended June 30, 2020 and
2019, and $0.5 million for each of the six months ended June 30, 2020 and 2019.
Cash incentive bonus plan: In July 2015, the Company adopted the Senior Executive Cash Incentive Bonus Plan
(“Bonus Plan”). The Bonus Plan provides for cash payments based upon the attainment of performance targets established
by the Company’s compensation committee. The payment targets will be related to financial and operational measures or
objectives with respect to the Company, or corporate performance goals, as well as individual targets. The Company has
recorded $0.4 million and $0.9 million of compensation expense for the three and six months ended June 30, 2020,
respectively, and $0.5 million and $1.0 million for the three and six months ended June 30, 2019, respectively, under the
Bonus Plan.
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Note 13. License agreements
On October 23, 2018, the Company entered into an Exclusive License Agreement (“NeuRx License”) with NeuRx
Pharmaceuticals LLC (“NeuRx”), pursuant to which NeuRx granted the Company an exclusive, worldwide, royaltybearing license to research, develop, manufacture, and commercialize certain pharmaceutical products containing NeuRx’s
proprietary compound designated as NRX-101, referred to by the Company as NT0502. NT0502 is a new chemical entity
that is being developed by the Company for the treatment of sialorrhea, which is excessive salivation or drooling. Under the
NeuRx License, the Company made an upfront payment of $0.2 million to NeuRx upon the execution of the agreement.
During the six months ended June 30, 2020, the Company made a payment of $0.2 million following receipt of notice of
allowance of the first Licensed Patent by the United States Patent and Trademark Office (“USPTO”), as defined in the
NeuRx License. Such Licensed Patent subsequently was issued by the USPTO. Also, during the six months ended June 30,
2020, the Company met the completion of the first Pilot PK Study milestone, as defined in the NeuRx License, triggering a
payment of $0.3 million that was made in April 2020. The Company may in the future be required to make certain
development and milestone payments and royalties based on annual net sales, as defined in the NeuRx License. Royalties
are to be paid on a country-by-country and licensed product-by-licensed product basis, during the period of time beginning
on the first commercial sale of such licensed product in such country and continuing until the later of: (i) the expiration of
the last-to-expire valid claim in any licensed patent in such country that covers such licensed product in such country;
and/or (ii) expiration of regulatory exclusivity of such licensed product in such country.
Under the Teva Licensing Agreement, the Company granted Teva a non-exclusive license to certain patents owned
by the Company by which Teva has the right to manufacture and market its generic version of Cotempla XR-ODT under its
ANDA beginning on July 1, 2026, or earlier under certain circumstances. The Teva Licensing Agreement has been
submitted to the applicable governmental agencies (see Note 12).
Under the Actavis Licensing Agreement, the Company granted Actavis a non-exclusive license to certain patents
owned by the Company by which Actavis has the right to manufacture and market its generic version of Adzenys XR-ODT
under its ANDA beginning on September 1, 2025, or earlier under certain circumstances. The Actavis Licensing
Agreement has been submitted to the applicable governmental agencies (see Note 12).
On July 23, 2014, the Company entered into a Settlement Agreement and an associated License Agreement (the
“2014 License Agreement”) with Shire LLC (“Shire”) for a non-exclusive license to certain patents for certain activities
with respect to the Company’s New Drug Application (the “NDA”) No. 204326 for an extended-release orally
disintegrating amphetamine polistirex tablet. In accordance with the terms of the 2014 License Agreement, following the
receipt of the approval from the FDA for Adzenys XR-ODT, the Company paid a lump sum, non-refundable license fee of
an amount less than $1.0 million in February 2016. The Company is paying a single digit royalty on net sales of Adzenys
XR-ODT during the life of the patents.
On March 6, 2017, the Company entered into a License Agreement (the “2017 License Agreement”) with Shire,
pursuant to which Shire granted the Company a non-exclusive license to certain patents owned by Shire for certain
activities with respect to the Company’s NDA No. 204325 for an extended-release amphetamine oral suspension. In
accordance with the terms of the 2017 License Agreement, following the receipt of the approval from the FDA for Adzenys
ER, the Company paid a lump sum, non-refundable license fee of an amount less than $1.0 million in October 2017. The
Company is paying a single digit royalty on net sales of Adzenys ER during the life of the patents.
Such license fees are capitalized as an intangible asset and are amortized into cost of goods sold over the life of
the longest associated patent. The royalties are recorded as cost of goods sold in the same period as the net sales upon
which they are calculated.
Additionally, each of the 2014 and 2017 License Agreements contains a covenant from Shire not to file a patent
infringement suit against the Company alleging that Adzenys XR-ODT or Adzenys ER, respectively, infringes the Shire
patents.
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Note 14. Related party transactions
In February 2017, the Company closed an underwritten public offering of 5,750,000 shares of its common stock at
a public offering price of $5.00 per share, which includes 750,000 shares of the Company’s common stock resulting from
the underwriters’ exercise of their over-allotment option at the public offering price on February 17, 2017. On June 30,
2017, the Company closed an underwritten public offering of 4,800,000 shares of its common stock at a public offering
price of $6.25 per share for total proceeds of $30.0 million before estimated offering costs of $0.2 million. The Company
also granted the underwriter a 30-day option to purchase up to an additional 720,000 shares of its common stock. Deerfield,
the Company’s senior lender, participated in the purchase of the Company’s common shares as part of both public
offerings, and as a result, is classified as a related party. The Company is obligated under a $60.0 million senior secured
credit Facility that was issued by the Company to Deerfield. On June 1, 2017, the Company and Deerfield entered into an
Amendment to the Company’s existing Facility with Deerfield which extended the date to repay the Accrued Interest under
the Facility to June 1, 2018, which may have been extended to June 1, 2019 at the election of the Company if certain
conditions have been met as specified in the Amendment. The right to payment of the Accrued Interest was memorialized
in the form of Convertible Notes issued to Deerfield on the Amendment Date. On October 26, 2017, Deerfield provided a
conversion notice electing to convert the entire $6.6 million of Convertible Notes into shares of the Company’s common
stock at a conversion price of $7.08 per share. The conversion price was based on 95% of the average of the volume
weighted average prices per share of the Company’s common stock on the NASDAQ Global Market for the three trading
day period immediately preceding such conversion. This resulted in issuing 929,967 shares of the Company’s common
stock to Deerfield on this date and the Convertible Notes were cancelled (see Note 7).
On November 5, 2018, the Company and Deerfield entered into the Second Amendment to the Facility pursuant to
which the Company agreed to pay $7.5 million of principal under the Facility otherwise due in May 2019 upon completion
of the November Offering. The Second Amendment provides an option for the $15.0 million principal on the Facility due
in May 2020 to be paid in either May 2021 or May 2022 upon the achievement of certain revenue milestones as described
in the Second Amendment. The revenue milestone was not met for the period ending December 31, 2019. Also, pursuant to
the Second Amendment, the Company amended and restated its outstanding notes under the Facility in the form of senior
secured convertible notes. The Company has the right to pay principal and future interest in shares of Common Stock not to
exceed 2,135,625 shares in the aggregate. Additionally, subject to the terms of the amended and restated convertible notes,
Deerfield has the right to convert the remaining principal under the Facility into shares of Common Stock not to exceed
3,796,668 shares in the aggregate at a conversion price ranging from 95% to 83% of the greater of the average of the
volume weighted average price per share of the Common Stock for the three-trading day period immediately preceding
such conversion and $10.00. On November 8, 2018, the Company closed an underwritten public offering of 19,999,999
shares of its common stock at a public offering price of $2.30 per share, which includes 2,608,695 shares of its common
stock resulting from the underwriters’ exercise of their over-allotment option at the public offering price. The net proceeds
to the Company from this offering, after deducting underwriting discounts and commissions and other offering expenses
payable by the Company were approximately $43.4 million. Deerfield also participated in the purchase of the Company’s
common shares as part of this offering (see Note 7).
On May 6, 2020, the Company and Deerfield entered into the Fifth Amendment pursuant to which the Company
deferred $5.0 million of principal otherwise due on May 11, 2020. The Company is required to pay the Deferred Principal
in eight equal monthly installments beginning on September 11, 2020 and ending on April 11, 2021. Under the
Amendment, Deerfield may convert up to $10.0 million of the remaining debt due under the Facility into the Company’s
common stock at a conversion price of $1.50 per share. Any monthly payment otherwise due for the Deferred Principal will
be deferred to May 11, 2021 for any month in which the Company’s common stock trades above $1.50 for 10 consecutive
days. Also, pursuant to the Fifth Amendment, upon the effectiveness thereof, the Company amended and restated the
Senior Secured Convertible Notes to provide for the conversion of up to $10.0 million of the remaining principal due under
the facility into the Company’s common stock at a conversion price of $1.50 per share. The ability to issue shares upon a
Fixed Price Conversion is also subject to customary beneficial ownership caps as described in the Convertible Notes. The
Convertible Notes retained the Variable Price Conversion for any additional conversions, which remain subject to
customary beneficial ownership caps and exchange caps as described therein. (see Note 7).
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ITEM 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF
OPERATIONS
The following discussion of our financial condition and results of operations should be read in conjunction with
our condensed consolidated financial statements and notes thereto appearing elsewhere in this Quarterly Report on
Form 10-Q and the audited consolidated financial statements for the years ended December 31, 2019 and 2018 and notes
thereto included in our Annual Report on Form 10-K as filed with the Securities and Exchange Commission (the “SEC”)
on March 13, 2020. This discussion contains forward-looking statements based upon current expectations that involve risks
and uncertainties. Our actual results may differ materially from those anticipated in these forward-looking statements as a
result of various factors, including those set forth under “Risk Factors” in Part II, Item 1A. of this Quarterly Report on
Form 10-Q.
OVERVIEW
We are a commercial-stage pharmaceutical company focused on developing, manufacturing and commercializing
central nervous system-focused products. We currently have three branded products approved by the U.S. Food and Drug
Administration (“FDA”) and marketed and sold by us in the United States using our internal commercial organization. Our
products are extended-release (“XR”), medications in patient-friendly, orally disintegrating tablets (“ODT”) or oral
suspension dosage forms that utilize our microparticle modified-release drug delivery technology platform. We received
approval from the FDA for our three attention deficit hyperactivity disorder (“ADHD”) products as follows: Adzenys XRODT, our amphetamine XR-ODT for the treatment of ADHD in patients 6 years and older, on January 27, 2016 and
commercially launched in May 2016; Cotempla XR-ODT, our methylphenidate XR-ODT for the treatment of ADHD in
patients 6 to 17 years old, on June 19, 2017 and commercially launched in September 2017; and Adzenys ER, our
amphetamine extended-release oral suspension for the treatment of ADHD in patients 6 years and older, on September 15,
2017, and commercially launched in February 2018. Products containing amphetamine and methylphenidate are the most
commonly prescribed medications in the United States for the treatment of ADHD. We believe Adzenys XR-ODT and
Cotempla XR-ODT are the first amphetamine and methylphenidate extended release, orally disintegrating tablets,
respectively, marketed for the treatment of ADHD. In addition to our marketed products, we are developing NT0502, our
product candidate for the treatment of sialorrhea.
We manufacture Adzenys XR ODT, Cotempla XR ODT and Adzenys ER in our current Good Manufacturing
Practice (“cGMP”) and U.S. Drug Enforcement Administration (“DEA”) registered manufacturing facilities, which help
control supply quality and timing. We also currently use these facilities to manufacture our generic equivalent to the
branded product, Tussionex, an extended release, oral suspension of hydrocodone and chlorpheniramine indicated for the
relief of cough and upper respiratory symptoms of a cold (“generic Tussionex”).
On May 11, 2020, we, upon the approval of our Board of Directors, announced a restructuring and reduction in
force (the “Restructuring”) of approximately 25 percent of our workforce, or approximately 50 employees, as well as other
cost savings initiatives intended to lower our annualized net operating cash burn. The Restructuring was completed in May
2020 and we recorded the total cost of $1.1 million, primarily related to severance costs and related expenses, of which
$0.8 was paid during the three months ended June 30, 2020. The remaining balance of $0.3 million will be paid in the third
and fourth quarters of 2020.
On October 23, 2018, we entered into an Exclusive License Agreement (the “License Agreement”) with NeuRx
Pharmaceuticals LLC (“NeuRx”), pursuant to which NeuRx granted us an exclusive, world-wide, royalty-bearing license to
research, develop, manufacture, and commercialize certain pharmaceutical products containing NeuRx’s proprietary
compound designated as NRX 101, referred to as NT0502. NT0502 is a selective anticholinergic agent that we are
developing as an oral, once- or twice-daily treatment to reduce chronic sialorrhea in patients with neurological conditions
associated with excessive salivation or drooling. In January 2020, we announced that we had completed dosing in a Phase 1
pilot pharmacokinetic study in healthy adults for NT0502. The top-line data confirms a formulation for further clinical
development. In the fourth quarter of 2020, we plan to initiate a Phase 1 single ascending dose/multiple ascending dose
study (“SAD/MAD study”) of NT0502.
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On August 28, 2014, we completed an acquisition of all of the rights to the Tussionex Abbreviated New Drug
Application (“Tussionex ANDA”), which include the rights to produce, develop, market and sell, as well as all the profits
from such selling activities, our generic Tussionex, which we previously owned the rights to manufacture, but which was
marketed and sold by the generic drug division of Cornerstone Biopharma, Inc. (“Cornerstone”). These rights were
acquired from the collaboration of the Company, Cornerstone and Coating Place, Inc. Prior to the acquisition, we shared
profits generated by the sale and manufacture of the product under a development and manufacturing agreement with those
companies.
On July 25, 2016, we received a paragraph IV certification from Actavis Laboratories FL, Inc. (“Actavis”)
advising us that Actavis has filed an Abbreviated New Drug Application (“ANDA”) with the FDA for a generic version of
Adzenys XR-ODT. On October 17, 2017, we entered into a Licensing Agreement with Actavis under which we have
granted Actavis the right to manufacture and market its generic version of Adzenys XR-ODT under the ANDA beginning
on September 1, 2025, or earlier under certain circumstances.
On October 31, 2017, we received a paragraph IV certification from Teva Pharmaceuticals USA, Inc. (“Teva”)
advising us that Teva has filed an ANDA with the FDA for a generic version of Cotempla XR-ODT. On December 21,
2018, we entered into a Licensing Agreement with Teva under which we granted Teva the right to manufacture and market
its generic version of Cotempla XR-ODT under the ANDA beginning on July 1, 2026, or earlier under certain
circumstances.
Our predecessor company was incorporated in Texas on November 30, 1994 as PharmaFab, Inc. and subsequently
changed its name to Neostx, Inc. On June 15, 2009, we completed a reorganization pursuant to which substantially all of
the capital stock of Neostx, Inc. was acquired by a newly formed Delaware corporation, named Neos Therapeutics, Inc.
The remaining capital stock of Neostx, Inc. was acquired by us on June 29, 2015, and Neostx, Inc. was merged with and
into Neos Therapeutics, Inc. Historically, we were primarily engaged in the development and contract manufacturing of
unapproved, or Drug Efficacy Study Implementation (“DESI”), pharmaceuticals and, to a lesser extent, nutraceuticals for
third parties. The unapproved or DESI pharmaceuticals contract business was discontinued in 2007, and the manufacture of
nutraceuticals for third parties was discontinued in March 2013.
Since our reorganization in 2009, we have devoted substantially all of our resources to funding our manufacturing
operations, the development of our product candidates, and the commercialization of our approved products; these
activities include the implementation and execution of our commercialization strategies, conducting research and
development activities and clinical trials for our product candidates, providing general and administrative support of these
operations, and seeking and maintaining intellectual property protection. Prior to our initial public offering of our common
stock in July 2015, we funded our operations principally through private placements of our common stock, redeemable
convertible preferred stock, bank and other lender financings and through payments received under collaborative
arrangements.
We have incurred significant losses in each year since our reorganization in 2009. Our net losses were $13.5
million and $16.9 million for the six months ended June 30, 2020 and the year ended December 31, 2019, respectively. As
of June 30, 2020 and December 31, 2019, we had accumulated deficits of approximately $347.3 million and
$333.9 million, respectively. We expect to continue to incur significant expenses in connection with our ongoing activities,
including, among other things:
●

sales and marketing efforts for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER;

●

research and development activities for new product candidates;

●

post-marketing approval research activities for our approved products;

●

manufacture supplies for our nonclinical studies and planned clinical trials;

●

protection and enforcement of our intellectual property rights;
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●

general operations as a public company; and

●

debt service costs on our existing debt facilities.

We believe that our working capital deficiency and our continued operating losses raise substantial doubt about
our ability to continue as a going concern within one year after the date that the accompanying financial statements are
issued. See “—Sources of Liquidity” and Note 1 to the Condensed Consolidated Financial Statements appearing in this
Quarterly Report on Form 10-Q for a further discussion of our liquidity and the conditions and events that raise substantial
doubt regarding our ability to continue as a going concern.
IMPACT OF COVID-19
In December 2019, a novel (new) strain of coronavirus (“COVID-19”) was identified in Wuhan, Hubei Province,
People’s Republic of China. Since this time, COVID-19 has spread to over 200 countries and, on March 11, 2020, the
World Health Organization (the “WHO”) declared the outbreak of COVID-19 as a “pandemic.” To slow the spread of the
virus, many countries around the world have imposed quarantines and restrictions on travel and mass gatherings to slow the
spread of the virus. On March 13, 2020, the President of the United States issued a proclamation declaring that the COVID19 outbreak in the United States constitutes a national emergency. Subsequently, the governors of numerous states,
including Texas and Pennsylvania where our production and headquarters and sales offices are located, declared states of
emergency and ordered non-essential businesses closed until further notice.
We have responded by establishing task forces to monitor the situation, minimize the disruption to our business,
and ensure the wellbeing of our employees. As announced on March 30, 2020, to help slow the spread of COVID-19, most
of our employees began operating under a work-from-home policy in accordance with guidance issued by the Centers for
Disease Control and Prevention (CDC), the WHO and state and local authorities. As such, our sales representatives were
not visiting provider offices, which we believed was a necessary step to help protect patient health and facilitate providers’
attention to direct patient care.
Effective March 30, 2020, our organization, with the exception of a limited number of essential roles, began
operating under a reduction in hours or, in certain cases, furlough for approximately six weeks. On May 11, 2020, we
reopened our manufacturing facilities and our sales representatives began to again visit provider offices in addition to
engaging in remote selling where necessary. Although much of the organization has since been brought back to full hours,
in the future, it may be necessary to return to work-from-home arrangements for our employees because of restrictions
related to COVID-19 and, as a result, we may again determine to reduce hours or, in certain cases, furlough employees. In
such a case, our employees could find alternative employment and leave the Company, and we cannot provide assurance
that our staff, when it returns from any such reduction in hours, will operate at the same level of effectiveness as before the
reduction of hours.
The extent to which COVID-19 continues to negatively impact our business in the future will depend on future
developments, which are highly uncertain and cannot be predicted with confidence, including the duration of the outbreak,
new information that may emerge concerning the severity of the coronavirus, the actions taken to contain the coronavirus
or treat its impact, and the continued impact of each of these items on the economies and financial markets in the United
States and abroad. In particular, the continued spread of the current coronavirus globally, or a recurrence of the virus at
some point in the near future, could adversely impact our operations, including among others, our manufacturing and
supply chain, sales and marketing efforts and our clinical operations, and could have an adverse impact on the demand for
our products, our business and our financial results. As events are rapidly changing, additional impacts may arise of which
we are not currently aware.
FINANCIAL OPERATIONS OVERVIEW
Revenue
Since 2014, we have generated revenue from product sales of our generic Tussionex recorded on a net sales basis.
Sales of our generic Tussionex are seasonal and correlate with the cough and cold season. We launched
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commercialization of Adzenys XR ODT on May 16, 2016, initiated an early experience program with Cotempla XR ODT
with limited product availability on September 5, 2017 before launching this product nationwide on October 2, 2017 and
launched commercialization of Adzenys ER on February 26, 2018. We sell our products to drug wholesalers in the United
States. We have also established indirect contracts with drug, food and mass retailers that order and receive our generic
Tussionex product through wholesalers. As a result of the continuing commercialization of Adzenys XR ODT, Cotempla
XR ODT and Adzenys ER, we expect our future revenue to continue at or increase from historical levels.
We restructured our commercial efforts for our ADHD products in January 2019 to focus on more profitable
business channels and market segments. We believe that a useful indicator of our progress in these efforts is average net
price per pack, which is derived from net sales for each product divided by units of that product shipped. As we focus on
selling in more profitable business channels and market segments, we would expect average net price per pack to increase.
Following the restructuring, although product mix has changed, average net price per pack has increased. Unit shipments of
Adzenys XR-ODT for the three and six months ended June 30, 2020 were 51,942 and 99,264, respectively, as compared to
61,987 and 122,800, respectively, for the three and six months ended June 30, 2019. Unit shipments of Cotempla XR-ODT
for the three and six months ended June 30, 2020 were 38,417 and 87,523, respectively, as compared to 51,410 and
107,852, respectively, for the three and six months ended June 30, 2019. Blended average net price per pack (30-day
supply) of our ODT products was $128 for the three months ended June 30, 2020, as compared to $121 for the same period
in 2019.
In the future, we will seek to generate additional revenue from product sales of our branded products and generic
Tussionex. If we are unsuccessful in these efforts, our results of operations and financial position may be adversely
impacted.
Research and development
We expense research and development costs as they are incurred. Research and development expenses consist of
costs incurred in the discovery and development of our product candidates, and primarily include:
●

expenses, including salaries, benefits, and share-based compensation expense, of employees engaged in
research and development activities;

●

expenses incurred under third party agreements with contract research organizations (“CROs”), and
investigative sites that conduct our clinical trials and a portion of our pre-clinical activities;

●

cost of raw materials, as well as manufacturing cost of our materials used in clinical trials and other
development testing;

●

cost of facilities, depreciation and other allocated expenses;

●

fees paid to regulatory authorities for review and approval of our product candidates;

●

milestone payments earned in the performance of research and development for licensed products; and

●

expenses associated with obtaining and maintaining patents.

Direct development expenses associated with our research and development activities are allocated to our products
and product candidates. Indirect costs related to our research and development activities that are not allocated to a product
or product candidate are included in “Other Research and Development Activities” in the table below.
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The following table summarizes our research and development expenses for the periods indicated:
Three Months Ended
June 30,
2020
2019

Cotempla XR-ODT
Adzenys ER
Adzenys XR-ODT
NT0502
Other Research and Development Activities (1)

$

13
5
44
95
1,166
$ 1,323

$

82
3
369
155
1,400
$ 2,009

Six Months Ended
June 30,
2020
2019

$

44
9
152
755
2,398
$ 3,358

$

485
7
1,712
214
2,788
$ 5,206

(1) Includes unallocated product development cost, salaries and wages, occupancy and depreciation and amortization.
We expect that our research and development expenses will fluctuate over time as we explore new product
candidates, but will decrease as a percentage of revenue if Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER are
commercially successful. We expect to fund our research and development expenses from our current cash and cash
equivalents, sales of our commercial products and, if approved, our product candidates, and the net proceeds from any
future equity or debt financings.
The process of conducting clinical trials necessary to obtain regulatory approval is costly and time consuming. We
may never succeed in achieving marketing approval for our product candidates. The probability of success of our product
candidates may be affected by numerous factors, including clinical data, competition, manufacturing capability and
commercial viability. As a result, we are unable to determine the duration and completion costs of our research and
development projects or when and to what extent we will generate revenue from the commercialization and sale of any of
our product candidates.
Selling and marketing
Selling and marketing expenses consist primarily of salaries and related costs for personnel, including share-based
compensation expense, commercialization activities for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER, and trade
sales expenses for our generic Tussionex. Other selling and marketing expenses include market research, brand
development, advertising agency and other public relations costs, managed care relations, medical marketing, sales support
tools, sales planning and market data and analysis.
In light of the Restructuring announced on May 11, 2020, we believe that our selling and marketing expenses in
2020 will decline as compared to 2019.
General and administrative
General and administrative expenses consist primarily of salaries and related costs for personnel, including sharebased compensation expense, for our employees in executive, finance, information technology and human resources
functions. Other general and administrative expenses include facility-related costs not otherwise included in research and
development expenses or cost of goods sold, and professional fees for business development, accounting, tax and legal
services, expenses associated with being a public company, including costs for audit, legal, regulatory and tax-related
services, director and officer insurance premiums and investor relations costs, as well as accounting and compliance costs
to support the commercialization of our products, and, if approved, our product candidates. In addition, general and
administrative expenses include our Paragraph IV litigation costs, if any.
We anticipate that our general and administrative expenses may increase as we incur additional costs and
professional fees associated with future business development activities, if any. In addition, although we have settled our
recent Paragraph IV litigation cases, we may be subject to future Paragraph IV litigation costs, and could incur material
legal fees in the enforcement of our intellectual property rights.
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Interest expense, net
Interest expense to date has consisted primarily of interest expense on senior debt facilities, including the
amortization of debt issuance costs and discounts and the capitalized leases. We amortize debt issuance costs over the life
of the notes which are reported as interest expense in our consolidated statements of operations.
Other (expense) income, net
Other expense and income to date has primarily consisted of amortization of the net gain recorded on the sale
leaseback of our property and equipment. Other income and expense also includes interest earned, accretion and gains on
our cash and cash equivalents and short term investments and changes resulting from the remeasurement of the fair value of
our earnout and derivative liabilities. The primary objective of our investment policy is liquidity and capital preservation.
RESULTS OF OPERATIONS
Three months ended June 30, 2020 compared to the three months ended June 30, 2019
Revenues
The following table summarizes our revenues for the three months ended June 30, 2020 and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Net product sales

$ 13,133

$ 15,643

Increase
(Decrease)

$ (2,510)

% Increase
(Decrease)

(16.0)%

Net product sales were $13.1 million for the three months ended June 30, 2020, a decrease of $2.5 million, or
16.0%, compared to $15.6 million for the three months ended June 30, 2019. Sales from Cotempla XR-ODT decreased
$1.1 million to $5.4 million for the three months ended June 30, 2020, compared to $6.5 million for the three months ended
June 30, 2019. Sales from Adzenys XR-ODT decreased $1.0 million to $6.2 million for the three months ended June 30,
2020, compared to $7.2 million for the three months ended June 30, 2019. Sales from Adzenys ER was negligible for the
three months ended June 30, 2020 and $0.1 million for the three months ended June 30, 2019. Sales from our generic
Tussionex decreased $0.3 million to $1.5 million for the three months ended June 30, 2020, compared to $1.8 million for
the three months ended June 30, 2019. During the three months ended June 30, 2020, wholesalers substantially reduced
their inventory to below historical held-levels which resulted in reduced savings offer liability. We believe that revenue
may have been negatively affected by decreased utilization of our products as a result of the COVID-19 pandemic.
Although the potential impact of the COVID-19 pandemic on our product revenue is unclear, we expect net product sales
may continue to be negatively impacted by the COVID-19 pandemic during the third quarter and potentially into the fourth
quarter of 2020, depending on its duration.
Cost of goods sold
The following table summarizes our cost of goods sold for the three months ended June 30, 2020 and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Cost of goods sold

$ 5,878

$ 5,099

Increase
(Decrease)

$

779

% Increase
(Decrease)

15.3 %

Cost of goods sold was $5.9 million for the three months ended June 30, 2020, an increase of $0.8 million, or
15.3%, compared to $5.1 million for the three months ended June 30, 2019. Product cost of goods sold decreased by $0.9
million due primarily to the lower quantity sold, compared to the three months ended June 30, 2019, offset by a $1.7
million increase in labor and indirect production aggregate costs resulting from an increase in unabsorbed costs related to
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reduction in quantity produced in our manufacturing facilities, in part due to the six-week reduction in hours and furlough
implemented at our facilities due to the COVID-19 pandemic. Any decrease in product sales, as a result of the COVID-19
pandemic or otherwise, may result in a reduction in costs associated with the associated unit reduction in unit volume and
potentially an increase in unabsorbed costs due to lower production requirements, resulting in a decrease in gross margin.
Research and development expenses
The following table summarizes our research and development expenses for the three months ended June 30, 2020
and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Research and development expenses

$ 1,323

$ 2,009

Increase
(Decrease)

$ (686)

% Increase
(Decrease)

(34.1)%

Research and development expenses were $1.3 million for the three months ended June 30, 2020, a decrease of
$0.7 million, or 34.1%, compared to $2.0 million for the three months ended June 30, 2019. The decrease was primarily
due to a $0.4 million decrease in clinical studies expenses, a $0.1 million decrease in professional services expenses and a
$0.1 million decrease in product development expenses. It is anticipated the research and development expenses may
increase as we advance our NT0502 product further into clinical development. However, although we do not currently
expect the COVID-19 pandemic to affect our product development plans, any delay in our ability to access outsourced
development operations and expertise as a result of the pandemic likely would result in a reduction in research and
development expenses in future periods.
Selling and marketing expenses
The following table summarizes our selling and marketing expenses for the three months ended June 30, 2020 and
2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Selling and marketing expenses

$ 5,214

$ 7,269

Increase
(Decrease)

$ (2,055)

% Increase
(Decrease)

(28.3)%

Selling and marketing expenses were $5.2 million for the three months ended June 30, 2020, a decrease of
$2.1 million, or 28.3%, compared to $7.3 million for the three months ended June 30, 2019. This decrease was primarily
driven by lower travel and entertainment expenses of $0.8 million, lower team events and training expenses of $0.4 million,
lower professional services expenses of $0.4 million, lower marketing expenses of $0.3 million and lower salary and
incentive compensation expenses of $0.2 million, primarily resulting from reduced expenses due to the six-week reduction
in hours and furlough implemented in the wake of the COVID-19 pandemic and in part due to the Restructuring in May
2020. These decreases were partially offset by higher contract sales organization expenses of $0.1 million.
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General and administrative expenses
The following table summarizes our general and administrative expenses for the three months ended June 30,
2020 and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

General and administrative expense

$ 3,593

$ 3,712

Increase
(Decrease)

$ (119)

% Increase
(Decrease)

(3.2)%

General and administrative expenses were $3.6 million for the three months ended June 30, 2020, a decrease of
$0.1 million, or 3.2%, compared to $3.7 million for the three months ended June 30, 2019. The decrease was primarily
driven by lower professional service expenses of $0.1 million and lower travel and entertainment expenses of $0.1 million,
partially offset by higher administrative expenses of $0.1 million.
Interest expense
The following table summarizes interest expense for the three months ended June 30, 2020 and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Interest expense

$ 2,089

$ 1,987

Increase
(Decrease)

$

102

% Increase
(Decrease)

5.1 %

The total interest expense was $2.1 million for the three months ended June 30, 2020, an increase of $0.1 million,
or 5.1%, compared to $2.0 million for the three months ended June 30, 2019, primarily due to the increase in debt discount
amortization resulting from the amendment to senior secured long-term credit facility with Deerfield and an increase in
interest expense from the senior secured short-term line of credit facility with Encina, which we entered into in October
2019. The increase was partially offset by the decrease in interest expense resulting from the decrease in outstanding
principal under the senior secured long-term credit facility with Deerfield. Interest expense primarily consists of interest on
the senior secured long-term credit facility and senior secured short-term line of credit facility for the three months ended
June 30, 2020, and interest on the senior secured long-term credit facility for the three months ended June 30, 2019.
Other (expense) income, net
The following table summarizes our other (expense) income for the three months ended June 30, 2020 and 2019:
Three Months Ended
June 30,
2020
2019
(in thousands)

Other (expense) income, net

$ (544) $

670

Increase
(Decrease)

$ (1,214)

% Increase
(Decrease)

(181.2)%

Other expense, net, was $0.5 million for the three months ended June 30, 2020, an increase of $1.2 million, or
181.2%, compared to other income, net of $0.7 million for the three months ended June 30, 2019. The increase in other
expense, net was primarily driven by a $1.1 million change in fair value of Deerfield debt derivative liability. Other
(expense) income, net, mainly consisted of change in fair value of the Deerfield and Encina debt derivatives and interest
income for the three months ended June 30, 2020. For the three months ended June 30, 2019, other income, net, consisted
of change in fair value of the Deerfield debt derivative and interest income.
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Six months ended June 30, 2020 compared to the six months ended June 30, 2019
Revenues
The following table summarizes our revenues for the six months ended June 30, 2020 and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Net product sales

$ 27,626

$ 30,277

Increase
(Decrease)

% Increase
(Decrease)

$ (2,651)

(8.8)%

Net product sales were $27.6 million for the six months ended June 30, 2020, a decrease of $2.7 million, or 8.8%,
compared to $30.3 million for the six months ended June 30, 2019. Sales from Cotempla XR-ODT increased $1.2 million
to $13.5 million for the six months ended June 30, 2020, compared to $12.3 million for the six months ended June 30,
2019. Sales from Adzenys XR-ODT decreased $3.5 million to $10.4 million for the six months ended June 30, 2020,
compared to $13.9 million for the six months ended June 30, 2019. Sales from Adzenys ER was $0.2 million and $0.3
million for the six months ended June 30, 2020 and 2019, respectively. Sales from our generic Tussionex decreased $0.3
million to $3.5 million for the six months ended June 30, 2020, compared to $3.8 million for the six months ended June 30,
2019. During the six months ended June 30, 2020, wholesalers substantially reduced their inventory to below historical
held-levels which resulted in reduced savings offer liability. We believe that revenue may have been negatively affected by
decreased utilization of our products as a result of the COVID-19 pandemic. Although the potential impact of the COVID19 pandemic on our product revenue is unclear, we expect net product sales may continue to be negatively impacted by the
COVID-19 pandemic during the third quarter and potentially into the fourth quarter of 2020, depending on its duration.
Cost of goods sold
The following table summarizes our cost of goods sold for the six months ended June 30, 2020 and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Cost of goods sold

$ 12,267

$ 11,495

Increase
(Decrease)

$

772

% Increase
(Decrease)

6.7 %

Cost of goods sold was $12.3 million for the six months ended June 30, 2020, an increase of $0.8 million, or
6.7%, compared to $11.5 million for the six months ended June 30, 2019. Product cost of goods sold decreased by $1.6
million due primarily to the lower quantity sold, compared to the six months ended June 30, 2019, offset by a $2.4 million
increase in labor and indirect production aggregate costs resulting from an increase in unabsorbed costs related to reduction
in quantity produced in our manufacturing facilities, in part due to the six-week reduction in hours and furlough
implemented at our facilities due to the COVID-19 pandemic. Any decrease in product sales, as a result of the COVID-19
pandemic or otherwise, may result in a reduction in costs associated with the associated unit reduction in unit volume and
potentially an increase in unabsorbed costs due to lower production requirements, resulting in a decrease in gross margin.
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Research and development expenses
The following table summarizes our research and development expenses for the six months ended June 30, 2020
and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Research and development expenses

$ 3,358

$ 5,206

Increase
(Decrease)

$ (1,848)

% Increase
(Decrease)

(35.5)%

Research and development expenses were $3.3 million for the six months ended June 30, 2020, a decrease of $1.8
million, or 35.5%, compared to $5.2 million for the six months ended June 30, 2019. The decrease was primarily due to a
$1.9 million decrease in clinical studies expenses, a $0.2 million decrease in product development expenses and a $0.2
million decrease in professional services expenses, partially offset by $0.5 million in milestone achievement license fees for
NT0502, our product candidate for sialorrhea. It is anticipated the research and development expenses may increase as we
advance our NT0502 product further into clinical development. However, although we do not currently expect the COVID19 pandemic to affect our product development plans, any delay in our ability to access outsourced development operations
and expertise as a result of the pandemic likely would result in a reduction in research and development expenses in future
periods.
Selling and marketing expenses
The following table summarizes our selling and marketing expenses for the six months ended June 30, 2020 and
2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Selling and marketing expenses

$ 12,806

$ 14,338

Increase
(Decrease)

$ (1,532)

% Increase
(Decrease)

(10.7)%

Selling and marketing expenses were $12.8 million for the six months ended June 30, 2020, a decrease of
$1.5 million, or 10.7%, compared to $14.3 million for the six months ended June 30, 2019. This decrease was primarily
driven by lower travel and entertainment expenses of $0.7 million, lower team events and training expenses of $0.4 million,
lower professional services expenses of $0.3 million, lower marketing expenses of $0.5 million and lower administrative
expenses of $0.1 million, primarily resulting from reduced expenses due to the six-week reduction in hours and furlough
implemented in the wake of the COVID-19 pandemic and in part due to the Restructuring in May 2020. These decreases
were partially offset by higher salary and incentive compensation expenses of $0.5 million.
General and administrative expenses
The following table summarizes our general and administrative expenses for the six months ended June 30, 2020
and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

General and administrative expense

$ 7,958

$ 7,505

Increase
(Decrease)

$

453

% Increase
(Decrease)

6.0 %

General and administrative expenses were $8.0 million for the six months ended June 30, 2020, an increase of
$0.5 million, or 6.0%, compared to $7.5 million for the six months ended June 30, 2019. The increase was primarily driven
by higher salary and incentive compensation expenses of $0.3 million, higher professional service expenses of $0.2 million
and higher administrative expenses of $0.1 million, partially offset by lower travel and entertainment expenses of $0.1
million.
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Interest expense
The following table summarizes interest expense for the six months ended June 30, 2020 and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Interest expense

$ 4,126

$ 4,102

Increase
(Decrease)

$

24

% Increase
(Decrease)

0.6 %

The total interest expense was $4.1 million for each of the six months ended June 30, 2020 and 2019. Interest
expense primarily consists of interest on the senior secured long-term credit facility and senior secured short-term line of
credit facility for the six months ended June 30, 2020, and interest on the senior secured long-term credit facility for the six
months ended June 30, 2019.
Other (expense) income, net
The following table summarizes our other (expense) income for the six months ended June 30, 2020 and 2019:
Six Months Ended
June 30,
2020
2019
(in thousands)

Other (expense) income, net

$ (569) $ 1,006

Increase
(Decrease)

$ (1,575)

% Increase
(Decrease)

(156.6)%

Other expense, net, was $0.6 million for the six months ended June 30, 2020, an increase of $1.6 million, or
$156.6%, compared to other income, net of $1.0 million for the six months ended June 30, 2019. The increase in other
expense, net was primarily driven by a $1.3 million change in fair value of Deerfield debt derivative liability. Other
(expense) income, net, mainly consisted of change in fair value of the Deerfield and Encina debt derivatives and interest
income for the six months ended June 30, 2020. For the six months ended June 30, 2019, other income, net, consisted of
change in fair value of the Deerfield debt derivative and interest income.
LIQUIDITY AND CAPITAL RESOURCES
Sources of liquidity
From our reorganization in 2009 until our initial public offering (“IPO”), we financed our operations primarily
through private placements of common stock and redeemable convertible preferred stock and bank and other lender
financing. Since that time, we have financed our operations principally through public offerings of our common stock and
borrowings under our lending facilities.
On May 11, 2016, we entered into a $60.0 million senior secured credit facility (the “Facility”) with Deerfield
Private Design Fund III, L.P. and Deerfield Partners, L.P. (collectively, “Deerfield”) as lenders. For additional description
of this Facility, see “—Credit facilities” below.
In February 2017, we entered into an agreement with Essex Capital Corporation for the sale-leaseback of newly
acquired assets of up to $5.0 million to finance our capital expenditures. Each lease under this master agreement was for an
initial term of 36 months and had a bargain purchase option at the end of the respective lease. Under this agreement, we
entered into leases and sold assets with a total capitalized cost of $0.5 million and $2.7 million at effective interest rates of
14.3% and 14.9% on February 13, 2017 and June 30, 2017, respectively. The Essex leases matured in February 2020 and
May 2020 and all lease buy-out liabilities were satisfied.
In February 2017, we closed an underwritten public offering of 5,750,000 shares of our common stock at a public
offering price of $5.00 per share, which includes 750,000 shares of our common stock resulting from the
47

Table of Contents

underwriters’ exercise of their over-allotment option at the public offering price on February 17, 2017. Deerfield, our senior
lender, participated in the purchase of our common shares as part of this public offering, and as a result, was classified as a
related party at the time of the corresponding transactions. The net proceeds to us from this offering, after deducting
underwriting discounts and commissions and other offering expenses payable by us were approximately $26.7 million.
On June 30, 2017, we closed an underwritten public offering of 4,800,000 shares of our common stock at a price
of $6.25 per share for total proceeds of $30.0 million before estimated offering costs of $0.2 million. We also granted the
underwriter a 30-day option to purchase up to an additional 720,000 shares of our common stock which the underwriter
exercised in full on July 26, 2017. The net proceeds to us from this offering, after deducting offering expenses payable by
us, were approximately $34.3 million.
The shares of common stock for both the June 2017 and February 2017 offerings were offered pursuant to a shelf
registration statement on Form S-3, including a base prospectus, filed by us on August 1, 2016, and declared effective by
the SEC on August 12, 2016. This shelf registration statement covered the offering, issuance and sale by us of up to an
aggregate of $125.0 million of our common stock, preferred stock, debt securities, warrants and/or units (the “2016 Shelf”).
We simultaneously entered into a sales agreement with Cowen and Company, LLC, as sales agent, to provide for
the offering, issuance and sale by us of up to $40.0 million of our common stock from time to time in “at-the-market”
offerings under the Shelf (the “Cowen Sales Agreement”). During the year ended December 31, 2017, we sold an aggregate
749,639 shares of common stock under the Cowen Sales Agreement, at an average sale price of approximately $5.01 per
share for gross proceeds of $3.7 million and net proceeds of $3.6 million after paying compensation to the sales agent of
$0.1 million. During the year ended December 31, 2018, we sold an aggregate 651,525 shares of common stock under the
Sales Agreement, at an average sale price of approximately $6.25 per share for gross proceeds of $4.1 million and net
proceeds of $3.9 million and paying total compensation to the sales agent and other costs of approximately $0.2 million.
On November 5, 2018, we supplemented the 2016 Shelf to reduce the size of the Sales Agreement to up to $7,825,113 of
our common stock (inclusive of amounts previously sold thereunder prior to the date hereof), effective on November 5,
2018, which equaled the aggregate gross proceeds of sales of our common stock under the Sales Agreement as of that date,
and sales of our common stock under the Cowen Sales Agreement were suspended. The Cowen Sales Agreement
terminated with the expiration of the 2016 Shelf on August 12, 2019.
On November 8, 2018, we closed an underwritten public offering of 19,999,999 shares of our common stock at a
public offering price of $2.30 per share, which includes 2,608,695 shares of our common stock resulting from the
underwriters’ exercise of their over-allotment option at the public offering price. The net proceeds to us from this offering,
after deducting underwriting discounts and commissions and other offering expenses payable by us, were approximately
$43.4 million. Also, on November 5, 2018, we entered into a Second Amendment to the Facility with Deerfield under
which we used $7.5 million of proceeds of the offering to prepay $7.5 million of principal on the Facility otherwise due on
May 11, 2019. Pursuant to the Second Amendment, the schedule of principal repayments under the facility was further
modified to allow for the $15.0 million payment otherwise due on May 11, 2020 to be deferred until either May 2021 or
May 2022 if certain annual revenue milestones for the years ended December 31, 2019 and December 31, 2020 were
achieved. The revenue milestone was not met for the period ending December 31, 2019. Finally, the Second Amendment
provides us with a right, subject to the terms and conditions of the Facility and certain other limitations, to make interest
and principal payments through the issuance of our common stock, and provides Deerfield with a right, subject to the terms
and conditions of the Facility and the amended and restated convertible notes (the “A&R Notes”) issued under the Facility
and certain other limitations, to convert principal under the A&R Notes into our common stock, subject to a floor ranging
from 95% to 83% of $10.00 per share.
On March 18, 2019, we filed a shelf registration statement covering the offering, issuance and sale by us of up to
an aggregate of $100.0 million of our common stock, preferred stock, debt securities, warrants and/or units (the “2019
Shelf”), which was declared effective by the SEC on May 1, 2019. Effective as of August 12, 2019, the 2016 Shelf is no
longer available for further primary offerings or sales of our securities. We simultaneously entered into a sales agreement
with Cantor Fitzgerald & Co., as sales agent, to provide for the offering, issuance and sale by us of up to $30.0 million of
our common stock from time to time in “at-the-market” offerings under the 2019 Shelf (the “Cantor Sales Agreement”).
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On October 2, 2019, we entered into a senior secured credit agreement with Encina Business Credit, LLC
(“Encina”) as agent for the lenders (the “Loan Agreement”). Under the Loan Agreement, Encina will extend up to $25.0
million in secured revolving loans to us (the “Revolving Loans”), of which up to $2.5 million may be available for shortterm swingline loans, against 85% of eligible accounts receivable. For additional description of this Facility, see “—Loan
and Credit facilities” below.
On April 18, 2020, we entered into a $3.6 million U.S. Small Business Administration Paycheck Protection
Program Loan, (the “PPP Loan”) with First Republic Bank (the “PPP Lender”). We repaid the full amount of the PPP Loan
to the PPP Lender on May 6, 2020.
On May 6, 2020, we entered in to an agreement with Deerfield to further amend the Facility (the “Fifth
Amendment”), under which we deferred $5.0 million of principal (“Deferred Principal”) otherwise due on May 11, 2020.
We are required to pay the Deferred Principal in eight equal monthly installments beginning on September 11, 2020 and
ending on April 11, 2021. We paid in cash the $10.0 million principal payment otherwise due on May 11, 2020. For
additional description of this amendment, see “—Loan and Credit facilities” below.
Our policy is to invest any cash in excess of our immediate requirements in investments designed to preserve the
principal balance and provide liquidity. Accordingly, our cash equivalents and short-term investments are invested in bank
deposits, money market funds, financials and corporate debt securities, all of which are currently providing only minimal
returns.
As of June 30, 2020, we had $12.7 million in cash and cash equivalents. We believe that our working capital
deficiency and our continued operating losses raise substantial doubt about our ability to continue as a going concern
within one year after the date that the accompanying financial statements are issued. We will need to raise further capital,
through the sale of additional equity or debt securities, to support our future operations, service our debt obligations and to
further execute our business plan. Alternatively, we may be required to take measures to reduce our expenses or renegotiate
our debt facilities. Our operating needs include costs to operate our business, including amounts required to fund working
capital and capital expenditures. Our future capital requirements and the adequacy of our available funds will depend on
many factors, including our ability to successfully increase sales of our products, as well as market developments.
Our plans that are intended to mitigate the conditions or events that raise substantial doubt about our ability to
continue as a going concern are primarily focused on raising additional capital in order to meet our obligations and execute
our business plan or otherwise to reduce our expenses or renegotiate our debt facilities. We believe that we have access to
capital resources through possible public or private equity offerings, debt financings, or other means; however, we may be
unable to raise sufficient additional capital when we need it or raise capital on favorable terms. Debt financing may require
us to pledge certain assets and enter into covenants that could restrict certain business activities or our ability to incur
further indebtedness; and may contain other terms that are not favorable to our stockholders or us. If we are unable to
obtain adequate funds on reasonable terms, we may be required to significantly curtail or discontinue operations or obtain
funds by entering into financing agreements on unattractive terms. Alternatively, any efforts to reduce our expenses may
adversely impact our ability to sustain revenue-generating activities or otherwise operate our business, and there can be no
assurance that we will be able to renegotiate our debt facilities on commercially reasonable terms or at all. As a result, there
can be no assurance we will be successful in implementing our plans to alleviate this substantial doubt about our ability to
continue as a going concern.
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Cash flows
The following table sets forth the primary sources and uses of cash for the periods indicated:
Six months ended
June 30,
2020
2019
(in thousands)

Net cash (used in) provided by:
Net cash used in operating activities
Net cash provided by (used in) investing activities
Net cash used in financing activities
Net decrease in cash and cash equivalents

Increase
(Decrease)

$ (5,530) $ (7,860) $ 2,330
7,799
(4,855)
12,654
(6,420)
(8,006)
1,586
$ (4,151) $ (20,721) $ 16,570

Cash used in operating activities
Net cash used in operating activities during these periods primarily reflected our net losses, partially offset by
changes in working capital and non-cash charges including deferred interest on debt, changes in fair value of earnout,
derivative and warrant liabilities, share-based compensation expense, depreciation expense, amortization of patents and
other intangible assets and amortization of senior debt fees.
Net cash used in operating activities was $5.5 million and $7.9 million for the six months ended June 30, 2020 and
2019, respectively. The $2.4 million decrease in net cash used in operating activities was due to the $2.1 million increase in
our net losses, as discussed in “Results of Operations” above, offset by a $1.3 million increase in noncash items and a $3.2
million decrease in cash usage for working capital.
The net decrease in cash usage for working capital changes resulted primarily from a $4.3 million decrease in cash
usage for inventory, $1.5 million increase in cash provided from accounts receivable primarily due to timing of collections
in the first six months of 2020 and $0.3 million decrease in cash usage for other assets mainly associated with prepaid
expenses, partially offset by a $2.9 million increase in cash usage for accounts payable and accrued expenses due to the
timing of vendor invoicing and payments. The increase in noncash items was principally due to a $1.3 million increase in
the fair value change of derivative liabilities and a $0.4 million increase in amortization of senior debt issuance costs and
discounts, partially offset by a $0.2 million decrease in share-based compensation expenses and a $0.2 million decrease in
amortization of patents and other intangible assets.
Cash provided by (used in) investing activities
Net cash provided by (used in) investing activities is generally due to investments of cash in excess of our
operating needs as well as purchase of equipment to support our research and development and manufacturing activities.
Net cash provided by investing activities of $7.8 million for the six months ended June 30, 2020 was primarily
from a $11.1 million sales and maturities of short-term investments, partially offset by a $3.0 million purchase of shortterm investments and $0.3 million of capital expenditure principally for production equipment.
Net cash used by investing activities of $4.9 million for the six months ended June 30, 2019 was primarily due to a
$7.2 million purchase of short-term investments, partially offset by the $2.8 million sales and maturities of short-term
investments and $0.4 million of capital expenditure principally for production equipment.
Cash used in financing activities
Net cash used in financing activities of $6.4 million for the six months ended June 30, 2020 was primarily from a
$10.0 million principal payment of senior secured long-term debt, a $0.8 million principal payment of finance lease
obligations and $0.1 million payment of debt financing costs related to the senior secured short-term line of credit, partially
offset by a net $4.5 million draw made on the senior secured short-term line of credit.
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Net cash used in financing activities of $8.0 million for the six months ended June 30, 2019 was primarily due to
$7.5 million principal payment of senior secured debt and $0.5 million principal payment of finance lease obligations.
Loan and Credit facilities
Principal on the Deerfield Facility was initially due in three equal annual installments beginning in May 2019 and
continuing through May 2021, with a final payment of principal, interest and all other obligations under the Facility due
May 11, 2022. Interest is due quarterly beginning in June 2016, at a rate of 12.95% per year. In connection with the
Facility, we paid a $1.35 million yield enhancement fee to Deerfield and approximately $0.2 million of legal fees.
We had an option, which we exercised, to defer payment of each of the first four interest payments, adding such
amounts to the outstanding loan principal. The aggregate $6.6 million of first year accrued interest (the “Accrued Interest”)
was to be paid in cash on June 1, 2017.
However, on June 1, 2017, we entered into an amendment (the “Amendment”) to the Facility to provide a oneyear deferral to June 1, 2018, with an option for a second year of deferral to June 1, 2019, at our election, of payment of the
Accrued Interest, provided that we met certain sales revenue targets and obtained FDA approval of certain of our product
candidates on or before the Prescription Drug User Fee Act (“PDUFA”) goal date. The right to payment of the $6.6 million
of accrued interest was memorialized in the form of senior secured convertible notes (the “Convertible Notes”) issued to
Deerfield on the Amendment Date. Interest was due quarterly at a rate of 12.95% per year. Deerfield had an option to
convert these notes into our common stock. On October 26, 2017, Deerfield elected to convert the entire $6.6 million of
Convertible Notes into shares of our common stock at a conversion price of $7.08 per share. This resulted in our issuance
of 929,967 shares of our common stock to Deerfield on this date and the cancellation of the Convertible Notes.
Per the Amendment, we will prepay all of the outstanding obligations under the Facility and the Convertible Notes
upon the occurrence of a change in control or a sale of substantially all of our assets and liabilities. The Amendment
increased the staggered prepayment fees for prepayments due upon a change of control or any other prepayment made or
required to be made by us by 300 basis points from June 1, 2017 through the period ending prior to May 11, 2020 for the
change in control prepayment fees and through the period ending prior to May 11, 2022 for any other prepayments,
respectively (the “Prepayment Premiums”). Such Prepayment Premiums, as amended, ranged from 12.75% to 2%.
On November 5, 2018, we entered into a Second Amendment to the Facility with Deerfield under which we used
$7.5 million of proceeds of an underwritten public offering of shares of our common stock, which closed on November 8,
2018, to prepay $7.5 million of principal on the Facility otherwise due on May 11, 2019. Pursuant to the Second
Amendment, the schedule of principal repayments under the facility was further modified to allow for the $15.0 million
payment otherwise due on May 11, 2020 to be deferred until either May 2021 or May 2022 if certain annual revenue
milestones for the years ended December 31, 2019 and December 31, 2020 were achieved. The revenue milestone was not
met for the period ending December 31, 2019. Finally, the Second Amendment provides us with a right, subject to the
terms and conditions of the Facility and certain other limitations, to make interest and principal payments through the
issuance of our common stock, and provides Deerfield with a right, subject to the terms and conditions of the Facility and
the amended and restated convertible notes and certain other limitations, to convert outstanding principal under such notes
into our common stock, subject to a floor ranging from of 95% to 83% of $10.00 per share (“Variable Price Conversion”).
On May 6, 2020, the Company and Deerfield entered into an amendment (the “Fifth Amendment”) to the Facility
pursuant to which the Company deferred $5.0 million of principal (“Deferred Principal”) otherwise due on May 11, 2020.
The Company is required to pay the Deferred Principal in eight equal monthly installments beginning on September 11,
2020 and ending on April 11, 2021. Under the Amendment, Deerfield may convert up to $10.0 million of the remaining
debt due under the Facility into the Company’s common stock at a conversion price of $1.50 per share. Any monthly
payment otherwise due for the Deferred Principal will be deferred to May 11, 2021 for any month in which the Company’s
common stock trades above $1.50 for 10 consecutive days. In addition, the Deferred Principal obligation is reduced by
principal converted during the previous calendar month. A $250,000 incremental exit fee (the “Additional
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Exit Payment”) will be due in cash when the Facility is paid in full. Pursuant to the terms of the Facility, as amended, a
$10.0 million principal payment was paid in cash on May 11, 2020. The remaining $35.0 million of principal under the
Facility is due as follows: $5.0 million in equal monthly installments of $625,000 beginning in September 2020 and ending
in April 2021, $15.0 million on May 11, 2021 (the “2021 Principal Payment”), $15.0 million on May 11, 2022 (the “2022
Principal Payment”). In addition, upon the payment in full of the Obligations (whether voluntarily, in the connection with a
Change of Control or an Event of Default and whether before, at the time of or after the Maturity Date), the Company shall
pay to Deerfield an additional non-refundable exit fee in the amount of $1,000,239 inclusive of the Additional Exit
Payment, which shall be due and payable in cash.
Under the Fifth Amendment, upon the effectiveness thereof, the Company amended and restated the Senior
Secured Convertible Notes (as amended and restated, the “Convertible Notes”) to provide for the conversion of up to $10.0
million of the remaining principal due under the facility into the Company’s common stock at a conversion price of $1.50
per share (the “Fixed Price Conversion”). The ability to issue shares upon a Fixed Price Conversion is also subject to
customary beneficial ownership caps as described in the Convertible Notes. The Convertible Notes retained the Variable
Price Conversion for any additional conversions, which remain subject to customary beneficial ownership caps and
exchange caps as described therein. The shares of common stock issuable upon the Fixed Price Conversion and the
Variable Price Conversion are referred to herein as the “Conversion Shares”.
Borrowings under the Facility are collateralized by substantially all of our assets, except the assets under finance
lease, and we will maintain cash on deposit of not less than $5.0 million. The Facility also contains certain customary
nonfinancial covenants, including limitations on our ability to transfer assets, engage in a change of control, merge or
acquire with or into another entity, incur additional indebtedness and distribute assets to shareholders. Upon an event of
default, the lender may declare all outstanding obligations accrued under the Facility to be immediately due and payable,
and exercise its security interests and other rights. As of June 30, 2020, we were in compliance with the covenants under
the Facility.
Under the Loan Agreement with Encina, the lenders will extend to us up to $25.0 million in Revolving Loans, of
which up to $2.5 million may be available for short-term swingline loans, against 85% of eligible accounts receivable. The
Revolving Loans bear variable interest through maturity at the one-month London Interbank Offered Rate (“LIBOR”), plus
an applicable margin of 4.50%. In addition, we are required to pay an unused line fee of 0.50% of the average unused
portion of the maximum revolving facility amount during the immediately preceding month. Interest is payable monthly in
arrears, upon a prepayment of a loan and on the maturity date. The maturity date under the Loan Agreement is May 11,
2022.
We may permanently terminate the Loan Agreement by prepaying all outstanding principal amounts and accrued
interest at any time, subject to at least five (5) business days prior notice to the lender and the payment of a prepayment fee
equal to (i) 2.0% of the aggregate principal amount prepaid if such prepayment occurs on or before October 2, 2020, (ii)
1.0% of the aggregate principal amount prepaid if such prepayment occurs after October 2, 2020 but on or before October
2, 2021, and (iii) 0.5% of the aggregate principal amount prepaid if such prepayment occurs after October 2, 2021 but
before May 11, 2022.
The Loan Agreement contains customary affirmative covenants, negative covenants and events of default, as
defined in the Loan Agreement, including covenants and restrictions that, among other things, require us to satisfy certain
capital expenditure and other financial covenants, and restrict our ability to incur liens, incur additional indebtedness,
engage in mergers and acquisitions or make asset sales without the prior written consent of the Lenders. Failure to comply
with these covenants could permit the lenders to declare our obligations under the Loan Agreement, together with accrued
interest and fees, to be immediately due and payable, plus any applicable additional amounts relating to a prepayment or
termination, as described above. As of June 30, 2020, we were in compliance with the covenants under the Loan
Agreement.
During the year ended December 31, 2017, we entered into an agreement for the sale-leaseback of newly acquired
assets with a total capitalized cost of $3.2 million, with bargain purchase option at the end of the lease. The approximate
imputed interest rate on these leases was 14.9%. The leases matured in February 2020 and May 2020 and all lease buy-out
liabilities were satisfied. In addition, during the year ended December 31, 2019, we entered into an
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equipment lease with a total capitalized cost of $0.4 million, with a bargain purchase option at the end of the lease term.
The approximate interest rate on the lease was 6.5%. See “Contractual Commitments and Obligations” below for future
payments under these leases.
Capital resources and funding requirements
On March 18, 2019, we filed the 2019 Shelf which covers the offering, issuance and sale by us of up to an
aggregate of $100.0 million of our common stock, preferred stock, debt securities, warrants and/or units. We
simultaneously entered the Cantor Sales Agreement with Cantor Fitzgerald & Co., as sales agent, to provide for the
offering, issuance and sale by us of up to $30.0 million of our common stock from time to time in “at-the-market” offerings
under the 2019 Shelf. The 2019 Shelf was declared effective by the SEC on May 1, 2019.
October 2, 2019, we entered into the Loan Agreement with Encina. Under the Loan Agreement, Encina will
extend up to $25.0 million in secured Revolving Loans to us, of which up to $2.5 million may be available for short-term
swingline loans, against 85% of eligible accounts receivable.
We may continue to seek private or public equity and debt financing to meet our capital requirements. There can
be no assurance that such funds will be available on terms favorable to us, if at all. We expect to continue to incur operating
losses for the foreseeable future as we seek to increase net sales and profitability of Adzenys XR-ODT, Cotempla XR-ODT
and Adzenys ER and continue the development of our product candidates. There can be no assurance that we will ever
attain sufficient levels of net sales of our commercial products to achieve profitability or that we will be successful in
developing and attaining regulatory approval of our development candidates.
We believe that working capital and our continued operating losses raise substantial doubt about our ability to
continue as a going concern within one year after the date that the accompanying financial statements are issued. See “—
Sources of Liquidity” and Note 1 to the Condensed Consolidated Financial Statements appearing in this Quarterly Report
on Form 10-Q for a further discussion of our liquidity and the conditions and events that raise substantial doubt regarding
our ability to continue as a going concern.
We have based our estimate of our future operating requirements on assumptions that may prove to be wrong,
resulting in the use of our available capital resources sooner than we currently expect. Because of the numerous risks and
uncertainties associated with the development and commercialization of our products and product candidates, we are
unable to estimate the amount of increased capital required to become profitable. Our future funding requirements will
depend on many factors, including:
●

the costs of operating our sales, marketing and distribution capabilities;

●

the market acceptance of our products and, if approved, product candidates and related success in
commercializing and generating sales from our products and, if approved, product candidates, that we may
develop;

●

the costs of our manufacturing capabilities to support our commercialization activities, including any costs
associated with adding new capabilities;

●

the costs and timing involved in obtaining regulatory approvals for our new product candidates;

●

the timing and number of product candidates for which we obtain regulatory approval;

●

the costs of maintaining, expanding and protecting our intellectual property portfolio, including potential
litigation costs and liabilities;

●

the number and characteristics of new product candidates that we pursue;
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●

the direct and indirect impact of COVID-19 on our business and operations, including product sales,
expenses, supply chain, manufacturing, research and development costs, clinical trials and employees; and

●

our ability to hire qualified employees at salary levels consistent with our estimates to support our growth and
development, including additional general and administrative personnel as a result of increased product sales
and commercial operations, as well as sales and marketing personnel to commercialize our approved
products.

Accordingly, we may need to obtain additional financing in the future which may include public or private debt
and equity financings and/or entrance into product and technology collaboration agreements or licenses and asset sales.
There can be no assurance that additional capital will be available when needed on acceptable terms, or at all. The issuance
of equity securities may result in dilution to stockholders. If we raise additional funds through the issuance of debt
securities, these securities may have rights, preferences and privileges senior to those of our common stock and the terms of
the debt securities could impose significant restrictions on our operations. If we raise additional funds through
collaborations and licensing arrangements, we might be required to relinquish significant rights to our technologies or
products, or grant licenses on terms that are not favorable to us. If adequate funds are not available, we may have to scale
back our commercial operations or limit our research and development activities, which would have a material adverse
impact on our business prospects and results of operations.
Please see “Risk Factors” for additional risks associated with our substantial capital requirements.
CRITICAL ACCOUNTING POLICIES AND SIGNIFICANT JUDGMENTS AND ESTIMATES
Our management’s discussion and analysis of financial condition and results of operations is based on our
financial statements, which have been prepared in accordance with accounting principles generally accepted in the United
States (“GAAP”). The preparation of our financial statements requires us to make estimates and judgments that affect the
reported amounts of assets and liabilities and the disclosure of any contingent assets and liabilities at the date of the
financial statements, as well as reported revenue and expenses during the reporting periods. On an ongoing basis, we
evaluate our estimates and judgments. We base our estimates on our historical experience and on various other assumptions
that we believe to be reasonable under the circumstances. These estimates and assumptions form the basis for making
judgments about the carrying values of assets and liabilities that are not readily apparent from other sources. Our actual
results may differ materially from these estimates under different assumptions or conditions.
While our significant accounting policies are described in more detail in Note 2 to the notes to our unaudited
interim condensed consolidated financial statements included elsewhere in this Quarterly Report on Form 10-Q, we believe
the following accounting policies to be critical to the judgments and estimates used in the preparation of our consolidated
financial statements.
Revenue recognition
Revenue is recognized when a customer obtains control of promised goods or services, in an amount that reflects
the consideration which we expect to receive in exchange for those goods or services at a point in time. We make estimates
of the net sales price, including estimates of variable consideration (e.g., savings offers, prompt payment discounts, product
returns, wholesaler fees, wholesaler chargebacks and estimated rebates) to be incurred on the selling price of the respective
product sales, and recognize the estimated amount as revenue when control of the product transfers to the customers (e.g.,
upon delivery). Variable consideration is determined using either an expected value or a most likely amount method. The
estimate of variable consideration is also subject to a constraint such that some or all of the estimated amount of variable
consideration will only be included in the transaction price to the extent that it is probable that a significant reversal of
revenue (in the context of the contract) will not occur when the uncertainty associated with the variable consideration is
subsequently resolved. Estimating variable consideration and the related constraint will require the use of significant
management judgment and other market data. We provide for prompt payment discounts, wholesaler fees and wholesaler
chargebacks based on customer contractual stipulations. We analyze recent product return history and other market data
obtained from our third-party logistics providers (“3PLs”) to determine a reliable return rate. Additionally, we analyze
historical savings offers and rebate payments based on patient
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prescriptions dispensed for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER and information obtained from third
party providers to determine these respective variable considerations.
We sell our generic Tussionex, Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER to a limited number of
pharmaceutical wholesalers, all subject to rights of return. Pharmaceutical wholesalers buy drug products directly from
manufacturers. Title to the product passes upon delivery to the wholesalers, when the risks and rewards of ownership are
assumed by the wholesaler. These wholesalers then resell the product to retail customers such as food, drug and mass
merchandisers.
Net product sales
Net product sales represent total gross product sales less gross to net sales adjustments. Gross to net sales
adjustments for branded Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER include savings offers, prompt payment
discounts, wholesaler fees, estimated wholesaler chargebacks and estimated rebates to be incurred on the selling price of
the respective product sales and estimated allowances for product returns.
Gross to net sales adjustments for generic Tussionex include prompt payment discounts, estimated allowances for
product returns, wholesaler fees, estimated government rebates and estimated chargebacks to be incurred on the selling
price of generic Tussionex related to the respective product sales.
We recognize total gross product sales less gross to net sales adjustment as revenue based on shipments from 3PLs
to our wholesaler customers.
Due to estimates and assumptions inherent in determining the amount of returns, rebates and chargebacks, the
actual amount of returns, claims for rebates and chargebacks may be different from the estimates, at which time reserves
would be adjusted accordingly.
Savings offers for branded products
We offer savings programs for Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER to patients covered under
commercial payor plans in which the cost of a prescription to such patients is discounted. The amount of redeemed savings
offers is recorded based on information from third-party providers against the estimated discount recorded as accrued
expenses. The estimated discount is recorded as a gross to net sales adjustment at the time revenue is recognized.
Prompt payment discounts
Prompt payment discounts are based on standard programs with wholesalers and are recorded as a discount
allowance against accounts receivable and as a gross to net sales adjustment at the time revenue is recognized.
Wholesale distribution fees
Wholesale distribution fees are based on definitive contractual agreements for the management of our products by
wholesalers and are recorded as accrued expenses and as a gross to net sales adjustment at the time revenue is recognized.
Rebates
Our branded Adzenys XR-ODT, Cotempla XR-ODT and Adzenys ER are subject to commercial managed care
and government managed Medicare and Medicaid programs whereby discounts and rebates are provided to participating
managed care organizations and federal and/or state governments. Calculations related to rebate accruals of branded
products are estimated based on information from third-party providers.
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Our generic Tussionex product is subject to state government-managed Medicaid programs whereby discounts and
rebates are provided to participating state governments. Generic Tussionex government rebates are estimated based upon
rebate payment data available from sales of our generic Tussionex product over the past three years.
Estimated rebates are recorded as accrued expenses and as a gross to net sales adjustment at the time revenue is
recognized. Historical trends of estimated rebates will be continually monitored and may result in future adjustments to
such estimates.
Product returns
Wholesalers’ contractual return rights are limited to defective product, product that was shipped in error, product
ordered by customer in error, product returned due to overstock, product returned due to dating or product returned due to
recall or other changes in regulatory guidelines. The return policy for expired product allows the wholesaler to return such
product starting six months prior to expiry date to twelve months post expiry date. Estimated returns are recorded as
accrued expenses and as a gross to net sales adjustment at the time revenue is recognized.
We analyzed recent branded product return data to determine a reliable return rate for branded Adzenys XR-ODT,
Cotempla XR-ODT and Adzenys ER. Generic Tussionex product returns were estimated based upon return data available
from sales of our generic Tussionex product over the past three years.
Wholesaler chargebacks
Our products are subject to certain programs with wholesalers whereby pricing on products is discounted below
wholesaler list price to participating entities. These entities purchase products through wholesalers at the discounted price,
and the wholesalers charge the difference between their acquisition cost and the discounted price back to us. Estimated
chargebacks are recorded as a discount allowance against accounts receivable and as a gross to net sales adjustment at the
time revenue is recognized based on information provided by third parties.
Inventories
Inventories are measured at the lower of cost (first in, first out) or net realizable value. Inventories have been
reduced by an allowance for excess and obsolete inventories. Cost elements include material, labor and manufacturing
overhead. Inventories consist of raw materials, work in process and finished goods.
Until objective and persuasive evidence exists that regulatory approval has been received and future economic
benefit is probable, pre-launch inventories are expensed into research and development. Manufacturing costs for the
production of Adzenys XR-ODT incurred after the January 27, 2016 FDA approval date, for the production of Cotempla
XR-ODT incurred after June 30, 2017, following the FDA approval date of June 19, 2017, and for the production of
Adzenys ER incurred after September 30, 2017, following the FDA approval date of September 15, 2017, are being
capitalized into inventory.
Research and development expenses
Research and development expenses include costs incurred in performing research and development activities,
personnel related expenses, laboratory and clinical supplies, facilities expenses, overhead expenses, fees for contractual
services, including preclinical studies, clinical trials and raw materials. We estimate clinical trial expenses based on the
services received pursuant to contracts with research institutions and CROs which conduct and manage clinical trials on our
behalf. We accrue service fees based on work performed, which relies on estimates of total costs incurred based on
milestones achieved, patient enrollment and other events. The majority of our service providers invoice us in arrears, and to
the extent that amounts invoiced differ from our estimates of expenses incurred, we accrue for additional costs. The
financial terms of these agreements vary from contract to contract and may result in uneven expenses and cash flows. To
date, we have not experienced any events requiring us to make material adjustments to our accruals for service fees. If we
do not identify costs that we incurred or if we underestimate or overestimate the level of services performed, our actual
expenses could differ from our estimates which could materially affect our results of operations. Adjustments to
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our accruals are recorded as changes in estimates become evident. In addition to accruing for expenses incurred, we may
also record payments made to service providers as prepaid expenses that we will recognize as expense in future periods as
services are rendered.
Share-based compensation expense
Share-based compensation awards, including grants of stock options and restricted stock and modifications to
existing stock options, are recognized in the statement of operations based on their fair values. Compensation expense
related to stock-based awards is recognized on a straight-line basis, based on the grant date fair value, over the requisite
service period of the award, which is generally the vesting term. The fair value of our share-based awards to employees and
directors is estimated using the Black-Scholes option pricing model, which requires the input of subjective assumptions,
including (1) the expected stock price volatility, (2) the expected term of the award, (3) the risk-free interest rate and
(4) expected dividends.
Under recent guidance for accounting for share-based payments, we have elected to continue estimating
forfeitures at the time of grant and, if necessary, revise the estimate in subsequent periods if actual forfeitures differ from
those estimates. Ultimately, the actual expense recognized over the vesting period will only be for those options that vest.
We calculated the fair value of share-based compensation awards using the Black-Scholes option-pricing model.
The Black-Scholes option-pricing model requires the input of subjective assumptions, including stock price volatility and
the expected life of stock options. The application of this valuation model involves assumptions that are highly subjective,
judgmental and sensitive in the determination of compensation cost. We have not paid and do not anticipate paying cash
dividends. Therefore, the expected dividend rate is assumed to be 0%. Historically, the expected stock price volatility for
stock option awards was based on a blended volatility rate of prior studies of historical volatility from a representative peer
group of comparable companies’ selected using publicly-available industry and market capitalization data and our stock
price volatility. As of January 1, 2020, we use our stock price volatility in the valuation model. The risk-free rate was based
on the U.S. Treasury yield curve in effect commensurate with the expected life assumption. The average expected life of
stock options was determined according to the “simplified method” as described in SAB Topic 110, which is the midpoint
between the vesting date and the end of the contractual term. The risk-free interest rate was determined by reference to
implied yields available from U.S. Treasury securities with a remaining term equal to the expected life assumed at the date
of grant. We estimate forfeitures based on our historical analysis of actual stock option forfeitures. We estimate the fair
value of all stock option awards on the grant date by applying the Black-Scholes option pricing valuation model. Given the
absence of an active market for our common stock prior to our IPO, our board of directors was required to estimate the fair
value of our common stock at the time of each option grant primarily based upon valuations performed by a third-party
valuation firm. After the closing of our IPO, our board of directors has determined the fair value of each share of
underlying common stock based on the closing price of our common stock as reported by the NASDAQ Global Market on
the date of grant.
There is a high degree of subjectivity involved when using option-pricing models to estimate share-based
compensation. There is currently no market-based mechanism or other practical application to verify the reliability and
accuracy of the estimates stemming from these valuation models, nor is there a means to compare and adjust the estimates
to actual values. Although the fair value of employee stock-based awards is determined using an option-pricing model,
such a model value may not be indicative of the fair value that would be observed in a market transaction between a willing
buyer and willing seller. If factors change and we employ different assumptions when valuing our options, the
compensation expense that we record in the future may differ significantly from what we have historically reported.
Derivative liabilities
We evaluate our debt and equity issuances to determine if those contracts or embedded components of those
contracts qualify as derivatives requiring separate recognition in our financial statements. The result of this accounting
treatment is that the fair value of the embedded derivative is marked-to-market each balance sheet date and recorded as a
liability and the change in fair value is recorded in other income (expense) in the consolidated results of operations. In
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circumstances where the embedded conversion option in a convertible instrument is required to be bifurcated and there are
also other embedded derivative instruments in the convertible instrument that are required to be bifurcated, the bifurcated
derivative instruments are accounted for as a single, compound derivative instrument. The classification of derivative
instruments, including whether such instruments should be recorded as liabilities or as equity, is reassessed at the end of
each reporting period. Equity instruments that are initially classified as equity that become subject to reclassification are
reclassified to liability at the fair value of the instrument on the reclassification date. Derivative instrument liabilities are
classified in the balance sheet as current or non-current based on whether or not net-cash settlement of the derivative
instrument is expected within twelve months of the balance sheet date.
When we have determined that the embedded conversion options should not be bifurcated from their host
instruments, we record, when necessary, discounts to convertible notes for the intrinsic value of conversion options
embedded in debt instruments based upon the differences between the fair value of the underlying common stock at the
commitment date of the note transaction and the effective conversion price embedded in the note. Debt discounts under
these arrangements are amortized over the term of the related debt to their stated date of redemption and recorded in
interest expense in the consolidated financial statements.
Intangible assets
Intangible assets subject to amortization, which principally include our proprietary modified-release drug delivery
technology, the costs to acquire the rights to Tussionex ANDA and patents, are recorded at cost and are amortized over the
estimated lives of the assets, which primarily range from 10 to 20 years.
CONTRACTUAL COMMITMENTS AND OBLIGATIONS
The following table reflects summaries of our estimates of future material contractual obligations as of June 30,
2020. Future events could cause actual payments to differ from these estimates.

Deerfield senior secured facility
Texas facility operating lease
Finance leases for equipment
Pennsylvania facility operating lease
Equipment operating leases
Earnout liability

Total

< 1 Yr.

$ 42,056
4,725
426
130
97
30
$ 47,464

$ 24,200
1,005
117
130
64
—
$ 25,516

1-3 Yrs.
(In thousands)

$ 17,856
2,086
222
—
33
—
$ 20,197

3-5 Yrs.

$

—
1,634
87
—
—
—
$ 1,721

Thereafter

$

$

—
—
—
—
—
30
30

We had borrowed $60.0 million under the Deerfield Facility. On November 5, 2018, we amended the facility and
prepaid $7.5 million otherwise due in May 2019. We further amended the facility on May 6, 2020 and deferred $5.0 million
otherwise due on May 11, 2020. Pursuant to the terms of the Facility, as amended, we made a $7.5 million principal
payment in May 2019 and a further $10.0 million on May 11, 2020, and we currently have a principal balance of $35.0
million of senior secured credit as of June 30, 2020. The payments above are inclusive of related interest amounts as of
June 30, 2020.
In addition to the commitments shown above, in response to a lawsuit brought against us by Shire LLC (“Shire”)
for infringement of certain of Shire’s patents, we entered into a Settlement Agreement and an associated License
Agreement (the “2014 License Agreement”) with Shire for a non-exclusive license to certain patents for certain activities
with respect to our New Drug Application (the “NDA”) No. 204326 for an extended-release orally disintegrating
amphetamine polistirex tablet in July 2014. Under the terms of the 2014 License Agreement, following FDA approval of
our NDA for Adzenys XR-ODT, in the first quarter of 2016, we paid a lump sum, non-refundable license fee to Shire of an
amount less than $1.0 million. This license fee was capitalized and is being amortized over the life of the longest associated
patent. We are paying a single digit royalty to Shire on our net sales of Adzenys XR-ODT during the life of the licensed
patents.
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On March 6, 2017, after our NDA submission for Adzenys ER requiring a Paragraph IV certification notification
to the producer of Adderall XR, Shire Pharmaceuticals, in accordance with the Hatch-Waxman Amendments, we entered
into a License Agreement (the “2017 License Agreement”) with Shire. Pursuant to this agreement, Shire granted us a nonexclusive license to certain patents owned by Shire for certain activities with respect to our NDA No. 204325 for an
extended-release amphetamine liquid suspension. Under the terms of the 2017 License Agreement, following FDA
approval of our NDA for Adzenys ER, in October 2017, we paid a lump sum, non-refundable license fee to Shire of an
amount less than $1.0 million. This license fee was capitalized and is being amortized over the life of the longest associated
patent. We are paying a single digit royalty to Shire on our net sales of Adzenys ER during the life of the licensed patents.
Due to the uncertainty of the amount and timing of the royalty payments for Adzenys XR-ODT and Adzenys ER,
we have not presented such amounts in the table above. The license fees are paid and recorded as an intangible asset and
amortized over the term of the license. The royalties are being recorded as cost of goods sold in the same period as the net
sales upon which they are calculated.
OFF-BALANCE SHEET ARRANGEMENTS
We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements,
as defined in the rules and regulations of the SEC, including any relationships with unconsolidated entities or financial
partnerships, such as entities referred to as structured finance or special purpose entities, which are established for the
purpose of facilitating off-balance sheet arrangements or other contractually narrow or limited purposes.
RECENT ACCOUNTING PRONOUNCEMENTS
See Note 2 to the notes to our unaudited interim condensed consolidated financial statements included elsewhere
in this Quarterly Report on Form 10-Q for further discussion of recent accounting pronouncements.
JOBS ACT
In April 2012, the Jumpstart Our Business Startups Act (the “JOBS Act”), was enacted in the United States.
Section 107 of the JOBS Act provides that an “emerging growth company” can take advantage of the extended transition
period provided in Section 7(a)(2)(B) of the Securities Act of 1933, as amended, for complying with new or revised
accounting standards. Thus, an emerging growth company can delay the adoption of certain accounting standards until
those standards would otherwise apply to private companies. We have irrevocably elected not to avail ourselves of this
extended transition period and, as a result, we will adopt new or revised accounting standards on the relevant dates on
which adoption of such standards is required for non-emerging growth companies.
ITEM 3. QUALITATIVE AND QUANTITATIVE DISCLOSURES ABOUT MARKET RISK
Market risk
We are exposed to market risk related to changes in interest rates as it impacts our interest income. As of June 30,
2020, we had cash and cash equivalents of $12.7 million. Our primary exposure to market risk is interest income
sensitivity, which is affected by changes in the general level of U.S. interest rates as our cash equivalents are invested in
interest-bearing money market funds. The goals of our investment policy are liquidity and capital preservation to fund our
operations. Due to the short-term duration and low risk profile of our cash equivalents portfolios, a 10% change in interest
rates would not have a material effect on interest income we recognize or the fair market value of our investments.
Accordingly, we would not expect our operating results or cash flows to be affected to any significant degree by the effect
of a sudden change in market interest rates.
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Interest risk
The interest rates on our long-term notes payable are fixed. Therefore, we are not exposed to market risk from
changes in interest rates as it relates to these interest bearing obligations. We are subject to interest rate changes on our
LIBOR-based variable interest rate under our senior secured short-term line of credit facility. As of June 30, 2020, we had
$4.5 million borrowings outstanding under this line of credit facility.
Effects of Inflation
We do not believe that inflation and changing prices had a significant impact on our results of operations for any
periods presented herein.
ITEM 4. CONTROLS AND PROCEDURES.
Disclosure Controls and Procedures
As required by Rule 13a-15(b) and Rule 15d-15(b) of the Exchange Act of 1934, as amended, (the “Exchange
Act”), our management, with the participation of our principal executive officer and our principal financial officer, has
evaluated the effectiveness of our disclosure controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) under
the Exchange Act, as of the end of the period covered by this Quarterly Report on Form 10-Q. Based on the evaluation of
our disclosure controls and procedures as of June 30, 2020, our principal executive officer and principal financial officer
concluded that, as a result of the material weakness in our internal control over financial reporting as described below and
in Part II, Item 1A. of this Quarterly Report on Form 10-Q, our disclosure controls and procedures were not effective as of
June 30, 2020. Notwithstanding the material weakness, our management believes that the financial statements included
elsewhere in this report present fairly, in all material respects, our financial position, results of operations, changes in
stockholders’ equity (deficit) and cash flows in conformity with GAAP.
In connection with the preparation of our financial statements for the period ended June 30, 2020, we concluded
that we had a material weakness in internal control over financial reporting related to accounting for debt issuance costs
and discounts in connection with the Fifth Amendment to our credit facility dated May 6, 2020. Due to the complexities
involving debt and equity issuances in determining if those contracts or embedded components of those contracts qualify as
derivatives requiring separate recognition in our financial statements, we sought and received technical accounting
guidance from a third-party provider. Although in the analysis we did identify an embedded conversion option, the analysis
did not comprehensively address nor did we fully follow our policy for the accounting treatment by timely recording the
associated debt discount for the difference in the fair value of conversion options. This deficiency did not result in the
revision of any of our previously issued financial statements. However, if not addressed, the deficiency could result in
material misstatement in the future. In response, we are taking a number of actions designed to improve our internal control
over financial reporting to remediate this material weakness. These efforts include testing of conclusions for non-routine
complex transactions, testing of adherence to our policies and procedures and evaluating alternative third-party providers
for technical accounting expertise.
The measures we are implementing are subject to continued management review supported by confirmation and
testing, as well as audit committee oversight. Management remains committed to remediating this material weakness. We
will continue to implement measures to remedy our internal control deficiencies, though there can be no assurance that our
efforts will be successful or avoid potential future material weaknesses.
Changes in Internal Control over Financial Reporting
Other than the material weakness discussed above, there were no changes in our internal control over financial
reporting (as defined in Rule 13a-15(f) of the Exchange Act) identified in connection with the evaluation of our internal
control that occurred during the quarter ended June 30, 2020 that has materially affected, or is reasonably likely to
materially affect, our internal control over financial reporting.
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We have not experienced any material impact to our internal controls over financial reporting despite transitioning
our workforce responsible for such controls to a remote working environment as a result of the COVID-19 pandemic. We
are continually monitoring and assessing the impact of COVID-19 on our internal controls to minimize the impact to their
design and operating effectiveness. For the six months ended June 30, 2020 there have been no changes in the design and
operating effectiveness to our internal controls over financial reporting.
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PART II—OTHER INFORMATION
ITEM 1. LEGAL PROCEEDINGS.
From time to time, we may be subject to various legal proceedings and claims that arise in the ordinary course of
our business activities. Although the results of litigation and claims cannot be predicted with certainty, we do not believe
we are party to any claim or litigation the outcome of which, if determined adversely to us, would individually or in the
aggregate be reasonably expected to have a material adverse effect on our business. We may file infringement claims
against third parties for the infringement of our patents, such as the lawsuits against Actavis Laboratories FL, Inc.
(“Actavis”) and Teva Pharmaceuticals USA, Inc. (“Teva”) discussed below. Regardless of the outcome, litigation can have
an adverse impact on us because of defense and settlement costs, diversion of management resources and other factors.
On July 25, 2016, we received a paragraph IV certification from Actavis advising us that Actavis filed an
Abbreviated New Drug Application (“ANDA”) with the U.S. Food and Drug Administration (“FDA”) for a generic version
of Adzenys XR-ODT. On September 1, 2016, we filed a patent infringement lawsuit in federal district court in the District
of Delaware against Actavis, Inc. alleging that Actavis infringed our Adzenys XR-ODT patents by submitting to the FDA
an ANDA seeking to market a generic version of Adzenys XR-ODT prior to the expiration of our patents. On October 17,
2017, we entered into a Settlement Agreement and a Licensing Agreement with Actavis (the “Actavis Agreement”), which
resolved all ongoing litigation involving our Adzenys XR-ODT patents and Actavis’s ANDA. Under the Actavis
Agreement, we granted Actavis the right to manufacture and market its generic version of Adzenys XR-ODT under the
ANDA beginning on September 1, 2025, or earlier under certain circumstances. A stipulation and order of dismissal was
entered by the U.S. District Court for the District of Delaware. The Actavis Agreement has been submitted to the
applicable governmental agencies.
On October 31, 2017, we received a paragraph IV certification from Teva advising us that Teva filed an ANDA
with the FDA for a generic version of Cotempla XR-ODT. On December 13, 2017, we filed a patent infringement lawsuit
in federal district court in the District of Delaware against Teva alleging that Teva infringed our Cotempla XR-ODT patents
by submitting to the FDA an ANDA seeking to market a generic version of Cotempla XR-ODT prior to the expiration of
our patents. On December 21, 2018, we entered into a Settlement Agreement and a Licensing Agreement with Teva (the
“Teva Agreement”), which resolved all ongoing litigation involving our Cotempla XR-ODT patents and Teva’s ANDA.
Under the Teva Agreement, we granted Teva the right to manufacture and market its generic version of Cotempla XR-ODT
under the ANDA beginning on July 1, 2026, or earlier under certain circumstances. A stipulation and order of dismissal
was entered by the U.S. District Court for the District of Delaware. The Teva Agreement has been submitted to the
applicable governmental agencies.
On March 7, 2018 and April 18, 2019, we received citations advising us that the County of Harris Texas (“Harris
County”) and the County of Walker Texas (“Walker County”) filed lawsuits on December 13, 2017 and January 11, 2019,
respectively, against us and various other alleged manufacturers, promoters, sellers and distributors of opioid
pharmaceutical products. Through these lawsuits, each of Harris County and Walker County seek to recoup as damages
some of the expenses they allegedly have incurred to combat opioid use and addiction. Each of Harris County and Walker
County also seeks punitive damages, disgorgement of profits and attorneys’ fees. While we believe that these lawsuits are
without merit and we intend to vigorously defend against them, we are not able to predict at this time whether these
proceedings will have a material impact on our financial condition or results of operations.
ITEM 1A. RISK FACTORS.
We operate in an industry that involves numerous risks and uncertainties. You should carefully consider the risks
and uncertainties described below, together with all of the other information in this Quarterly Report on Form 10-Q and in
our other public filings, before making a decision to invest in our common stock. If any of the risks actually occur, our
business, financial condition, results of operations and prospects could be harmed. In that event, the trading price of our
common stock could decline, and you may lose part or all of your investment.
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RISKS RELATED TO OUR BUSINESS AND FINANCIAL POSITION
We have incurred significant operating losses since our inception and may never achieve or maintain profitability.
We have incurred significant net losses of $13.5 million for the six months ended June 30, 2020, and $16.9 million
for the year ended December 31, 2019. As of June 30, 2020 and December 31, 2019, we had accumulated deficits of
$347.3 million and $333.9 million, respectively. As noted below, we have identified conditions and events that raise
substantial doubt about our ability to continue as a going concern. To date, we have financed our operations primarily
through the sale of equity and debt securities and payments received under collaborative arrangements. Our company has
limited operating history commercializing branded products, and our Branded Products will continue to require substantial
investment to support sales. In addition, our product candidates will require substantial additional investment in the future.
Despite this investment, we may never secure regulatory approvals or, even if approved, generate product sales from these
product candidates. In the near term, we expect to continue to incur substantial operating expenses in connection with the
manufacturing and commercialization of our products, the development of our product candidates and the operation of our
business. Because of the numerous risks and uncertainties associated with our commercial products and the development of
our product candidates, we are unable to accurately predict the timing or amount of our revenues and expenses, whether we
will have sufficient funding available to us, or when, if ever, we will be able to achieve profitability. Even if we do achieve
profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become
and remain profitable would depress the value of our common stock, would necessitate our need to obtain additional
funding for us to continue operations, and could impair our ability to raise capital, expand our business, continue our
development efforts, or diversify our product offerings, among other things. A decline in the value of our company also
could cause you to lose all or part of your investment.
We may need additional funding and may be unable to raise capital when needed, which would force us to delay, reduce
or eliminate our product development programs or commercialization efforts.
Developing future potential product candidates, conducting clinical trials, establishing raw material supplier
relationships and manufacturing, and selling and marketing drugs are expensive and uncertain processes. We may need to
obtain additional capital through equity offerings, debt financing, payments under new or existing licensing and research
and development collaboration agreements, or any combination thereof, in order to become cash flow positive and to
develop and commercialize additional product candidates. If sufficient funds on acceptable terms are not available when
needed, we could be required to significantly reduce operating expenses and delay, reduce the scope of, or eliminate one or
more of our development programs, which may have a material adverse effect on our business, results of operations and
financial condition.
In addition, unforeseen circumstances may arise, or our strategic imperatives could change, causing us to consume
capital significantly faster than we currently anticipate, requiring us to seek to raise additional funds sooner than expected.
We have no committed external sources of funds.
The amount and timing of our future funding requirements will depend on many factors, including, but not limited
to:
●

the expenses associated with our sales, marketing, distribution and commercial manufacturing efforts for our
Branded Products and any other potential product candidates;

●

our ability to successfully commercialize our Branded Products, and to continue to increase the level of sales
in the marketplace;

●

the rate of progress and cost of our trials and other product development programs for our other product
candidates;

●

the costs and timing of in-licensing additional product candidates or acquiring other complementary
technologies, assets or companies;
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●

the actions of our competitors and their success in selling competitive product offerings; and

●

the status, terms and timing of any collaborative, licensing, co-promotion or other arrangements.

Additional financing may not be available when we need it or may not be available on terms that are favorable to
us. In addition, we may seek additional capital due to favorable market conditions or strategic considerations, even if we
believe we have sufficient funds for our current or future operating plans. If adequate funds are not available to us on a
timely basis, or at all, we may be required to delay, reduce the scope of or eliminate commercialization efforts for one or
more of our products or development programs for future potential product candidates.
We may sell additional equity or incur debt to fund our operations, which may result in dilution to our stockholders and
impose restrictions on our business.
To raise additional funds to support our operations, we may sell additional equity or incur additional debt, which
could adversely impact our stockholders, as well as our business. The sale of additional equity or convertible debt securities
would result in the issuance of additional shares of our capital stock and dilution to all of our stockholders. The incurrence
of additional indebtedness would result in increased fixed payment obligations and could also result in certain restrictive
covenants, such as limitations on our ability to incur additional debt, limitations on our ability to acquire, sell or license
intellectual property rights and other operating restrictions that could adversely impact our ability to conduct our business.
We may not have enough available cash or be able to raise additional funds on satisfactory terms, if at all, through equity or
debt financings to repay our existing and future indebtedness at the time any such repayment is required (causing a default
under such indebtedness), which could have a material adverse effect on our business, financial condition and results of
operations.
We may not have cash available to us in an amount sufficient to enable us to make interest or principal payments on our
indebtedness when due.
On May 11, 2016, we entered into a senior secured credit facility with Deerfield as lender of which $35.0 million
of senior secured credit is outstanding as of June 30, 2020. Under our agreement, as amended, we are required to make
payments of $5.0 million in equal monthly installments of $625,000 beginning in September 2020 and ending in April
2021, $15.0 million in May 2021, and a final payment of principal, interest and all other obligations under the facility due
on May 11, 2022. Interest is due quarterly at a rate of 12.95% per year. On October 2, 2019, we entered into a loan
agreement with Encina pursuant to which Encina will extend up to $25.0 million in secured revolving loans to us for
general corporate purposes. Any loans under this agreement bear variable interest through maturity at the one-month
LIBOR, plus an applicable margin of 4.50%. In addition, we are required to pay an unused line fee of 0.50% of the average
unused portion of the maximum revolving facility amount during the immediately preceding month. As of June 30, 2020,
we had $4.5 million borrowing outstanding under this facility. All obligations under our credit facilities are secured by
substantially all of our existing property and assets subject to certain exceptions. These debt financings and any future debt
financings may create additional financial risk for us, particularly if our business or prevailing financial market conditions
are not conducive to paying off or refinancing our outstanding debt obligations at maturity. Since our inception, we have
had significant operating losses. As of June 30, 2020 and December 31, 2019, we had accumulated deficit of $347.3
million and $333.9 million, respectively. Although we have strategies and plans to achieve profitability through revenue
growth, we expect to continue to incur net losses and have negative cash flow from operating activities for the foreseeable
future as we continue to market our approved products and continue to develop and seek marketing approval for our
product candidates.
As a result, we may not have sufficient funds, or may be unable to arrange for additional financing, to pay the
amounts due on our outstanding indebtedness under our debt agreements. Further, funds from external sources may not be
available on economically acceptable terms, if at all. For example, if we raise additional funds through collaboration,
licensing or other similar arrangements, it may be necessary to relinquish potentially valuable rights to our product
candidates or technologies, or to grant licenses on terms that are not favorable to us. If adequate funds are not available
when and if needed, our ability to make interest or principal payments on our debt obligations, finance our operations, our
research and development efforts and other general corporate activities would be significantly limited and we may be
required to delay, significantly curtail or eliminate one or more of our programs.
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Failure to satisfy our current and future debt obligations under our credit facilities with Deerfield or Encina could
result in an event of default and, as a result, our lenders could accelerate all of the amounts due. In the event of an
acceleration of amounts due under one or both of our debt agreements as a result of an event of default, we may not have
sufficient funds or may be unable to arrange for additional financing to repay our indebtedness. In addition, our lenders
could seek to enforce their security interests in any collateral securing such indebtedness. In connection with our facility
with Encina, we amended our credit facility with Deerfield to, among other things, restate our representations and
warranties in favor of Deerfield and made additional representations and warranties consistent with those that we made in
the Encina facility. In addition, the affirmative covenants, negative covenants and events of default in the Deerfield facility
were expanded to conform to applicable provisions in the Encina facility.
Our quarterly operating results may fluctuate significantly.
We expect our operating results to be subject to quarterly and annual fluctuations. Based on the historical data
from our currently marketed products, we expect that any revenues we generate will fluctuate from quarter to quarter and
year to year as a result of the timing of our commercialization efforts and seasonal trends with respect to ADHD diagnosis
and use of medicinal products in the management of this disorder. Our net loss and other operating results will be affected
by numerous factors, including:
●

our ability to establish and maintain an effective sales and marketing infrastructure;

●

variations in the level of expenses related to our commercialization efforts and the development of additional
clinical programs;

●

competition from existing products or new products that may emerge;

●

the level of market acceptance for any approved product candidates and underlying demand for that product,
seasonality in the use of that product by end-users and wholesalers’ buying patterns;

●

regulatory developments affecting our products and product candidates;

●

our dependency on third-party manufacturers to supply components of our product candidates;

●

potential side effects of our future products that could delay or prevent commercialization or cause an
approved drug to be taken off the market;

●

any delays in regulatory review and approval of our product candidates;

●

any intellectual property infringement lawsuit in which we may become involved; and

●

our execution of any collaborative, licensing or similar arrangements, and the timing of payments we may
make or receive under these arrangements.

Due to the various factors mentioned above, and others, the results of any prior quarterly period should not be
relied upon as an indication of our future operating performance. If our quarterly operating results fall below the
expectations of investors or securities analysts, the price of our common stock could decline substantially. Furthermore, any
quarterly fluctuations in our operating results may, in turn, cause the price of our stock to fluctuate substantially.
If we fail to satisfy all applicable Nasdaq continued listing requirements, including the $1.00 minimum closing bid price
requirement, our common stock may be delisted from Nasdaq, which could have an adverse impact on the liquidity and
market price of our common stock.
Our common stock is currently listed on the Nasdaq Global Market, or Nasdaq, which has qualitative and
quantitative continued listing requirements, including corporate governance requirements, public float requirements and
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the $1.00 minimum closing bid price requirement. Since April 17, 2020, our common stock has traded at closing bid prices
below $1.00. If our common stock trades at closing bid prices below $1.00 for a period in excess of 30 consecutive
business days, or if we are unable to satisfy any other continued listing requirement, Nasdaq may take steps to delist our
common stock. On June 2, 2020, we received a letter from the Listing Qualifications Department of the Nasdaq Stock
Market indicating that, for the last 30 consecutive business days, the bid price for our common stock had closed below the
minimum $1.00 per share required for continued inclusion on the Nasdaq Global Market under Nasdaq Listing Rule
5450(a)(1). On April 17, 2020, in light of market conditions resulting from the impact of the COVID-19 pandemic, Nasdaq
announced temporary relief from certain of its listing requirements, including the $1.00 minimum closing bid price
requirement, through June 30, 2020. As a result of these changes, while Nasdaq will continue to notify companies about
new instances of non-compliance through such date, compliance periods for such new instances will not begin until July 1,
2020. Therefore, since our common stock remained below the minimum closing bid price threshold during the prescribed
time, our 180-day initial compliance period commenced on July 1, 2020. If Nasdaq takes steps to delist our common stock,
we would then evaluate our options to restore compliance with the applicable continued listing requirement, which options
may include pursuing a reverse stock split to restore compliance with the $1.00 minimum closing bid price requirement.
Nasdaq may also decline to continue our listing if we undertake multiple reverse stock splits for compliance with the $1.00
minimum bid price requirement. A delisting of our common stock could adversely affect the market liquidity of our
common stock, decrease the market price of our common stock and adversely affect our ability to obtain financing for the
continuation of our operations.
In the event that our common stock is not eligible for continued listing on Nasdaq or another national securities
exchange, trading of our common stock could be conducted in the over-the-counter market or on an electronic bulletin
board established for unlisted securities such as the Pink Sheets or the OTC Bulletin Board. In such event, it could become
more difficult to dispose of, or obtain accurate price quotations for, our common stock, and there would likely also be a
reduction in our coverage by security analysts and the news media, which could cause the price of our common stock to
decline further. Also, it may be difficult for us to raise additional capital if we are not listed on a major exchange.
Our ability to use our net operating loss carry-forwards and certain other tax attributes may be limited.
Under Section 382 of the Internal Revenue Code of 1986, as amended (the “Code”), if a corporation undergoes an
“ownership change,” generally defined as a greater than 50% change (by value) in its equity ownership over a three year
period, the corporation’s ability to use its pre-change net operating loss carry-forwards and other pre-change tax attributes,
such as research tax credits, to offset its post-change income may be limited. We have in the past and may in the future
experience ownership changes as a result of subsequent shifts in our stock ownership. As a result, if we earn net taxable
income, our ability to use our pre-change net operating loss carry-forwards to offset U.S. federal taxable income may be
subject to limitations, which could potentially result in increased future tax liability to us. In addition, pursuant to the Tax
Cuts and Jobs Act of 2017, we may not carry back net operating losses to prior years and we may not use net operating
losses generated in 2018 and later to reduce our taxable income in any year by more than 80%. However, the Coronavirus
Aid, Relief, and Economic Security Act (CARES Act), modifies this law temporarily, and allows net operating losses
(NOLs) originating in 2018, 2019 or 2020 to be carried back five years. Additionally the CARES Act eliminated the 80%
of taxable income limitations by allowing corporate entities to fully utilize NOL carryforwards to offset taxable income in
2018, 2019 or 2020. The 80% limitation is reinstated for tax years after 2020. Net operating losses generated prior to 2018
are available to fully offset future taxable income. These rules apply in addition to those imposed under Section 382 as the
result of an “ownership change.”
Our future success depends on our ability to retain key executives and to attract, retain and motivate qualified
personnel.
We are highly dependent on the principal members of our executive team, the loss of whose services may
adversely impact the achievement of our objectives. Any of our executive officers could leave our employment at any time,
as all of our executive officers are “at will” employees. Recruiting and retaining other qualified employees for our business,
including scientific and technical personnel, will also be critical to our success. There is currently a shortage of skilled
executives in our industry, which is likely to continue. As a result, competition for skilled personnel is intense and the
turnover rate can be high. We may not be able to attract and retain personnel on acceptable terms given the
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competition among numerous pharmaceutical companies for individuals with similar skill sets. In addition, failure to
succeed in clinical trials or to receive regulatory approval for our product candidates may make it more challenging to
recruit and retain qualified personnel. The inability to recruit key executives or the loss of the services of any executive or
key employee might impede the progress of our development and commercialization objectives.
If we fail to maintain an effective system of internal control over financial reporting, we may not be able to accurately
report our financial results or prevent fraud. As a result, stockholders could lose confidence in our financial and other
public reporting, which would harm our business and the trading price of our common stock.
Effective internal controls over financial reporting are necessary for us to provide reliable financial reports and,
together with adequate disclosure controls and procedures, are designed to prevent fraud. Any failure to implement
required new or improved controls, or difficulties encountered in their implementation, could cause us to fail to meet our
reporting obligations. We have established an annual SOX Risk Assessment and Control Effectiveness Test Cycle that is
designed to timely identify deficiencies to management for remediation to comply with Section 404 of the Sarbanes-Oxley
Act of 2002 (or the “SOX Act”). We may discover additional deficiencies in our internal controls over financial reporting,
including those identified through testing conducted by us in connection with Section 404 of the SOX Act.
Such deficiencies may be deemed to be significant deficiencies or material weaknesses that may require
prospective or retroactive changes to our consolidated financial statements or identify other areas for further remedial
action. In connection with the preparation of our financial statements for the period ended June 30, 2020, we concluded that
we had a material weakness in internal control over financial reporting related to accounting for debt issuance costs and
discounts in connection with the Fifth Amendment to our credit facility. In response, we are taking a number of actions
designed to improve our internal control over financial reporting to remediate this material weakness. These efforts include
testing of conclusions for non-routine complex transactions, testing of adherence to our policies and procedures and
evaluating alternative third-party providers for technical accounting expertise.
We expect to continue our efforts to improve our control processes, though there can be no assurance that our
efforts will ultimately be successful or avoid potential future material weaknesses, and we expect to continue incurring
additional costs as a result of these efforts. Management remains committed to the implementation of remediation efforts to
address these material weaknesses. If we are unable to successfully remediate our existing or any future material
weaknesses in our internal control over financial reporting, or if we identify any additional material weaknesses, the
accuracy and timing of our financial reporting may be adversely affected, we may be unable to maintain compliance with
securities law requirements regarding timely filing of periodic reports in addition to applicable stock exchange listing
requirements, investors may lose confidence in our financial reporting, and our stock price may decline as a result. We also
could become subject to investigations by Nasdaq, the SEC or other regulatory authorities.
Our business and operations would suffer in the event of system failures.
We utilize information technology, or IT, systems and networks to process, transmit and store electronic
information in connection with our business activities. As use of digital technologies has increased, cyber incidents,
including deliberate attacks and attempts to gain unauthorized access to computer systems and networks, have increased in
frequency and sophistication. These threats pose a risk to the security of our systems and networks and the confidentiality,
availability and integrity of our data. There can be no assurance that we will be successful in preventing cyber-attacks or
successfully mitigating their effects.
Despite the implementation of security measures, our internal computer systems and those of our contractors and
consultants are vulnerable to damage from such cyber attacks, including computer viruses, unauthorized access, natural
disasters, terrorism, war and telecommunication and electrical failures. Such an event could cause interruption of our
operations. For example, the loss of data from completed clinical trials for our product candidates could result in delays in
our regulatory approval efforts and significantly increase our costs. To the extent that any disruption or security breach
were to result in a loss of or damage to our data, or inappropriate disclosure of confidential or proprietary information, we
could suffer reputational harm or face litigation or adverse regulatory action and the development of our product candidates
could be delayed.
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We rely on third parties to perform many essential services for our commercial products, including distribution,
customer service, accounts receivable management, cash collection and adverse event reporting. If these third parties
fail to perform as expected or to comply with legal and regulatory requirements, our ability to continue to commercialize
our products will be significantly impacted and we may be subject to regulatory sanctions.
We have retained third-party service providers to perform a variety of functions related to the sale and distribution
of our products, key aspects of which will be out of our direct control. These service providers may provide key services
related to, among other things, distribution, customer service, accounts receivable management and cash collection. If these
third-party service providers fail to comply with applicable laws and regulations, fail to meet expected deadlines, or
otherwise do not carry out their contractual duties to us, our ability to deliver product to meet commercial demand may be
significantly impaired. In addition, we may engage third parties to perform various other services for us relating to adverse
event reporting, safety database management, fulfillment of requests for medical information regarding our product
candidates and related services. If the quality or accuracy of the data maintained by these service providers is insufficient or
if they fail to comply with various requirements, we could be subject to regulatory sanctions
RISKS RELATED TO COMMERCIALIZATION
We are heavily dependent on the commercial success of our commercial products. We have not generated substantial
revenues from the sales of these products, or any sales revenues from any of our product candidates, if approved, and
we may never achieve or maintain profitability.
Our ability to become profitable depends upon our ability to generate revenues from sales of Adzenys XR-ODT,
our amphetamine extended-release orally disintegrating tablet (“XR-ODT”), Cotempla XR-ODT, our methylphenidate XRODT, and Adzenys ER, our amphetamine XR oral suspension (which we collectively refer to as our “Branded Products”)
for the treatment of attention deficit hyperactivity disorder, or ADHD, and, if approved, any other product candidates that
we may develop. We have limited commercial experience, having only generated revenues from the sale of our generic
Tussionex since we acquired it in 2014, and Adzenys XR-ODT, Cotempla XR-ODT, and Adzenys ER, which we
commenced commercializing in May 2016, September 2017 and February 2018, respectively. None of our marketed
products have thus far generated product sales revenues at levels sufficient for us to attain profitability. We have not
generated any revenues from product sales of any other product candidates and, to date, have incurred significant operating
losses.
Our ability to generate product revenues is dependent on our ability to successfully commercialize our Branded
Products, and any other product candidates that we may identify and develop or for which we may obtain approval. Our
ability to successfully commercialize our products and product candidates depends on, among other things, our ability to:
●

manufacture commercial quantities of our Branded Products and, if approved, any other product candidates
that we may develop at acceptable cost levels; and

●

successfully establish and/or maintain sales and marketing capabilities to commercialize our Branded
Products and, if approved, any other product candidates that we may develop.

We have incurred, and anticipate continuing to incur, significant costs associated with commercialization of our
approved products and, if approved, any other product candidates that we may develop. It is possible that we will never
attain sufficient product sales revenues to achieve profitability.
If our sales and marketing efforts for our Branded Products are not successful, and if we are unable to establish and
maintain sales and marketing capabilities or enter into agreements with third parties to market, distribute and sell our
other product candidates, if approved, we may be unable to generate significant revenue.
While we have established internal and external capabilities for the sale, marketing and distribution of our
Branded Products, there is no guarantee that we will be successful in the commercialization of our products. We currently
have a limited sales history for our Branded Products. Although we have established a focused, specialty sales
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and marketing organization of approximately 45 representatives to promote our approved products in the United States,
these commercialization capabilities have only been recently established, and we may need to expand our sales force if we
decide to undertake additional commercialization activities on our own, which will be costly and time-consuming. We
cannot be certain that we will reap the benefits of our commercialization efforts of our Branded Products compared to the
cost of such efforts. Our prior experience in the marketing, sale and distribution of pharmaceutical products is limited to
our generic Tussionex product and, before the commercial launch of Adzenys XR-ODT, we had no prior experience, as a
company, in the marketing, sale and distribution of branded pharmaceutical products. There are significant risks involved in
building and managing a sales organization, including our ability to successfully hire, retain and incentivize qualified
individuals, generate sufficient and appropriate customer targets, provide adequate training to sales and marketing
personnel, effectively manage a geographically dispersed sales and marketing team and successfully negotiate with
managed care and third-party payors. Any failures associated with the operation or expansion of our internal and external
sales, marketing and distribution capabilities could adversely impact the commercialization of these products.
In addition, while we realigned our commercial operations in November 2018 and again in May 2020 to deploy
our resources to what we believe are the most appropriate regions and physician targets, there can be no assurances that we
will realize the intended benefits of these realignments or that our strategy will improve our operating results. As part of
both realignments, we reduced the size of our commercialization organization resulting in severance and employee related
costs. Following the realignment in 2018, there were fewer prescriptions written for our marketed products in 2019. It is
possible that the May 2020 realignment may also result in fewer prescriptions written for our marketed products. In the
future, we may determine to increase or decrease the extent of our commercial operations.
We also may enter into strategic partnerships with third parties to commercialize our Branded Products and our
other product candidates, if approved, outside of the United States and intend to also enter into strategic partnerships with
third parties for certain aspects of our commercialization efforts within the United States. We may have difficulty
establishing relationships with third parties on terms that are acceptable to us, or in all of the regions where we wish to
commercialize our products, or at all. If we are unable to establish adequate sales, marketing and distribution capabilities,
whether independently or with third parties, we may not be able to generate sufficient product revenue and may not become
profitable. We will be competing with many companies that currently have extensive and well-funded marketing and sales
operations. Even though we have established an internal marketing and sales team, we may be unable to compete
successfully against these more established companies.
Our business is subject to extensive regulatory requirements, and our approved products and any product candidates
that obtain approval will be subject to ongoing and continued regulatory review, which may result in significant expense
and limit our ability to commercialize such products.
Even after a product is approved, we remain subject to ongoing FDA, and other regulatory requirements
governing, among other things, the production, labeling, packaging, storage, distribution, safety surveillance, advertising,
promotion, import, export, record-keeping and reporting of safety and other post-market information. The holder of an
approved new drug application (“NDA”) is obligated to monitor and report adverse events, or AEs, and any failure of a
product to meet the specifications in the NDA. The holder of an approved NDA must also submit new or supplemental
applications and obtain FDA approval for certain changes to the approved product, product labeling or manufacturing
process. In addition, the FDA may impose significant restrictions on the approved indicated uses for which the product may
be marketed or on the conditions of approval. For example, a product’s approval may contain requirements for potentially
costly post-approval trials and surveillance to monitor the safety and efficacy of the product or the imposition of a Risk
Evaluation and Mitigation Strategy, or REMS, program.
Prescription drug advertising, marketing and promotion are subject to federal, state and foreign regulations that
include requirements for direct-to-consumer advertising and promotional activities involving the Internet and social media.
In the United States, prescription drug promotional materials must be submitted to the FDA in conjunction with their first
use. The FDA closely regulates the post-approval marketing and promotion of drugs to ensure they are marketed only for
their approved indications and in accordance with the provisions of the approved label. Any promotion for uses or in
patient populations not described in the approved labeling, known as “off-label” promotion, is impermissible and could
subject us to enforcement actions and significant penalties for off-label marketing. The FDA
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has also provided guidance on industry-sponsored scientific and educational activities to ensure such activities are not
promotional.
In addition, manufacturers and their facilities are required to comply with extensive FDA requirements, including
ensuring that quality control and manufacturing procedures conform to current Good Manufacturing Practices (“cGMPs”).
These cGMP regulations cover all aspects of manufacturing relating to our generic Tussionex and our Branded Products.
As such, we are subject to continual review and periodic inspections to assess compliance with cGMP and must continue to
expend time, money and resources in all areas of regulatory compliance, including manufacturing, production and quality
control.
The facilities used by us to manufacture our products and any product candidates that we may develop are subject
to inspections, including pre-approval inspections following our submission of any NDAs to the FDA for any product
candidates that we may develop. For example, in connection with a general cGMP and pre-approval inspection for Adzenys
ER in July 2017, we received a Form FDA 483 with one observation related to complaint records failing to document the
reason and the individual making the decision not to conduct a complaint investigation. We implemented corrective action
related to this observation and responded to the FDA. The FDA’s most recent inspections in 2018 did not result in a
Form FDA 483.
If we cannot successfully manufacture material that conforms to our specifications and the strict regulatory
requirements of the FDA, we will not be able to secure and/or maintain regulatory approval for our product candidates. If
the FDA finds deficiencies at our manufacturing facility and does not approve our NDA for any of our future product
candidates or if it withdraws any such approval in the future for our products, our ability to develop or market any of our
products or any product candidates that we may develop will be significantly impacted.
Manufacturers of drug products and their facilities are subject to continual review and periodic inspections by the
FDA and other regulatory authorities for compliance with cGMPs and adherence to commitments made in the NDA. If we
or a regulatory agency discovers previously unknown problems with a product, such as AEs of unanticipated severity or
frequency, or problems with the facility where the product is manufactured, a regulatory agency may impose restrictions
relative to that product or the manufacturing facility, including notice to physicians, withdrawal of the product from the
market or suspension of manufacturing. Manufacturers are also subject to annual prescription drug product program fee. If
we are unable to generate sales of our product candidates, the user fee requirements could be difficult to pay.
If we fail to comply with applicable regulatory requirements, the FDA may, for example:
●

issue untitled or warning letters asserting that we are in violation of the Federal Food, Drug and Cosmetic Act
(the “FDCA”);

●

impose restrictions on the marketing or manufacturing of any product or product candidate that we may
develop;

●

seek an injunction or impose civil, criminal and/or administrative penalties, damages, assess monetary fines,
or require disgorgement;

●

suspend or withdraw regulatory approval;

●

suspend any ongoing clinical trials;

●

refuse to approve a pending NDA or supplements to an NDA submitted by us with respect to any product
candidate that we may develop; or

●

seize the product.
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Moreover, any violation of these and other laws and regulations could result in exclusion from participation in
federal healthcare programs, such as Medicare and Medicaid, require curtailment or restructuring of our operations and
prohibit us from entering into government contracts.
Similar requirements may apply in foreign jurisdictions in which we may seek approval of our products. Any
government investigation of alleged violations of law could require us to expend significant time and resources in response
and could generate negative publicity. The occurrence of any event or penalty described above may inhibit our ability to
commercialize our products and generate revenues.
In addition, the FDA’s regulations or policies may change and new or additional statutes or government
regulations in the United States and other jurisdictions may be enacted that could prevent or delay regulatory approval of
our product candidates or further restrict or regulate post-approval activities. We cannot predict the likelihood, nature or
extent of adverse government regulation that may arise from pending or future legislation or administrative action, either in
the United States or abroad. If we are not able to achieve and maintain regulatory compliance, we may not be permitted to
market our products and/or product candidates, which would adversely affect our ability to generate revenue and achieve or
maintain profitability.
The commercial success of our Branded Products depends upon attaining market acceptance by physicians, patients,
third-party payors and the medical community.
To date, we have expended significant time, resources, and effort on the development of our Branded Products,
and a substantial majority of our resources are now focused on the commercialization of these products in the United
States. Accordingly, our ability to generate significant product revenue and ultimately to attain profitability will depend
almost entirely on our ability to successfully commercialize our Branded Products.
Our ability to successfully commercialize our Branded Products will depend on, among other things, our ability
to:
●

establish and maintain relationships with third-party suppliers for the active pharmaceutical ingredient
(“API”), in our Branded Products;

●

manufacture and produce, through a validated process, sufficiently large quantities and inventory of our
Branded Products to permit successful commercialization;

●

establish and/or build and maintain a wide variety of internal and external sales, distribution and marketing
capabilities sufficient to support commercial sales of our products;

●

establish collaborations with third parties for the commercialization of our products in countries outside the
United States, and such collaborators’ ability to obtain regulatory and reimbursement approvals in such
countries;

●

secure widespread acceptance of our products by physicians, health care payors, patients and the medical
community;

●

properly price and obtain adequate coverage and reimbursement of the product by governmental authorities,
private health insurers, managed care organizations and other third-party payors;

●

maintain compliance with ongoing FDA labeling, packaging, storage, advertising, promotion, recordkeeping,
safety and other post-market requirements; and

●

manage our spending related to our commercialization efforts.

There are no guarantees that we will be successful in completing these tasks. Successful commercialization will
also depend on whether we can adequately protect against and effectively respond to any claims by holders of patents
71

Table of Contents

and other intellectual property rights that our products infringe their rights, whether any unanticipated adverse effects or
unfavorable publicity develops in respect of our products, as well as the emergence of new or existing products as
competition, which may be proven to be more clinically effective and cost-effective. If we are unable to successfully
complete these tasks, we may not be able to continue to commercialize our Branded Products, in which case we may be
unable to generate sufficient revenues to sustain and grow our business.
In addition, we will need to continue investing substantial financial and management resources to maintain and
optimize our commercial infrastructure and to recruit, retain, and train qualified marketing, sales and other personnel to
support the ongoing commercialization of our Branded Products. In addition, we have certain internal revenue expectations
with respect to the sale of our Branded Products. If we cannot successfully commercialize and achieve those revenue
expectations with respect to our Branded Products, our anticipated revenues and liquidity will be materially adversely
impacted.
Moreover, even if we are able to successfully commercialize our Branded Products, their continued commercial
success may be largely dependent on the capability of our third-party collaborators. Such third-party collaborators may not
deploy the resources we would like them to, and our revenue would then suffer. In addition, we could become embroiled in
disputes with these parties regarding the terms of any agreements, their performance or intellectual property rights. Any
dispute could disrupt the sales of our products and adversely affect our reputation and revenue. In addition, if any of our
manufacturing or collaboration partners fail to effectively perform under our arrangements for any reason, we may not be
able to find a suitable replacement partner on a timely basis, on acceptable terms, or at all.
We face significant competition from other biotechnology and pharmaceutical companies, and our operating results will
suffer if we fail to compete effectively.
The biopharmaceutical industries are intensely competitive and subject to rapid and significant technological
change. We face significant existing competition in the United States and, if approved, would face significant competition
in markets outside the United States, from major multinational pharmaceutical companies, biotechnology companies and
universities and other research institutions. For example:
●

amphetamine XR is currently marketed in the United States by (i) Takeda Pharmaceutical Company Limited
under the brand names Adderall XR®, Vyvanse®, and Mydayis® and (ii) Tris Pharma, Inc. (“Tris”), under the
brand name Dyanavel XR®; and

●

methylphenidate is marketed in the United States by (i) Janssen Pharmaceuticals, Inc. under the brand name
Concerta®, (ii) Tris under the brand names Quillivant XR® and QuilliChew ER®, (iii) Rhodes
Pharmaceuticals LP under the brand name Aptensio XR®, (iv) Ironshore Pharmaceuticals Inc. under the
brand name Jornay PM™, (v) Osomotica Pharmaceuticals plc under the name Methylphenidate HCl ER 72
mg Tablets, (vi) Novartis under the brand names Focalin XR® and Ritalin LA® and (vii) Adlon Therapeutics
L.P., a subsidiary of Purdue Pharma L.P., under the name Adhansia XR™.

Further, makers of branded drugs could also enhance their own formulations in a manner that competes with our
enhancements of these drugs. We are also aware of efforts by several pharmaceutical companies with ADHD medications
in clinical development, including Sunovion, Supernus, KemPharm and Neurovance.
Many of our competitors have substantially greater financial, technical and other resources, such as larger research
and development staff and more experienced marketing and manufacturing organizations. Mergers and acquisitions in the
biotechnology and pharmaceutical industries may result in even more resources being concentrated in our competitors. As a
result, these companies may obtain regulatory approval more rapidly than we are able and may be more effective in selling
and marketing their products as well. Smaller or early-stage companies may also prove to be significant competitors,
particularly through collaborative arrangements with large, established companies. Competition may increase further as a
result of advances in the commercial applicability of technologies and greater availability of capital for investment in these
industries. Our competitors may succeed in developing, acquiring or licensing on an exclusive basis drug products or drug
delivery technologies that are more effective or less costly than our XR-ODT or XR oral suspension, or any product
candidate that we are currently developing or that we may develop. In addition, our
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competitors may file citizens’ petitions with the FDA in an attempt to persuade the FDA that our products, or the
nonclinical studies or clinical trials that support their approval, contain deficiencies or that new regulatory requirements be
placed on the product candidate or drug class of the product candidate. Such actions by our competitors could delay or even
prevent the FDA from approving any NDA that we submit under Section 505(b)(2).
We believe that our ability to successfully compete will depend on, among other things:
●

the ability to commercialize and market any of our products and product candidates that receive regulatory
approval;

●

the price paid by customers for our products and product candidates that receive regulatory approval,
including in comparison to branded or generic competitors;

●

the efficacy and safety of our products and product candidates, including as relative to marketed products and
product candidates in development by third parties;

●

the ability to manufacture on a cost-effective basis and sell commercial quantities of our products and product
candidates that receive regulatory approval;

●

acceptance of any of our products and product candidates that receive regulatory approval by physicians and
other healthcare providers;

●

the time it takes for our product candidates to complete clinical development and receive marketing approval;

●

the ability to maintain a good relationship with regulatory authorities;

●

whether coverage and adequate levels of reimbursement are available under private and governmental health
insurance plans, including Medicaid and Medicare; and

●

the ability to protect intellectual property rights related to our product and product candidates.

If our competitors market products that are more effective, safer or less expensive than our products or that reach
the market sooner than our products we may enter the market too late in the cycle and may not achieve commercial
success, or we may have to reduce our price, which would impact our ability to generate revenue and obtain profitability. In
addition, the biopharmaceutical industry is characterized by rapid technological change. Because we have limited research
and development capabilities, it may be difficult for us to stay abreast of the rapid changes in each technology. If we fail to
stay at the forefront of technological change, we may be unable to compete effectively. Technological advances or products
developed by our competitors may render our technologies or product candidates obsolete, less competitive or not
economical.
If we are unable to differentiate our products or product candidates from branded drugs or existing generic therapies
for similar treatments, or if the FDA or other applicable regulatory authorities approve generic products that compete
with any of our products or product candidates, our ability to successfully commercialize such products or product
candidates would be adversely affected.
We expect to compete against branded drugs and to compete with their generic counterparts that will be sold for a
lower price. Although we believe that our Branded Products and product candidates are or will be differentiated from
branded drugs and their generic counterparts, if any, including through clinical efficacy or through improved patient
compliance and ease of administration, it is possible that such differentiation will not impact our market position. If we are
unable to achieve significant differentiation for our products and product candidates against other drugs, the opportunity for
our products and, if approved, product candidates to achieve premium pricing and be commercialized successfully would
be adversely affected.
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After an NDA, including a 505(b)(2) application, is approved, the covered product becomes a “listed drug” that, in
turn, can be cited by potential competitors in support of approval of an abbreviated new drug application, or ANDA. The
FDCA, implementing regulations and other applicable laws provide incentives to manufacturers to create modified, noninfringing versions of a drug to facilitate the approval of an ANDA or other application for generic substitutes. These
manufacturers might only be required to conduct a relatively inexpensive study to show that their product has the same
active ingredient(s), dosage form, strength, route of administration, and conditions of use, or labeling as our product
candidate and that the generic product is bioequivalent to ours, meaning it is absorbed in the body at the same rate and to
the same extent as our product candidate. These generic equivalents, which must meet the same quality standards as the
listed drugs, would be significantly less costly than ours to bring to market and companies that produce generic equivalents
are generally able to offer their products at lower prices.
Thus, after the introduction of a generic competitor, a significant percentage of the sales of any branded product,
such as our Branded Products, can be lost to the generic version. Accordingly, competition from generic equivalents to our
product candidates would materially adversely impact our revenues, profitability and cash flows and substantially limit our
ability to obtain a return on the investments we have made in our product candidates. For example, on July 25, 2016, we
received a paragraph IV certification from Actavis Laboratories FL, Inc. (“Actavis”) advising us that Actavis filed an
ANDA with the FDA for a generic version of Adzenys XR-ODT. On October 17, 2017, we entered into a Settlement
Agreement and a Licensing Agreement with Actavis, pursuant to which we have granted Actavis the right to manufacture
and market its generic version of Adzenys XR-ODT under the ANDA beginning on September 1, 2025, or earlier under
certain circumstances. On October 31, 2017, we received a paragraph IV certification from Teva Pharmaceuticals
USA, Inc. (“Teva”) advising us that Teva filed an ANDA with the FDA for a generic version of Cotempla XR-ODT. On
December 21, 2018, we entered into a Settlement Agreement and a Licensing Agreement with Teva, pursuant to which we
have granted Teva the right to manufacture and market its generic version of Cotempla XR-ODT under the ANDA
beginning on July 1, 2026, or earlier under certain circumstances.
The design, development, manufacture, supply and distribution of our products and product candidates are highly
regulated processes and technically complex.
We are subject to extensive regulation in connection with the preparation and manufacture of our products for
commercial sale, and our product candidates and potential product candidates for clinical trials and commercial sale.
Components of a finished therapeutic product approved for commercial sale or used in late-stage clinical trials must be
manufactured in accordance with cGMPs and equivalent foreign standards. These regulations govern manufacturing
processes and procedures, including record keeping, and the implementation and operation of quality systems to control
and assure the quality of investigational products and products approved for sale. Poor control of production processes can
lead to the introduction of adventitious agents or other contaminants, or to inadvertent changes in the properties or stability
of our products and product candidates that may not be detectable in final product testing. The development, manufacture,
supply and distribution of our approved products as well as any of our future potential product candidates, are highly
regulated processes and technically complex. We, along with our third-party suppliers, must comply with all applicable
regulatory requirements of the FDA and foreign authorities. For instance, because each of our Branded Products is a
regulated drug product and subject to the U.S. Drug Enforcement Administration (“DEA”) regulation, we have had to, and
will continue to, need to secure state licenses from each state in which we intend to sell such product allowing us to
distribute a regulated drug product in such state.
We must supply all necessary documentation in support of our regulatory filings for our product candidates on a
timely basis and must adhere to applicable parts of the FDA’s Good Laboratory Practices, or GLP, and cGMP requirements
enforced by the FDA through its facilities inspection program, and the equivalent standards of the regulatory authorities in
other countries. Any failure to comply with cGMP requirements or failure to scale-up manufacturing processes, including
any failure to deliver sufficient quantities of product candidates in a timely manner, could lead to a delay in, or failure to
obtain, regulatory approval of any of our product candidates. Our facilities and quality systems must also pass a preapproval inspection for compliance with the applicable regulations as a condition of regulatory approval of our product
candidates or any of our other potential products. For example, in connection with a general cGMP and pre-approval
inspection for Adzenys ER in July 2017, we received a Form FDA 483 with one observation related to complaint records
failing to document the reason and the individual making the decision not to conduct a complaint investigation. We
implemented corrective action related to this observation and responded to the
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FDA. The FDA has conducted additional inspections in 2018 that have not resulted in Form FDA 483s. In addition, the
regulatory authorities in any country may, at any time, audit or inspect a manufacturing facility involved with the
preparation of our product candidates or our other potential products or the associated quality systems for compliance with
the regulations applicable to the activities being conducted. If these facilities and quality systems do not pass a pre-approval
plant inspection, FDA approval of our product candidates, or the equivalent approvals in other jurisdictions, will not be
granted.
Regulatory authorities also may, at any time following approval of a product for sale, audit our manufacturing
facilities. If any such inspection or audit identifies a failure to comply with applicable regulations or if a violation of our
product specifications or applicable regulations occurs independent of such an inspection or audit, we or the relevant
regulatory authority may require remedial measures that may be costly and/or time-consuming for us to implement and that
may include the temporary or permanent suspension of a clinical trial or commercial sales or the temporary or permanent
closure of our facility. Any such remedial measures imposed upon us could materially harm our business. If we fail to
maintain regulatory compliance, the FDA can impose regulatory sanctions including, among other things, refusal to
approve a pending application for a new drug product or revocation of a pre-existing approval. As a result, our business,
financial condition and results of operations may be materially harmed.
For our approved products, we must comply with the requirements of the Drug Supply Chain Security Act (the
“DSCSA”), which outlines critical steps to build an electronic, interoperable system to identify and trace certain
prescription drugs as they are distributed in the United States.
For our approved drugs, we must comply with the requirements of the DSCSA, including those related to product
tracing, verification, and authorized trading partners. Signed into law on November 27, 2013, the DSCSA amended the
FSCA and is being implemented over a ten-year period. The law’s requirements include the ability to quarantine and
promptly investigate suspect product, such as potentially counterfeit, diverted or stolen product, to determine if it is
illegitimate, and notify our trading partners and the FDA of any illegitimate product. As required by the DSCSA, we now
place on each prescription drug package a unique product identifier consisting of the National Drug Code, serial number,
lot number and expiration date, in the form of a 2-dimensional data matrix barcode that can be easily read electronically. If
at any point our drug products fail to bear this unique product identifier, they would be misbranded under the FDCA, our
drug products may not be accepted into the supply chain, and we may be subject to an enforcement action. In addition, the
DSCSA imposes additional requirements on manufacturers and others in the supply chain that must be implemented by
certain dates over the next several years. We are working to meet these new requirements in the time frames required. If we
are unsuccessful in these efforts, we may be subject to enforcement, including the removal of our approved product from
the market.
We rely on limited sources of supply for our Branded Products and our generic Tussionex, and any disruption in the
chain of supply may impact production and sales of our Branded Products and our generic Tussionex, and cause delays
in developing and commercializing our product candidates and currently manufactured and commercialized products.
Our approved NDAs for our Branded Products, include our proposed manufacturing process for each product.
Any change to our manufacturing process, facilities or suppliers could require that we supplement our approved NDA.
Also, because of our proprietary processes for manufacturing our product candidates, we cannot immediately transfer
manufacturing activities for our Branded Products or our generic Tussionex to an alternate supplier, and a change of
facilities would be a time-consuming and costly endeavor.
Any changes to our manufacturing process would involve substantial cost and could result in a delay in our
desired clinical and commercial timelines. We are also reliant on a limited number of suppliers for resin, drug compounds,
coating and other component substances of our final product candidates and products. If any of these single-source
suppliers were to breach or terminate its supply agreement, if any, with us or otherwise not supply us, we would need to
identify an alternative source for the supply of component substances for our product candidates and products. Identifying
an appropriately qualified source of alternative supply for any one or more of the component substances for our product
candidates or products could be time consuming, and we may not be able to do so without incurring material delays in the
development and commercialization of our approved products or product candidates or a decrease in sales
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of our approved products, which could harm our financial position and commercial potential for our product candidates and
products. Any alternative vendor would also need to be qualified through an NDA supplement, which could result in
further delay, including delays related to additional clinical trials. The FDA, DEA, or other regulatory agencies outside of
the United States may also require additional studies if we enter into agreements with new suppliers for the manufacture of
our Branded Products and our generic Tussionex that differ from the suppliers used for clinical development of such
product candidates.
These factors could cause the delay of clinical trials, regulatory submissions, required approvals or
commercialization of our products and product candidates, cause us to incur higher costs and prevent us from
commercializing them successfully. Furthermore, if our suppliers fail to deliver the required commercial quantities of
components and APIs on a timely basis and at commercially reasonable prices, including if our suppliers did not receive
adequate DEA quotas for the supply of certain scheduled components, and we are unable to secure one or more
replacement suppliers capable of production at a substantially equivalent cost, commercialization of our Branded Products,
our generic Tussionex and clinical trials of future potential product candidates, may be delayed or we could lose potential
revenue and our business, financial condition, results of operation and reputation could be adversely affected.
If we fail to produce our products or product candidates in the volumes that are required on a timely basis, we may face
penalties from wholesalers and contracted retailers of our products and delays in the development and
commercialization of our product candidates.
We currently depend on third-party suppliers for the supply of the APIs for our products and product candidates,
including drug substance for nonclinical research, clinical trials and commercialization. For our Branded Products, our
generic Tussionex and NT0502, our product candidate for sialorrhea, we currently rely on single suppliers for raw materials
including APIs, which we use to manufacture, produce and package final dosage forms. In particular, we have an exclusive
supply agreement with Coating Place, Inc. (“CPI”), pursuant to which CPI (i) is the exclusive supplier of the active
ingredient complexes in our generic Tussionex and (ii) has agreed to not supply anyone else engaged in the production of
generic Tussionex with such active ingredient complexes. Any future curtailment in the availability of raw materials could
result in production or other delays with consequent adverse effects on us. In addition, because regulatory authorities must
generally approve raw material sources for pharmaceutical products, changes in raw material suppliers may result in
production delays or higher raw material costs. We are subject to penalties from wholesalers and contracted retailers if we
do not deliver our generic Tussionex and Branded Products in quantities that meet their demand. Any such delays could
trigger these penalty provisions, which would have a negative impact on our business.
If we fail to manufacture our Branded Products or product candidates in sufficient quantities and at acceptable quality
and pricing levels, or fail to obtain adequate DEA quotas for controlled substances, or to fully comply with cGMP
regulations, we may face delays in the commercialization of these products or our product candidates, if approved, or be
unable to meet market demand, and may be unable to generate potential revenues.
The manufacture of pharmaceutical products requires significant expertise and capital investment, including the
development of advanced manufacturing techniques and process controls, and the use of specialized processing equipment.
Pharmaceutical companies often encounter difficulties in manufacturing, particularly in scaling up production of their
products. These problems include manufacturing difficulties relating to production costs and yields, quality control,
including stability of the product and quality assurance testing, shortages of qualified personnel, as well as compliance with
federal, state and foreign regulations. If we are unable to demonstrate stability in accordance with commercial
requirements, or if our raw material manufacturers were to encounter difficulties or otherwise fail to comply with their
obligations to us, our ability to obtain FDA approval and market our products and product candidates would be
jeopardized. In addition, any delay or interruption in the supply of clinical trial supplies could delay or prohibit the
completion of our clinical trials, increase the costs associated with conducting our clinical trials and, depending upon the
period of delay, require us to commence new trials at significant additional expense or to terminate a trial. We purchase raw
materials and components from various suppliers in order to manufacture our Branded Products. If we are unable to source
the required raw materials from our suppliers, or if we do not obtain DEA quotas or receive inadequate DEA
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quotas, we may experience delays in manufacturing our Branded Products, and may not be able to meet our customers’
demands for our products.
In addition, we must comply with federal, state and foreign regulations, including cGMP requirements enforced
by the FDA through its facilities inspection program. These requirements include, among other things, quality control,
quality assurance and the maintenance of records and documentation. We may be unable to comply with these cGMP
requirements and with other FDA and foreign regulatory requirements. A failure to comply with these requirements may
result in fines and civil penalties, suspension of production, suspension or delay in product approval, product seizure or
voluntary recall, or withdrawal of product approval. If the safety of any of our products or product candidates is
compromised due to failure to adhere to applicable laws or for other reasons, we may not be able to obtain, or to maintain
once obtained, regulatory approval for such products or product candidates or successfully commercialize such products or
product candidates, and we may be held liable for any injuries sustained as a result. Any of these factors could cause a
delay in clinical development, regulatory submissions, approvals or commercialization of our products or product
candidates, entail higher costs or result in our being unable to effectively commercialize our products or product
candidates. Any manufacturing defect or error discovered after products have been produced and distributed could result in
even more significant consequences, including costly recall procedures, re-stocking costs, damage to our reputation and
potential for product liability claims.
Our Grand Prairie facility was formerly operated by our predecessor, PharmaFab, Inc., or PharmaFab. In
April 2007, the FDA announced entry of a Consent Decree of Permanent Injunction, or the Consent Decree, against
PharmaFab, one of its subsidiaries and two of its officials. The Consent Decree arose out of several perceived cGMP
deficiencies related to the manufacture of unapproved drugs or Drug Efficacy Study Implementation drugs that we no
longer manufacture. In July 2019, we filed a motion with the U.S. District Court of North Texas to vacate the Consent
Decree, which was unopposed by the Department of Justice and the FDA and was granted by the court on July 11, 2019.
While the Consent Decree has been vacated, there can be no assurance that we will not become subject to similar orders in
the future, which may result in us continuing to expend resources and attention to observe its terms, and there can be no
assurance that we will be in compliance with its requirements.
If we are unable to support demand for our Branded Products and any future product candidates, including ensuring
that we have adequate capacity to meet any future increase in demand, or we are unable to successfully manage the
evolution of our drug delivery technology platform, our business could suffer.
If sales of our approved products grow, we will need to continue to increase our workflow capacity for customer
service, improve our billing and general process, expand our internal quality assurance program and extend our platform to
support product production at a larger scale within expected turnaround times. We may need additional certified laboratory
scientists and other scientific and technical personnel to process higher volumes of our Branded Products. Portions of our
process are not automated and will require additional personnel to scale. We may also need to purchase additional
equipment, some of which can take several months or more to procure, set up and validate, and increase our software and
computing capacity to meet increased demand. Alternatively, we may need to identify third party contract manufacturers to
ensure we have adequate capacity to meet any future demand. There is no assurance that any of these increases in scale,
expansion of personnel, equipment, software and computing capacities, or process enhancements will be successfully
implemented, or that we will have adequate space in our facilities to accommodate such required expansion.
As additional product candidates, if approved, are commercialized, we will need to incorporate new equipment,
implement new technology systems and laboratory processes and hire new personnel with different qualifications, or
identify third party contract manufacturers. Failure to manage this growth or transition could result in turnaround time
delays, higher product costs, declining product quality, deteriorating customer service and slower responses to competitive
challenges. A failure in any one of these areas could make it difficult for us to meet market expectations for our products
and could damage our reputation and the prospects for our business.
The current pandemic of COVID-19 and the future outbreak of other highly infectious or contagious diseases, could
seriously harm our research and development, manufacturing and commercialization efforts, increase our costs and
expenses and have a material adverse effect on our business, financial condition and results of operations.
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Broad-based business or economic disruptions could adversely affect our ongoing or planned research and
development activities, our manufacturing operations and our commercialization efforts. For example, in December 2019,
an outbreak of a novel strain of coronavirus originated in Wuhan, China, and has since spread globally. To date, the
COVID-19 pandemic has caused significant disruptions to the U.S. and global economies and has contributed to significant
volatility and negative pressure in financial markets. The global impact of the outbreak is continually evolving and, as
additional cases of the virus are identified, many countries, including the U.S., have reacted by instituting quarantines,
restrictions on travel and mandatory closures of businesses. Certain states and cities, including where we or the third parties
with whom we engage operate, have also reacted by instituting quarantines, restrictions on travel, “shelter in place” rules,
restrictions on types of business that may continue to operate, and/or restrictions on the types of construction projects that
may continue. However, these government policies and directives are subject to change and many companies, including
ours, maintain a work-from-home policy for office employees, and have implemented policies for our researchers and
manufacturing workers designed to provide for a safe environment while maintaining progress on important laboratory
research and commercial product supply.
The extent to which the COVID-19 pandemic, or the future outbreak of any other highly infectious or contagious
diseases, impacts our product development, manufacturing capabilities, sales and marketing operations, future nonclinical
studies and clinical trials and commercialization efforts will depend on future developments, which are highly uncertain
and cannot be predicted with confidence, including the scope, severity and duration of such pandemic, the actions taken to
contain the pandemic or mitigate its impact, and the direct and indirect economic effects of the pandemic and containment
measures, among others. The rapid development and fluidity of this situation precludes any prediction as to the full adverse
impact of the COVID-19 pandemic. Nevertheless, the COVID-19 pandemic may adversely affect our business, financial
condition and results of operations, and it may have the effect of heightening many of the risks described herein, including
the below.
●

Effective March 30, 2020, our organization, with the exception of a limited number of essential roles,
operated under a reduction in hours or, in certain cases, furlough for approximately six weeks. On May 11,
2020, we reopened our manufacturing facilities and our sales representatives began to again visit provider
offices in addition to engaging in remote selling where necessary. Although much of the organization has
since been brought back to full hours, in the future, it may be necessary to return to work-from-home
arrangements for our employees because of restrictions related to COVID-19 and, as a result, we may again
determine to reduce hours or, in certain cases, furlough employees. In such a case, our employees could find
alternative employment and leave the Company, and we cannot provide assurance that our staff, when it
returns from any such reduction in hours, will operate at the same level of effectiveness as before the
reduction of hours. In addition, adoption of work-from-home requirements could increase our cyber security
risk, create data accessibility concerns, and make us more susceptible to communication disruptions, any of
which could adversely impact our business operations.

●

We believe that revenue for the quarter ended June 30, 2020 may have been negatively affected by decreased
utilization of our products as a result of the COVID-19 pandemic. Although the potential impact of the
COVID-19 pandemic on our product revenue is unclear, we expect net product sales may continue to be
negatively impacted by the COVID-19 pandemic during the third quarter and potentially into the fourth
quarter of 2020, depending on its duration.

●

Given the economic downturn and increased unemployment in the U.S. related to COVID-19, millions of
individuals have lost or may lose their employer-based insurance coverage, which may adversely affect our
ability to commercialize our products. In addition, market disruption and rising unemployment caused by the
COVID-19 pandemic may lead to delays in obtaining insurance coverage and reimbursement of products as
well as an increase in the numbers of uninsured patients and patients who may no longer be able to afford
their co-insurance or co-pay obligations.

●

We are currently evaluating our product candidate NT0502 as a potential treatment for chronic sialorrhea in
patients with neurological conditions associated with excessive salivation or drooling. In the second half of
2020, we plan to initiate a Phase 1 single ascending dose/multiple ascending dose study (“SAD/MAD
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study”) of NT0502. We are aware that some trial sponsors have encountered challenges in conducting clinical
activities during the ongoing COVID-19 pandemic that have impacted the timing of trials, including delays in
site initiation, site closures and restrictions on site visits, and we may similarly experience such challenges in
our planned clinical trial.
●

We currently rely on third parties to, among other things, manufacture raw materials and active
pharmaceutical ingredients, perform quality testing and supply other goods and services to run our business.
If any such third parties in our supply chain for materials are adversely impacted by restrictions resulting
from the COVID-19 pandemic, including staffing shortages, production slowdowns and disruptions in
delivery systems, our supply chain may be disrupted.

●

Health regulatory agencies globally may experience disruptions in their operations as a result of the COVID19 pandemic. The FDA and comparable foreign regulatory agencies may have slower response times or be
under-resourced to continue to monitor our clinical trials and, as a result, review, inspection, and other
timelines may be materially delayed. For example, in April 2020, the FDA stated that its New Drug Program
was continuing to meet program user fee performance goals, but due to many agency staff working on
COVID-19 activities, it was possible that the FDA would not be able to sustain that level of performance
indefinitely. It is unknown how long these disruptions could continue, were they to occur. Any elongation or
de-prioritization of our clinical trials or delay in regulatory review resulting from such disruptions could
materially affect the development and study of our product candidates, including NT0502.

●

The trading prices for our common stock and other specialty pharmaceutical companies have been highly
volatile as a result of the COVID-19 pandemic. As a result, we may face difficulties raising capital through
sales of our common stock or such sales may be on unfavorable terms. In addition, a recession, depression or
other sustained adverse market event resulting from the COVID-19 pandemic could materially and adversely
affect our business and the value of our common stock.

As a result of the COVID-19 pandemic, our commercial activities, manufacturing operations and clinical
development progress, data and timelines, and general business operations, could be delayed or materially harmed, and our
business, prospects, financial condition, and results of operations would suffer as a result.
If our sole manufacturing facility becomes damaged or inoperable or we decide to or are required to vacate our facility,
our ability to manufacture our Branded Products, our generic Tussionex or future potential product candidates for
clinical development, may be jeopardized. Our inability to continue manufacturing adequate supplies of our products
could adversely affect our ability to generate revenues.
All of our manufacturing capabilities are housed in our sole manufacturing facility located in Grand Prairie, Texas.
Our facility and equipment could be harmed or rendered inoperable by natural or man-made disasters, including war, fire,
tornado, power loss, communications failure or terrorism, any of which may render it difficult or impossible for us to
operate our drug delivery technology platform and manufacture our product candidates or products for some period of time.
While we seek to maintain finished goods inventory of our products outside of this facility, it is unlikely that the level of
such inventory would be sufficient if we were to sustain anything other than a short-term disruption in our ability to
manufacture our products and product candidates at our Grand Prairie, Texas facility. The inability to manufacture our
products and product candidates if our facility or our equipment is inoperable, for even a short period of time, may result in
the loss of customers or harm to our reputation, and we may be unable to regain those customers or repair our reputation in
the future. Furthermore, our facility and the equipment we use to manufacture our products and product candidates could
become damaged and time-consuming to repair or replace. It would be difficult, time-consuming and expensive to rebuild
our facility or repair or replace our equipment or license or transfer our proprietary technology to a third-party, particularly
in light of the requirements for a DEA-registered manufacturing and storage facility like ours. If we decide to or are
required to change or add a new manufacturer or supplier, the process would likely require prior FDA, DEA and/or
equivalent foreign regulatory authority approval, and would be time consuming and costly. Even in the event we are able to
find a third party with such qualifications to enable us to manufacture our products or product candidates, we may be
unable to negotiate commercially reasonable terms.
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We carry insurance for damage to our property and the disruption of our business, but this insurance may not
cover all of the risks associated with damage or disruption to our business, may not provide coverage in amounts sufficient
to cover our potential losses and may not continue to be available to us on acceptable terms, if at all. An inability to
continue manufacturing adequate supplies of our Branded Products or our generic Tussionex at our Grand Prairie, Texas
facility could result in a disruption in the supply of our products to physicians and pharmacies, which would adversely
affect our ability to generate revenues.
If other forms of our product candidates are approved and successfully commercialized by other third parties, especially
if approved before we can successfully commercialize our products and product candidates, our business would be
materially harmed.
Other third parties may seek approval to manufacture and market their own versions of product candidates in our
product pipeline in the United States. If any of these parties obtain FDA approval of such a competitive product before we
do, they may be entitled to three years of marketing exclusivity. Such exclusivity would, for example, delay the
commercialization of our product candidates and, as a result, we may never achieve significant market share for these
products. Consequently, revenues from product sales of these products would be similarly delayed and our business,
including our development programs, and growth prospects would suffer. Even if any of our product candidates are
approved before a competitor’s product candidate, we may not be entitled to any marketing exclusivity and, other than
under circumstances in which third parties may infringe or are infringing our patents, we may not be able to prevent the
submission or approval of another full NDA for any competitor’s product candidate.
Amphetamine, methylphenidate and hydrocodone are Schedule II controlled substances under the Controlled
Substances Act, and any failure to comply with this Act or its state equivalents would have a negative impact on our
business.
Amphetamine, methylphenidate and hydrocodone, which are the active ingredients in our Adzenys XR-ODT,
Adzenys ER, Cotempla XR-ODT and generic Tussionex products, are listed by the DEA as a Schedule II controlled
substance under the Controlled Substances Act (“CSA”). The DEA classifies substances as Schedule I, II, III, IV or V
controlled substances, with Schedule I controlled substances considered to present the highest risk of substance abuse and
Schedule V controlled substances the lowest risk. Scheduled controlled substances are subject to DEA regulations relating
to supply, procurement, manufacturing, storage, distribution and physician prescription procedures. For example,
Schedule II controlled substances are subject to various restrictions, including, but not limited to, mandatory written
prescriptions and the prohibition of refills. In addition to federal scheduling, some drugs may be subject to state-controlled
substance laws and regulations and more extensive requirements than those determined by the DEA and FDA. Though
state controlled substances laws often mirror federal law, because the states are separate jurisdictions, they may schedule
products separately. While some states automatically schedule a drug when the DEA does so, other states require additional
state rulemaking or legislative action, which could delay commercialization. Some state and local governments also require
manufacturers to operate a drug stewardship program that collects, secures, transports and safely disposes of unwanted
drugs.
Entities must register annually with the DEA to manufacture, distribute, dispense, import, export and conduct
research using controlled substances. In addition, the DEA requires entities handling controlled substances to maintain
records and file reports, including those for thefts or losses of any controlled substances, and to obtain authorization to
destroy any controlled substances.
Registered entities are subject to DEA inspection and also must follow specific labeling and packaging
requirements, and provide appropriate security measures to control against diversion of controlled substances. Security
requirements vary by controlled substance schedule with the most stringent requirements applying to Schedule I and
Schedule II controlled substances. Required security measures include background checks on employees and physical
control of inventory through measures such as vaults and inventory reconciliations. Failure to follow these requirements
can lead to significant civil and/or criminal penalties and possibly even lead to a revocation of a DEA registration. The
DEA also has a production and procurement quota system that controls and limits the availability and production of
Schedule I or II controlled substances. If we or any of our suppliers of raw materials that are DEA-classified as
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Schedule I or II controlled substances are unable to receive any quota or a sufficient quota to meet demand for our
products, if any, our business would be negatively impacted.
Public concern over the abuse of medications that are controlled substances, including increased legislative, legal and
regulatory action, could negatively affect our business.
Products containing controlled substances may generate public controversy. Certain governmental and regulatory
agencies, as well as state and local jurisdictions, are focused on the abuse of controlled substances such as opioids in the
United States. State and local governmental agencies have commenced investigations into pharmaceutical companies and
others in the supply chain in connection with the distribution of opioid medications. For example, on March 7, 2018 and
April 18, 2019, we received citations advising us that the County of Harris Texas and the County of Walker Texas filed
lawsuits on December 13, 2017 and January 11, 2019, respectively, against us and various other alleged manufacturers,
promoters, sellers and distributors of opioid pharmaceutical products. Through these lawsuits, each of Harris County and
Walker County seek to recoup as damages some of the expenses they allegedly have incurred to combat opioid use and
addiction. Each of Harris County and Walker County also seeks punitive damages, disgorgement of profits and attorneys’
fees. In addition, multiple lawsuits have been filed against pharmaceutical companies alleging, among other claims, failures
to provide effective controls and procedures to guard against the diversion of controlled substances, negligence by
distributing controlled substances to pharmacies that serve individuals who abuse controlled substances, and failures to
report suspicious orders of controlled substances in accordance with regulations. Certain of these cases have recently been
settled, some for hundreds of millions of dollars. In the future, political pressures and adverse publicity could lead to delays
in, and increased expenses for, and limit or restrict, the introduction and marketing of our product or product candidates,
the withdrawal of currently approved products from the market, or result in other legal action.
In addition, we are aware of other legislative, regulatory or industry measures to address the misuse of prescription
opioid medications which could affect our business in ways that we may not be able to predict. For example, the State of
New York has undertaken efforts to create an annual surcharge on all manufacturers and distributors licensed to sell or
distribute opioids in New York, as well as a tax on sales of opioids in the state. Other states are also considering legislation
that could require us to pay taxes, licensing fees, or assessments on the distribution of opioid medications in those states.
These proposed bills vary in the amounts and the means of calculation. Liabilities for taxes or assessments under any such
laws will likely have an adverse impact on our results of operations, unless we are able to mitigate them through
operational changes or commercial arrangements where permitted, and may result in us ceasing to continue to sell our
products in these jurisdictions.
Legislative or regulatory reform of the health care system in the United States may adversely impact our business,
operations or financial results.
Our industry is highly regulated and changes in law may adversely impact our business, operations or financial
results. In particular, in March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and
Education Reconciliation Act of 2010 (collectively the “Affordable Care Act” or “ACA”), was signed into law. This
legislation changes the current system of healthcare insurance and benefits intended to broaden coverage and control costs.
The law also contains provisions that will affect companies in the pharmaceutical industry and other healthcare related
industries by imposing additional costs and changes to business practices. Provisions affecting pharmaceutical companies
include the following:
●

mandatory rebates for drugs sold into the Medicaid program have been increased, and the rebate requirement
has been extended to drugs used in risk-based Medicaid managed care plans.

●

the 340B Drug Pricing Program under the Public Health Service Act has been extended to require mandatory
discounts for drug products sold to certain critical access hospitals, cancer hospitals and other covered
entities.

●

pharmaceutical companies are required to offer discounts on branded drugs to patients who fall within the
Medicare Part D coverage gap, commonly referred to as the “Donut Hole.”
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●

pharmaceutical companies are required to pay an annual non-tax deductible fee to the federal government
based on each company’s market share of prior year total sales of branded drugs to certain federal healthcare
programs, such as Medicare, Medicaid, Department of Veterans Affairs and Department of Defense.

Despite initiatives to invalidate the Affordable Care Act, the U.S. Supreme Court has upheld certain key aspects of
the legislation, including a tax-based shared responsibility payment imposed on certain individuals who fail to maintain
qualifying health coverage for all or part of a year, which is commonly referred to as the “individual mandate.” However,
as a result of tax reform legislation passed in December 2017, the individual mandate has been eliminated effective
January 1, 2019. On December 14, 2018, a U.S. District Court judge in the Northern District of Texas ruled that the
individual mandate portion of the ACA is an essential and inseverable feature of the ACA, and therefore because the
mandate was repealed as part of the Tax Cuts and Jobs Act, the remaining provisions of the ACA are invalid as well. The
Trump administration and CMS have both stated that the ruling will have no immediate effect, and on December 30, 2018,
the same judge issued an order staying the judgment pending appeal. On December 18, 2019, the Fifth Circuit U.S. Court
of Appeals held that the individual mandate is unconstitutional, and remanded the case to the lower court to reconsider its
earlier invalidation of the full ACA. Pending review, it is unclear what effect the latest ruling will have on the status of the
ACA. Litigation and legislation over the ACA are likely to continue, with unpredictable and uncertain results. We will
continue to evaluate the effect that the ACA and its possible repeal and replacement has on our business.
In addition, since January 2017, President Trump has signed two Executive Orders designed to delay the
implementation of certain provisions of the ACA or otherwise circumvent some of the requirements for health insurance
mandated by the ACA. Further, the Trump administration has concluded that cost-sharing reduction, or CSR, payments to
insurance companies required under the ACA have not received necessary appropriations from Congress and announced
that it would discontinue these payments immediately until such appropriations are made. The loss of the CSR payments is
expected to increase premiums on certain policies issued by qualified health plans under the ACA. Several state Attorneys
General filed suit to stop the administration from terminating the subsidies, but their request for a restraining order was
denied by a federal judge in California on October 25, 2017 and again on July 18, 2018. Furthermore, on June 14, 2018, the
U.S. Court of Appeals for the Federal Circuit ruled that the federal government was not required to pay more than $12
billion in ACA risk corridor payments to third-party payors who argued were owed to them. On December 10, 2019, the
U.S. Supreme Court heard arguments in Moda Health Plan, Inc. v. United States, which will determine whether the
government must make risk corridor payments. The U.S. Supreme Court’s decision will be released in the coming months,
but we cannot predict how the U.S. Supreme Court will rule. The effects of this gap in reimbursement on third party
payors, the viability of the ACA marketplace, providers, and potentially our business, are not yet known. In December
2018, CMS published a final rule permitting further collections and payments to and from certain ACA qualified health
plans and health insurance issuers under the ACA risk adjustment program in response to the outcome of the federal district
court litigation regarding the method CMS uses to determine this risk adjustment.
Moreover, on January 22, 2018, President Trump signed a continuing resolution on appropriations for fiscal year
2018 that delayed the implementation of certain ACA-mandated fees, including the so called “Cadillac” tax on certain high
cost employer-sponsored insurance plans, the annual fee imposed on certain health insurance providers based on market
share, and the medical device excise tax on non-exempt medical devices; however, on December 20, 2019, President
Trump signed into law the Further Consolidated Appropriations Act (H.R. 1865), which repeals the Cadillac tax, the health
insurance provider tax, and the medical device excise tax. It is impossible to determine whether similar taxes could be
instated in the future.
In 2020, Congress may consider other legislation to repeal and replace elements of the Affordable Care Act, and
litigation and legislation over the Affordable Care Act are likely to continue, with unpredictable and uncertain results.
Changes to the Affordable Care Act or other existing health care regulations could significantly impact our business and the
pharmaceutical industry. Although it is too early to determine the effect of legal challenges, pending legislation, and
executive action on the Affordable Care Act, the law appears likely to continue the pressure on pharmaceutical pricing,
especially under the Medicare program, and may also increase our regulatory burdens and operating costs.
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Additionally, other federal health reform measures have been proposed and adopted in the United States since the
ACA was enacted:
●

The Budget Control Act of 2011, among other things, created measures for spending reductions by Congress.
A Joint Select Committee on Deficit Reduction, tasked with recommending a targeted deficit reduction of at
least $1.2 trillion for the years 2013 through 2021, was unable to reach required goals, thereby triggering the
legislation’s automatic reduction to several government programs. These changes included aggregate
reductions of Medicare payments to providers of up to 2% per fiscal year, which went into effect in
April 2013 and, due to subsequent legislative amendments will remain in effect through 2027 unless
additional Congressional action is taken.

●

The American Taxpayer Relief Act of 2012, among other things, reduced Medicare payments to several
providers, and increased the statute of limitations period for the government to recover overpayments to
providers from three to five years.

The Right to Try Act of 2018 provides a federal framework for certain patients to access certain investigational
new drug products that have completed a Phase I clinical trial and that are undergoing investigation for FDA approval.
Under certain circumstances, eligible patients can seek treatment without enrolling in clinical trials and without obtaining
FDA permission under the FDA expanded access program. There is no obligation for a drug manufacturer to make its drug
products available to eligible patients as a result of the Right to Try Act, but the manufacturer should develop an internal
policy and respond to patient requests according to that policy.
Further, there has been heightened governmental scrutiny over the manner in which manufacturers set prices for
their marketed products, which have resulted in several recent Congressional inquiries and proposed bills designed to,
among other things, bring more transparency to product pricing, review the relationship between pricing and manufacturer
patient programs, and reform government program reimbursement methodologies for products. In addition, the United
States government, state legislatures, and foreign governments have shown significant interest in implementing cost
containment programs, including price-controls, restrictions on reimbursement and requirements for substitution of generic
products for branded prescription drugs to limit the growth of government paid health care costs. Individual states in the
United States have become increasingly aggressive in passing legislation and implementing regulations designed to control
pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts, restrictions
on certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to
encourage importation from other countries and bulk purchasing.
At the federal level, the Trump Administration’s budget proposal for fiscal year 2020 contains further drug price
control measures that could be enacted during the 2020 budget process or in other future legislation, including, for
example, measures to permit Medicare Part D plans to negotiate the price of certain drugs under Medicare Part B, to allow
some states to negotiate drug prices under Medicaid, and to eliminate cost sharing for generic drugs for low-income
patients. Additionally, the Trump Administration released a “Blueprint” to lower drug prices and reduce out of pocket costs
of drugs that contains additional proposals to increase manufacturer competition, increase the negotiating power of certain
federal healthcare programs, incentivize manufacturers to lower the list price of their products and reduce the out of pocket
costs of drug products paid by consumers. HHS has already started the process of soliciting feedback on some of these
measures and, at the same time, is immediately implementing others under its existing authority. Additionally, in December
2019, the FDA issued a draft guidance document outlining a potential pathway for manufacturers to obtain an additional
National Drug Code, or NDC, for an FDA-approved drug that was originally intended to be marketed in a foreign country
and that was authorized for sale in that foreign country. The regulatory and market implications of the draft guidance, if
finalized, is unknown at this time. Proponents of drug reimportation may attempt to pass legislation that would directly
allow reimportation under certain circumstances. Legislation or regulations allowing the reimportation of drugs, if enacted,
could decrease the price we receive for any products that we may develop and adversely affect our future revenues and
prospects for profitability. Further, Congress and the Trump Administration have each indicated that it will continue to seek
new legislative and/or administrative measures to control drug costs. For example, on September 25, 2019, the Senate
Finance Committee introduced the Prescription Drug Pricing Reduction Act of 2019, a bill intended to reduce Medicare
and Medicaid prescription drug prices. The proposed legislation would restructure the Part D benefit, modify payment
methodologies for certain drugs, and impose an
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inflation cap on drug price increases. An even more restrictive bill, the Lower Drug Costs Now Act of 2019, was
introduced in the House of Representatives on September 19, 2019, and would require the Department of Health and
Human Services (HHS) to directly negotiate drug prices with manufacturers. The Lower Drugs Costs Now Act of 2019 has
passed out of the House and was delivered to the Senate on December 16, 2019. However, it is unclear whether either of
these bills will make it through both chambers and be signed into law, and if either is enacted, what effect it would have on
our business. At the state level, legislatures have become increasingly active in passing legislation and implementing
regulations designed to control pharmaceutical and biological product pricing, including price or patient reimbursement
constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and,
in some cases, have been designed to encourage importation from other countries and bulk purchasing. We anticipate
pricing scrutiny will continue and escalate, including on a global basis. As a result, our business and reputation may be
harmed, our stock price may be adversely impacted and experience periods of volatility, and our results of operations may
be adversely impacted.
CMS may also develop new payment and delivery models, such as bundled payment models. CMS finalized
regulations that give states greater flexibility in setting benchmarks for insurers in the individual and small group
marketplaces, which may have the effect of relaxing the essential health benefits required under the ACA for plans sold
through such marketplaces. Additionally, CMS finalized a rule that amends the Medicare Advantage and Medicare Part D
prescription drug benefit regulations to reduce out of pocket costs for plan enrollees and allow Medicare plans to negotiate
lower rates for certain drugs. In May 2019, CMS issued a final rule to allow Medicare Advantage Plans the option of using
step therapy, a type of prior authorization, for Part B drugs beginning January 1, 2020. This final rule codified CMS’s
policy change that was effective January 1, 2019. CMS is still considering proposed changes to the definition of
“negotiated prices” in the regulations. It is unclear what effect such changes will have on our business and ability to receive
adequate reimbursement for our products.
In addition, in September 2007, the Food and Drug Administration Amendments Act of 2007 was enacted giving
the FDA enhanced post-marketing authority including the authority to require post-marketing studies and clinical trials,
labeling changes based on new safety information and compliance with REMS approved by the FDA. The FDA’s exercise
of this authority could result in delays or increased costs during product development, clinical trials and regulatory review,
increased costs to ensure compliance with post-approval regulatory requirements and potential restrictions on the sale
and/or distribution of approved products.
Moreover, we cannot predict what healthcare reform initiatives may be adopted in the future. Further federal and
state legislative and regulatory developments are likely, and we expect ongoing initiatives in the United States to increase
pressure on drug pricing. Such reforms could have an adverse effect on anticipated revenues from product candidates that
we may successfully develop and for which we may obtain regulatory approval and may affect our overall financial
condition and ability to develop product candidates.
Inadequate funding for the FDA and other government agencies could prevent our new products, services and product
candidates from being developed or commercialized in a timely manner or otherwise prevent those agencies from
performing normal business functions on which the operation of our business may rely, which could negatively impact
our business.
The ability of the FDA to review and approve new products can be affected by a variety of factors, including
government budget and funding levels, ability to hire and retain key personnel and accept the payment of user fees, and
statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a result. In
addition, government funding of government agencies on which our operations may rely, including those that fund research
and development activities, is subject to the political process which is inherently fluid and unpredictable.
Disruptions at the FDA and other agencies may also slow the time necessary for new drugs to be reviewed and/or
approved by necessary government agencies, which could adversely affect our business. Any government shutdown or
other disruption of normal activities at these regulatory agencies, such as the FDA, could lead to a delay or stop in critical
activities. If a prolonged government shutdown were to occur, it could significantly impact the ability of the FDA to timely
review and process our regulatory submissions, which could have a material adverse effect on our business.
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If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or
penalties or incur costs that could have a material adverse effect on the success of our business.
We are subject to numerous environmental, health and safety laws and regulations. Our operations involve the use
of hazardous and flammable materials, including chemicals and biological materials. Our operations also produce
hazardous waste products. We generally contract with third parties for the disposal of these materials and wastes. We
cannot eliminate the risk of contamination or injury from these materials. In the event of contamination or injury resulting
from our use of hazardous materials, we could be held liable for any resulting damages, and any liability could exceed our
resources. We also could incur significant costs associated with civil or criminal fines and penalties.
Although we maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to
injuries to our employees resulting from the use of hazardous materials or other work-related injuries, this insurance may
not provide adequate coverage against potential liabilities. In addition, we may incur substantial costs in order to comply
with current or future environmental, health and safety laws and regulations. These current or future laws and regulations
may impair our research, development or production efforts. Failure to comply with these laws and regulations also may
result in substantial fines, penalties or other sanctions.
If we are unable to achieve and maintain adequate levels of coverage and reimbursement for our products or, if
approved, product candidates their commercial success may be severely hindered.
Successful sales of our products and any product candidates that receive regulatory approval depend on the
availability of adequate coverage and reimbursement from third-party payors. Patients who are prescribed medications for
the treatment of their conditions generally rely on third-party payors to reimburse all or part of the costs associated with
their prescription drugs. Adequate coverage and reimbursement from governmental healthcare programs, such as Medicare
and Medicaid, and commercial payors is critical to new product acceptance. Coverage decisions may depend upon clinical
and economic standards that disfavor new drug products when more established or lower cost therapeutic alternatives are
already available or subsequently become available. Assuming we obtain coverage for a given product, the resulting
reimbursement payment rates might not be adequate or may require co-payments that patients find unacceptably high.
Patients are unlikely to use our products unless coverage is provided and reimbursement is adequate to cover a significant
portion of the cost of our products.
In addition, the market for our Branded Products will depend significantly on access to third-party payors’ drug
formularies, or lists of medications for which third-party payors provide coverage and reimbursement. The industry
competition to be included in such formularies often leads to downward pricing pressures on pharmaceutical companies.
Also, third-party payors may refuse to include a particular branded drug in their formularies or otherwise restrict patient
access through formulary controls or otherwise to a branded drug when a less costly generic equivalent or other alternative
is available.
Third-party payors, whether foreign or domestic, or governmental or commercial, are developing increasingly
sophisticated methods of controlling healthcare costs. Net prices for drugs may be reduced by mandatory discounts or
rebates required by government healthcare programs or private payors and by any future relaxation of laws that presently
restrict imports of drugs from countries where they may be sold at lower prices than in the United States. Increasingly,
third-party payors are requiring that drug companies provide them with predetermined discounts from list prices and are
challenging the prices charged for medical products. Many pharmaceutical manufacturers must also calculate and report
certain price reporting metrics to the government, such as average sales price, or ASP, and best price. Penalties may apply
in some cases when such metrics are not submitted accurately and timely.
In addition, in the United States, no uniform policy requirement for coverage and reimbursement for drug products
exists among third-party payors. Therefore, coverage and reimbursement for drug products can differ significantly from
payor to payor. As a result, the coverage determination process is often a time-consuming and costly process that will
require us to provide scientific and clinical support for the use of our products to each payor separately, with no assurance
that coverage and adequate reimbursement will be applied consistently or obtained in the first instance.
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Further, we believe that future coverage and reimbursement will likely be subject to increased restrictions both in
the United States and in international markets. Third party coverage and reimbursement for our product candidates for
which we may receive regulatory approval may not be available or adequate in either the United States or international
markets, which could have a material adverse effect on our business, results of operations, financial condition and
prospects.
Our relationships with customers, healthcare providers and third-party payors are subject to applicable anti-kickback,
fraud and abuse and other healthcare laws and regulations, which could expose us to criminal sanctions, civil penalties,
contractual damages, reputational harm and diminished profits and future earnings.
For our product and any product candidates that obtain regulatory approval and are marketed in the United States,
our arrangements with third-party payors, healthcare providers, and customers may expose us to broadly applicable fraud
and abuse and other healthcare laws and regulations that may constrain the business or financial arrangements and
relationships through which we market, sell and distribute any products for which we obtain marketing approval. In
addition, we may be subject to health information privacy and security regulation by U.S. federal and state governments
and foreign jurisdictions in which we conduct our business. In the United States, these laws include, without limitation,
state and federal anti-kickback, false claims, physician transparency, and patient data privacy and security laws and
regulations, including but not limited to those described below:
●

The federal Anti-Kickback Statute, makes it illegal for any person, including a prescription drug or biologic
manufacturer (or a party on its behalf) to knowingly and willfully solicit, receive, offer or pay remuneration,
directly or indirectly, overtly or covertly, in cash or in kind, that is intended to induce or reward referrals,
either the referral of an individual, or the purchase, recommendation, order or prescription of a particular
item, drug or service for which payment may be made under a federal healthcare program, such as the
Medicare and Medicaid programs. Violations of this law are punishable by prison, criminal fines,
administrative civil money penalties and exclusion from participation in federal healthcare programs. In
addition, a person or entity does not need to have actual knowledge of the statute or specific intent to violate
it. This statute has been interpreted to apply to arrangements between pharmaceutical manufacturers on the
one hand, and prescribers, purchasers and formulary managers, among others, on the other. In addition, the
government may assert that a claim including items or services resulting from a violation of the federal AntiKickback Statute constitutes a false or fraudulent claim for purposes of the federal civil False Claims Act or
federal civil money penalties statute.

●

The federal civil and criminal false claims laws, including the False Claims Act, and federal civil monetary
penalties imposes civil penalties, including through civil whistleblower or qui tam actions, against individuals
or entities (including manufacturers) for, among other things, knowingly presenting, or causing to be
presented false, fraudulent or fictitious claims for payment by a federal healthcare program or knowingly
making a false statement or record material to payment of a false claim or obligation to pay or transmit
money or property to the federal government or knowingly concealing or knowingly and improperly or
knowingly concealing or knowingly and improperly avoiding, decreasing or concealing an obligation to pay
money to the federal government. Penalties for a False Claims Act violation include mandatory civil
penalties for each separate false claim, the potential for exclusion from participation in federal healthcare
programs and the potential implication of various federal criminal statutes. The government may deem
manufacturers to have “caused” the submission of false or fraudulent claims by, for example, providing
inaccurate billing or coding information to customers or promoting a product off-label. Claims which include
items or services resulting from a violation of the federal Anti-Kickback Statute are false or fraudulent claims
for purposes of the False Claims Act. Our future marketing and activities relating to the reporting of
wholesaler or estimated retail prices for our products, the reporting of prices used to calculate Medicaid
rebate information and other information affecting federal, state and third-party reimbursement for our
products, and the sale and marketing of our product and any future product candidates, are subject to scrutiny
under this law.
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●

Health Insurance Portability and Accountability Act of 1996 (“HIPAA”), which imposes criminal and civil
liability for knowingly and willfully executing, or attempting to execute, a scheme to defraud any healthcare
benefit program, including private payors, or obtain, by means of false or fraudulent pretenses,
representations, or promises, any of the money or property owned by, or under the custody or control of, any
healthcare benefit program, regardless of the payor (e.g., public or private), and falsifying, concealing or
covering up by any trick and trade a material fact, or making any materially false statements in connection
with the delivery of or payment for healthcare benefits, items, or services in relation to healthcare matters.
Similar to the federal Anti-Kickback Statute, a person or entity can be found guilty of violating HIPAA
without actual knowledge of the statute or specific intent to violate it.

●

HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009
(“HITECH”), and their respective implementing regulations, which impose, among other things, specified
requirements on covered entities and their business associates, relating to the privacy, and security of
individually identifiable health information, including mandatory contractual terms and required
implementation of technical safeguards of such information. HITECH also created new tiers of civil
monetary penalties, amended HIPAA to make civil and criminal penalties applicable to business associates,
and gave state attorneys general new authority to file civil actions for damage or injunctions in federal courts
to enforce the federal HIPAA laws and seek attorneys’ fees and costs associated with pursuing federal civil
actions.

●

The Physician Payments Sunshine Act, enacted as part of the Affordable Care Act which imposed new
annual reporting requirements for certain manufacturers of drugs, devices, biologics and medical supplies for
which payment is available under Medicare, Medicaid or the Children’s Health Insurance Program for certain
payments and other “transfers of value” provided to physicians (defined to include doctors, dentists,
optometrists, podiatrists, and chiropractors) and teaching hospitals, and ownership and investment interests
held by physicians and their immediate family members. Effective January 1, 2022, these reporting
obligations will extend to include transfers of value made to certain non-physician providers such as
physician assistants and nurse practitioners.

●

Analogous state and foreign fraud and abuse laws and regulations, such as state anti-kickback and false
claims laws, which may be broader in scope and apply regardless of payor. Such laws are enforced by various
state agencies and through private actions. Some state laws require pharmaceutical companies to comply with
the pharmaceutical industry’s voluntary compliance guidelines and the relevant federal government
compliance guidance, require drug manufacturers to report information related to payments and other
transfers of value to physicians and other healthcare providers, and restrict marketing practices or require
disclosure of marketing expenditures and pricing information. Some states mandate implementation of
corporate compliance programs, along with the tracking and reporting of gifts, compensation, and other
remuneration to physicians. State and foreign laws also govern the privacy and security of health information
in certain circumstances. Such data privacy and security laws may differ from one another in significant ways
and often are not preempted by HIPAA, thus complicating compliance efforts.

We are subject to complex laws and regulations that address privacy and data security. The legislative and
regulatory landscape for data protection continues to evolve, and in recent years there has been an increasing focus on
privacy and data security issues. In the U.S., numerous federal and state laws and regulations, including state data breach
notification laws, state health information privacy laws, and federal and state consumer protection laws, govern the
collection, use, disclosure, and protection of health-related and other personal information. For example, the State of
California enacted the California Consumer Privacy Act of 2018 (the “CCPA”), which came into effect on January 1, 2020
and provides new data privacy rights for consumers and new operational requirements for companies, which may increase
our compliance costs and potential liability. The CCPA gives California residents expanded rights to access and delete their
personal information, opt out of certain personal information sharing, and receive detailed information about how their
personal information is used. The CCPA may impact certain of our business activities. The CCPA provides for civil
penalties for violations, as well as a private right of action for data breaches that is expected to increase data breach
litigation. The CCPA could mark the beginning of a trend toward more stringent state and/or federal privacy legislation in
the U.S., which could increase our potential liability and adversely affect our business.
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The scope and enforcement of each of these laws is uncertain and subject to rapid change in the current
environment of healthcare reform, especially in light of the lack of applicable precedent and regulations. Federal and state
enforcement bodies have recently increased their scrutiny of interactions between healthcare companies and healthcare
providers, which has led to a number of investigations, prosecutions, convictions and settlements in the healthcare industry.
It is possible that governmental authorities will conclude that our business practices do not comply with current or future
statutes, regulations or case law involving applicable fraud and abuse or other healthcare laws and regulations. If our
operations are found to be in violation of any of these laws or any other related governmental regulations that may apply to
us, we may be subject to significant civil, criminal and administrative penalties, including, without limitation, damages,
fines, imprisonment, disgorgement, reputation harm, exclusion from participation in government funded healthcare
programs, such as Medicare and Medicaid, reputational harm, additional oversight and reporting obligations if we become
subject to a corporate integrity agreement or similar settlement to resolve allegations of non-compliance with these laws
and the curtailment or restructuring of our operations. If any of the physicians or other healthcare providers or entities with
whom we expect to do business is found to be not in compliance with applicable laws, they may be subject to similar
actions, penalties and sanctions. Efforts to ensure that our business arrangements comply with applicable healthcare laws
and regulations, as well as responding to possible investigations by government authorities, can be time- and resourceconsuming and can divert a company’s attention from the business.
Product liability lawsuits could divert our resources, result in substantial liabilities and reduce the commercial potential
of our products.
The risk that we may be sued on product liability claims is inherent in the development of pharmaceutical
products. We face a risk of product liability exposure related to the testing of our product candidates in clinical trials and
face even greater risks related to the commercialization of our products and upon any commercialization by us of our future
products and, if approved, our product candidates, such as claims related to opioid abuse. For example, on March 7, 2018,
we received a citation advising us that the County of Harris Texas filed a lawsuit on December 13, 2017 against us and
various other alleged manufacturers, promoters, sellers and distributors of opioid pharmaceutical products. On April 18,
2019, we received a citation advising us that the County of Walker Texas filed a lawsuit on January 11, 2019 against us and
various other alleged manufacturers, promoters, sellers and distributors of opioid pharmaceutical products. These lawsuits
may divert our management from pursuing our business strategy and may be costly to defend. In addition, if we are held
liable in any of these lawsuits, we may incur substantial liabilities and may be forced to limit or forego further
commercialization of one or more of our products.
Our product liability insurance coverage may not be adequate to cover any and all liabilities that we may incur.
We currently have $10.0 million in product liability insurance coverage in the aggregate, which may not be adequate to
cover any and all liabilities that we may incur. Insurance coverage is increasingly expensive and difficult to obtain. We may
not be able to maintain insurance coverage at a reasonable cost or in an amount adequate to satisfy any liability that may
arise. Large judgments have been awarded in class action lawsuits based on drugs that had unanticipated side effects. A
successful product liability claim or series of claims brought against us, particularly if judgments exceed our insurance
coverage, could decrease our cash and adversely affect our business. In addition, we may not be able to obtain or maintain
sufficient insurance coverage at an acceptable cost or otherwise to protect against potential product liability claims, which
could prevent or inhibit the commercial production and sale of our products. For example, we have experienced increasing
difficulty in procuring insurance coverage for our products, in particular, our opioid-based product, due to their status as
controlled substances.
RISKS RELATED TO THE CLINICAL DEVELOPMENT, REGULATORY REVIEW AND APPROVAL OF OUR
PRODUCT CANDIDATES
Our failure to successfully identify, develop and market additional product candidates could impair our ability to grow.
As part of our strategy, we intend to identify, develop and market additional product candidates. We are exploring
various therapeutic opportunities for our pipeline and proprietary technologies. We may spend several years
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completing our development of any particular current or future internal product candidates, and failure can occur at any
stage. The product candidates to which we allocate our resources may not end up being successful. In addition, because our
internal research capabilities are limited, we may be dependent upon pharmaceutical companies, academic scientists and
other researchers to sell or license product candidates, approved products or the underlying technology to us. The success
of this strategy depends partly upon our ability to identify, select, discover and acquire promising product candidates and
products.
The process of proposing, negotiating and implementing a license or acquisition of a product candidate or
approved product is lengthy and complex. Other companies, including some with substantially greater financial, marketing
and sales resources, may compete with us for the license or acquisition of product candidates and approved products. We
have limited resources to identify and execute the acquisition or in-licensing of third-party products, businesses and
technologies and integrate them into our current infrastructure. Moreover, we may devote resources to potential
acquisitions or in-licensing opportunities that are never completed, or we may fail to realize the anticipated benefits of such
efforts. For example, we may fail to realize the anticipated benefits of the license of NT0502, our in-licensed product
candidate, and there is no assurance that we will be able to maintain the license for NT0502 on commercially reasonable
terms or at all. We may not be able to acquire the rights to additional product candidates on terms that we find acceptable,
or at all.
In addition, future acquisitions may entail numerous operational and financial risks, including:
●

exposure to unknown liabilities;

●

disruption of our business and diversion of our management’s time and attention to develop acquired
products or technologies;

●

incurrence of substantial debt, dilutive issuances of securities or depletion of cash to pay for acquisitions;

●

higher than expected acquisition and integration costs;

●

difficulty in combining the operations and personnel of any acquired businesses with our operations and
personnel;

●

increased amortization expenses;

●

impairment of relationships with key suppliers or customers of any acquired businesses due to changes in
management and ownership; and

●

inability to motivate key employees of any acquired businesses.

Further, any product candidate that we acquire may require additional development efforts prior to commercial
sale, including extensive clinical testing and approval by the FDA and other regulatory authorities.
Premarket review of our product candidates by the FDA or other regulatory authorities is a lengthy and uncertain
process and approval may be delayed, limited or denied, any of which would adversely affect our ability to generate
future operating revenues.
The FDA has substantial discretion in the drug approval process, including the ability to delay, limit or deny
approval of a product candidate for many reasons. For example, the FDA:
●

could determine that we cannot rely on the 505(b)(2) regulatory approval pathway for any future product
candidate that we may identify and develop;
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●

could determine that the information provided by us was inadequate, contained clinical deficiencies or
otherwise failed to demonstrate safety and effectiveness of any of our product candidates for any indication;

●

may not find the data from bioequivalence studies and/or clinical trials sufficient to support the submission of
an NDA or to obtain marketing approval in the United States, including any findings that the safety risks
outweigh clinical and other benefits of our product candidates;

●

may require us to conduct additional bioequivalence studies to demonstrate that the proposed commercial
product is bioequivalent to the batch used in clinical trials;

●

may disagree with our trial design or our interpretation of data from nonclinical studies, bioequivalence
studies and/or clinical trials, or may change the requirements for approval even after it has reviewed and
commented on the design for our trials;

●

may determine that we inappropriately relied on a certain listed drug or drugs for our 505(b)(2) NDA or that
approval of our applications for any future product candidate is blocked by patent or non-patent exclusivity
of the listed drug or drugs;

●

may identify deficiencies in the manufacturing processes or facilities of third-party manufacturers with which
we enter into agreements for the supply of the API used in our product candidates;

●

may identify deficiencies in our own manufacturing processes or our proposed scale-up of the manufacturing
processes or facilities for the production of our product candidates;

●

may approve our product candidates for fewer or more limited indications than we request, or may grant
approval contingent on the performance of costly post-approval clinical trials;

●

may change its approval policies or adopt new regulations; or

●

may not approve the labeling claims that we believe are necessary or desirable for the successful
commercialization of our product candidates.

Notwithstanding the approval of many products by the FDA pursuant to 505(b)(2) over the last few years, some
pharmaceutical companies and others have objected to the FDA’s interpretation of 505(b)(2). If the FDA changes its
interpretation of 505(b)(2), or if the FDA’s interpretation is successfully challenged in court, this could delay or even
prevent the FDA from approving any 505(b)(2) application that we submit. Any failure to obtain regulatory approval of our
product candidates would significantly limit our ability to generate revenues, and any failure to obtain such approval for all
of the indications and labeling claims we deem desirable could reduce our potential revenues.
If the FDA does not conclude that our product candidates satisfy the requirements for the 505(b)(2) regulatory approval
pathway, or if the requirements for approval of any of our product candidates under Section 505(b)(2) are not as we
expect, the approval pathway for our product candidates will likely take significantly longer, cost significantly more and
encounter significantly greater complications and risks than anticipated, and in any case may not be successful.
We intend to seek FDA approval through the 505(b)(2) regulatory approval pathway for each of our future product
candidates in our product pipeline. The Drug Price Competition and Patent Term Restoration Act of 1984, commonly
known as the Hatch-Waxman Amendments, added 505(b)(2) to the FDCA. Section 505(b)(2) permits the submission of an
NDA where at least some of the information required for approval comes from trials that were not conducted by or for the
applicant and for which the applicant does not have a right of reference.
If we cannot pursue the 505(b)(2) regulatory approval pathway for our product candidates as we intend, we may
need to conduct additional nonclinical studies or clinical trials, provide additional data and information and meet
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additional requirements for regulatory approval. If this were to occur, the time and financial resources required to obtain
FDA approval for our product candidates likely would increase substantially and could result in our inability to continue
development of our product candidates. Moreover, the inability to pursue the 505(b)(2) regulatory approval pathway could
result in new competitive products reaching the market before our product candidates, which could materially adversely
impact our competitive position and prospects. Even if we are allowed to pursue the 505(b)(2) regulatory approval pathway
for a product candidate, we cannot assure you that we will receive the requisite or timely approvals for commercialization
of such product candidate.
In addition, our competitors may file citizen petitions with the FDA in an attempt to persuade the FDA that our
product candidates, or the clinical trials that support their approval, contain deficiencies or that new regulatory
requirements be placed on the product candidate or drug class of the product candidate. Such actions by our competitors
could delay or even prevent the FDA from approving any NDA that we submit under 505(b)(2).
An NDA submitted under 505(b)(2) may subject us to a patent infringement lawsuit that would delay or prevent the
review or approval of our product candidate.
We plan to submit our product candidates to the FDA for approval under 505(b)(2) of the FDCA. Section 505(b)
(2) permits the submission of an NDA where at least some of the information required for approval comes from trials that
were not conducted by, or for, the applicant and for which the applicant has not obtained a right of reference. An NDA
under 505(b)(2) would enable us to reference published literature and/or the FDA’s previous findings of safety and
effectiveness for the previously approved drug.
For NDAs submitted under 505(b)(2), the patent certification and related provisions of the Hatch-Waxman
Amendments apply. Accordingly, we may be required to include certifications, known as Paragraph IV certifications, that
certify that any patents listed in the Approved Drug Products with Therapeutic Equivalence Evaluations (commonly known
as the “Orange Book”), with respect to any product referenced in the 505(b)(2) application, are invalid, unenforceable or
will not be infringed by the manufacture, use or sale of the product that is the subject of the 505(b)(2) NDA.
Under the Hatch-Waxman Amendments, the holder of patents that the 505(b)(2) application references may file a
patent infringement lawsuit after receiving notice of the Paragraph IV certification. Filing of a patent infringement lawsuit
against the filer of the 505(b)(2) applicant within 45 days of the patent owner’s receipt of notice triggers a one-time,
automatic, 30-month stay of the FDA’s ability to approve the 505(b)(2) NDA, unless patent litigation is resolved in favor of
the Paragraph IV filer or the patent expires before that time. Accordingly, we may invest a significant amount of time and
expense in the development of one or more product candidates only to be subject to significant delay and patent litigation
before such product candidates may be commercialized, if at all.
In addition, a 505(b)(2) application will not be approved until any non-patent exclusivity, such as exclusivity for
obtaining approval of a new chemical entity, or NCE, listed in the Orange Book for the listed drug has expired. The FDA
also may require us to perform one or more additional clinical trials or measurements to support the change from the listed
drug, which could be time consuming and could substantially delay our achievement of regulatory approval. The FDA also
may reject any future 505(b)(2) submissions and require us to submit traditional NDAs under 505(b)(1), which would
require extensive data to establish safety and effectiveness of the drug for the proposed use and could cause delay and
additional costs. These factors, among others, may limit our ability to commercialize our product candidates successfully.
Our approved products and product candidates may cause adverse effects or have other properties that could delay or
prevent their regulatory approval or limit the scope of any approved label or market acceptance, or result in significant
negative consequences following marketing approval, if any.
As with many pharmaceutical products, treatment with our products or product candidates may produce
undesirable side effects or adverse reactions or events. Although our products and product candidates contain active
ingredients that have already been approved, meaning that the side effects arising from the use of the active ingredient or
class of drug in our product candidates is generally known, our products or product candidates still may cause
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undesirable side effects. These could be attributed to the active ingredient or class of drug or to our unique formulation of
such products or product candidates, or other potentially harmful characteristics. Such characteristics could cause us,
institutional review boards, or IRBs, clinical trial sites, the FDA or other regulatory authorities to interrupt, delay or halt
clinical trials and could result in a more restrictive label, if the product candidate is approved, or the delay, denial or
withdrawal of regulatory approval, which may harm our business, financial condition and prospects significantly.
Further, if any of our products cause serious or unexpected side effects after receiving market approval, a number
of potentially significant negative consequences could result, including:
●

regulatory authorities may withdraw their approval of the product or impose restrictions on its distribution;

●

the FDA may require implementation of a REMS;

●

regulatory authorities may require the addition of labeling statements, such as warnings or contraindications;

●

we may be required to change the way the product is administered or conduct additional clinical trials;

●

we may need to voluntarily recall our products

●

we could be sued and held liable for harm caused to patients; or

●

our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of the affected product or
product candidate and could substantially increase the costs of commercializing our products and product candidates.
We will need to obtain FDA approval of any proposed names for our product candidates that gain marketing approval,
and any failure or delay associated with such naming approval may adversely impact our business.
Any name we intend to use for our product candidates will require approval from the FDA, regardless of whether
we have secured a formal trademark registration from the U.S. Patent and Trademark Office (“USPTO”). The FDA
typically conducts a review of proposed product names, including an evaluation of whether proposed names may be
confused with other product names. In addition, the FDA may object to any product name we submit if it believes the name
inappropriately implies medical claims.
If the FDA objects to any of our proposed product names, we may be required to adopt an alternative name for our
product candidates, which could result in further evaluation of proposed names with the potential for additional delays and
costs.
Obtaining and maintaining regulatory approval of our product candidates in one jurisdiction does not mean that we will
be successful in obtaining regulatory approval of our product candidates in other jurisdictions.
Even if we obtain and maintain regulatory approval of our product candidates in one jurisdiction, such approval
does not guarantee that we will be able to obtain or maintain regulatory approval in any other jurisdiction, but a failure or
delay in obtaining regulatory approval in one jurisdiction may have a negative effect on the regulatory approval process in
others. For example, even if the FDA grants marketing approval of a product candidate, comparable regulatory authorities
in foreign jurisdictions must also approve the manufacturing, marketing and promotion of the product candidate in those
countries. Approval procedures vary among jurisdictions and can involve requirements and administrative review periods
different from those in the United States, including additional nonclinical studies or clinical trials as investigations
conducted in one jurisdiction may not be accepted by regulatory authorities in other jurisdictions. In many jurisdictions
outside the United States, a product candidate must be approved for reimbursement before it can be approved for sale in
that jurisdiction. In some cases, the price that we intend to charge for our products is also subject to approval.
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Obtaining foreign regulatory approvals and compliance with foreign regulatory requirements could result in
significant delays, difficulties and costs for us and could delay or prevent the introduction of our products in certain
countries. If we fail to comply with the regulatory requirements in international markets and/or to receive applicable
marketing approvals, our target market will be reduced and our ability to realize the full market potential of our product
candidates will be harmed.
We are heavily dependent on the success of our product candidates. We cannot give any assurance that we will receive
regulatory approval for our product candidates, which is necessary before they can be commercialized.
Our business and future success are substantially dependent on our ability to timely obtain regulatory approval for
and commercialize any product candidates that we may identify and pursue. We are not permitted to market any of our
product candidates in the United States until we receive approval of an NDA from the FDA, or in any foreign jurisdiction
until we receive the requisite approvals from such jurisdiction. Satisfaction of regulatory requirements can be protracted, is
dependent upon the type, complexity and novelty of the product candidate and requires the expenditure of substantial
resources. We cannot predict whether we will obtain regulatory approval to commercialize our product candidates, and we
cannot, therefore, predict the timing of any future revenues from these product candidates, if any. Any delay or setback in
the regulatory approval or commercialization of any of these product candidates could adversely affect our business.
The commencement and completion of clinical trials can be delayed or prevented for a number of reasons.
We intend to identify, develop and market additional product candidates if we complete IND-enabling activities;
however, we may not be able to commence or complete the clinical trials, including those with respect to NT0502, that
would support the submission of an NDA to the FDA. Drug development is a long, expensive and uncertain process, and
delay or failure can occur at any stage of any of our clinical trials. Clinical trials can be delayed or prevented for a number
of reasons, including:
●

difficulties obtaining regulatory approval to commence a clinical trial or complying with conditions imposed
by a regulatory authority regarding the scope or term of a clinical trial;

●

delays in reaching or failing to reach agreement on acceptable terms with prospective contract research
organizations, or CROs, contract manufacturing organizations, or CMOs, and trial sites, the terms of which
can be subject to extensive negotiation and may vary significantly among different CROs and trial sites;

●

delays due to backlogs of trials at limited numbers of study centers;

●

failure of our third-party contractors, such as CROs and CMOs, or our investigators to comply with
regulatory requirements or otherwise meet their contractual obligations in a timely manner;

●

insufficient or inadequate supply or quality of a product candidate or other materials necessary to conduct our
clinical trials;

●

difficulties obtaining IRB approval to conduct a clinical trial at a prospective site;

●

the FDA requiring alterations to any of our study designs, our nonclinical strategy or our manufacturing
plans;

●

challenges recruiting and enrolling subjects to participate in clinical trials for a variety of reasons, including
size and nature of subject population, proximity of subjects to clinical sites, eligibility criteria for the trial,
nature of trial protocol, the availability of approved effective treatments for the relevant disease and
competition from other clinical trial programs for similar indications;

●

difficulties maintaining contact with subjects after treatment, which results in incomplete data;
93

Table of Contents

●

receipt by a competitor of marketing approval for a product targeting an indication that our product targets;

●

governmental or regulatory delays and changes in regulatory requirements, policy and guidelines; and

●

varying interpretations of data by the FDA and similar foreign regulatory agencies.

Clinical trials may also be delayed or terminated as a result of ambiguous or negative interim results. In addition, a
clinical trial may be suspended or terminated by us, the FDA, the IRBs at the sites where the IRBs are overseeing a trial, or
a data safety monitoring board overseeing the clinical trial at issue, or other regulatory authorities due to a number of
factors, including:
●

failure to conduct the clinical trial in accordance with regulatory requirements or our clinical protocols;

●

inspection of the clinical trial operations or trial sites by the FDA or other regulatory authorities;

●

unforeseen safety issues, including serious adverse events associated with a product candidate, or lack of
effectiveness; and

●

lack of adequate funding to continue the clinical trial.

Positive results in previous nonclinical studies and clinical trials of any of our product candidates may not be replicated
in future clinical trials of the same product candidates, which could result in development delays or a failure to obtain
marketing approval.
Positive results in nonclinical studies and clinical trials of any of our product candidates may not be predictive of
similar results in future clinical trials. Also, interim results during a clinical trial do not necessarily predict final results. A
number of companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in late-stage
clinical trials even after achieving promising results in early-stage development. Accordingly, the results from any
completed nonclinical studies and clinical trials for any of our product candidates may not be predictive of the results we
may obtain in later stage trials. Our clinical trials may produce negative or inconclusive results, and we may decide, or
regulators may require us, to conduct additional clinical trials. Moreover, clinical data is often susceptible to varying
interpretations and analyses.
RISKS RELATED TO OUR INTELLECTUAL PROPERTY
If our intellectual property related to our products or product candidates is not adequate, we may not be able to compete
effectively in our market.
We rely upon a combination of patents, trade secret protection and confidentiality agreements to protect the
intellectual property related to our products, product candidates and technology. Any disclosure to or misappropriation by
third parties of our confidential or proprietary information could enable competitors to duplicate or surpass our
technological achievements, thus eroding our competitive position in our market.
Due to legal standards relating to patentability, validity, enforceability and scope of claim, patents covering
pharmaceutical and biotechnology inventions involve complex legal, scientific and factual questions. Formulation of drug
products such as ours with complex release profiles is an area of intense research, publishing and patenting, which limits
the scope of any new patent applications. As a result, our ability to obtain, maintain and enforce patents is uncertain and
any rights under any existing patents, or any patents we might obtain or license, may not provide us with sufficient
protection for our products and product candidates to afford a commercial advantage against competitive products or
processes. The patent applications that we own or license may fail to result in issued patents in the United States or in
foreign countries. Even if patents do successfully issue, third parties may challenge their patentability, validity (e.g., by
discovering previously unidentified prior art, or a patent-barring event such as a prior public disclosure, use, sale or offer
for sale of the invention), enforceability or scope, which may result in such patents being narrowed,
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invalidated or held unenforceable. In addition, U.S. patents may be challenged by third parties via inter partes review, post
grant review, derivation or interference proceedings at the USPTO, and European patents may be challenged via an
opposition proceeding at the European Patent Office. Furthermore, if we were to assert our patent rights against a
competitor, the competitor could challenge the validity and/or enforceability of the asserted patent rights. Although a
granted U.S. patent is entitled to a statutory presumption of validity, its issuance is not conclusive as to its validity or its
enforceability, and it may not provide us with adequate proprietary protection or competitive advantages against
competitors with similar products.
If the breadth or strength of protection provided by the patents and patent applications we hold or pursue with
respect to our products and product candidates is successfully challenged, we may face unexpected competition that could
have a material adverse impact on our business. Even if they are unchallenged, our patents and patent applications may not
adequately protect our intellectual property or prevent others from designing around our claims. For example, a third party
may develop a competitive product that provides therapeutic benefits similar to our products or product candidates, but is
sufficiently different to fall outside the scope of our patent protection.
Furthermore, if we encounter delays in our clinical trials or entry onto the market in a particular jurisdiction, the
period of time during which we could market a particular product under patent protection would be reduced.
Even where laws provide protection, costly and time-consuming litigation could be necessary to enforce and
determine the scope of our proprietary rights, and the outcome of such litigation would be uncertain. If we or one of our
future collaborators were to initiate legal proceedings against a third party to enforce a patent covering a product or our
technology, the defendant could counterclaim that our patent is invalid and/or unenforceable. In patent litigation in the
United States, defendant counterclaims alleging invalidity and/or unenforceability are commonplace. Grounds for a validity
challenge could be an alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness,
lack of written description, non-enablement or a patent-barring event, such as a public disclosure, use or sale of the
invention more than a year before the filing date of the application. Grounds for an unenforceability assertion could, for
example, be an allegation that someone connected with prosecution of the patent withheld material information from the
USPTO, or made a misleading statement, during prosecution. The outcome following legal assertions of invalidity and
unenforceability is unpredictable. With respect to validity, for example, we cannot be certain that there is no invalidating
prior art, of which we and the patent examiner were unaware during prosecution, or that a third party challenging one of
our patents would not assert that a patent-barring event had occurred. If a plaintiff or a defendant were to prevail on a legal
assertion of invalidity and/or unenforceability against one or more of our patents, we would lose at least part, and perhaps
all, of the patent protection for one or more of our products or product candidates. Such a loss of patent protection could
have a material adverse impact on our business. For example, on July 25, 2016, we received a paragraph IV certification
from Actavis advising us that Actavis filed an ANDA with the FDA for a generic version of Adzenys XR-ODT. On
September 1, 2016, we filed a patent infringement lawsuit in federal district court in the District of Delaware against
Actavis, Inc. This case alleged that Actavis infringed our Adzenys XR-ODT patents by submitting to the FDA an ANDA
seeking to market a generic version of Adzenys XR-ODT prior to the expiration of our patents. On October 17, 2017, we
entered into a Settlement Agreement and a Licensing Agreement (collectively, the “Actavis Agreement”) with Actavis,
which resolved all ongoing litigation involving our Adzenys XR-ODT patents and Actavis’s ANDA. Under the Actavis
Agreement, we have granted Actavis the right to manufacture and market its generic version of Adzenys XR-ODT under
the ANDA beginning on September 1, 2025, or earlier under certain circumstances. A stipulation and order of dismissal
was entered by the U.S. District Court for the District of Delaware. The Actavis Agreement has been submitted to the
applicable governmental agencies. On October 31, 2017, we received a paragraph IV certification from Teva advising us
that Teva filed an ANDA with the FDA for a generic version of Cotempla XR-ODT. On December 13, 2017, we filed a
patent infringement lawsuit in federal district court in the District of Delaware against Teva. This case alleged that Teva
infringed our Cotempla XR-ODT patents by submitting to the FDA an ANDA seeking to market a generic version of
Cotempla XR-ODT prior to the expiration of our patents. On December 21, 2018, we entered into a Settlement Agreement
and a Licensing Agreement (collectively, the “Teva Agreement”) with Teva, which resolved all ongoing litigation involving
our Cotempla XR-ODT patents and Teva’s ANDA. Under the Teva Agreement, we have granted Teva the right to
manufacture and market its generic version of Cotempla XR-ODT under the ANDA beginning on July 1, 2026, or earlier
under certain circumstances. A stipulation and order of dismissal was entered by the U.S. District Court for the District of
Delaware. The Teva Agreement has been submitted to the applicable governmental agencies.
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There can be no assurance that the Actavis Agreement or Teva Agreement will be approved by such agencies. In
addition, there can be no assurance that we would not face future litigation regarding our Branded Products or any future
product candidates.
Such litigation is often time-consuming and costly and its outcome would be unpredictable; however, we intend to
vigorously enforce our intellectual property rights relating to our products. We would expect to face generic competition for
our products if such patents are not upheld or if a filer of a Paragraph IV certification is found not to infringe such
patents. The resulting loss of exclusivity would impact pricing and our sales of our products, which could have a material
adverse impact on our business.
Moreover, we may be subject to a third-party pre-issuance submission of prior art to the USPTO, or become
involved in reexamination, inter partes review, or interference proceedings challenging our patent rights. Patents based on
applications that we file in the future may also be subject to derivation and/or post-grant review proceedings. An adverse
determination in any such submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights
and allow third parties to commercialize our technology or products and compete directly with us. In addition, if the
breadth or strength of protection provided by our patents and patent applications is threatened, it could dissuade companies
from collaborating with us to license, develop or commercialize current or future product candidates.
We may not seek to protect our intellectual property rights in all jurisdictions throughout the world, and we may not be
able to adequately enforce our intellectual property rights even in the jurisdictions where we seek protection.
Filing, prosecuting and defending patents on product candidates in all countries and jurisdictions throughout the
world would be prohibitively expensive, and our intellectual property rights in some countries outside the United States are
less extensive than in the United States. In addition, the laws of some foreign countries do not protect intellectual property
rights to the same extent as federal and state laws in the United States. Consequently, even where we do elect to pursue
patent rights outside the United States, we may not be able to obtain relevant claims and/or we may not be able to prevent
third parties from practicing our inventions in all countries outside the United States, or from selling or importing products
made using our inventions in and into the United States or other jurisdictions.
Competitors may use our technologies in jurisdictions where we do not pursue and obtain patent protection to
develop their own products and further, may possibly export otherwise infringing products to territories where we have
patent protection, but enforcement is not as strong as that in the United States. These products may compete with our
products and our patents or other intellectual property rights may not be effective or sufficient to prevent them from
competing. Even if we pursue and obtain issued patents in particular jurisdictions, our patent claims or other intellectual
property rights may not be effective or sufficient to prevent third parties from competing with us.
The laws of some foreign countries do not protect intellectual property rights to the same extent as the laws of the
United States. Many companies have encountered significant problems in protecting and defending intellectual property
rights in certain foreign jurisdictions. The legal systems of some countries, particularly developing countries, do not favor
the enforcement of patents and other intellectual property protection. This could make it difficult for us to stop the
infringement of our patents, if obtained, or the misappropriation of our other intellectual property rights. For example,
many foreign countries have compulsory licensing laws under which a patent owner must grant licenses to third parties. In
addition, many countries limit the enforceability of patents against third parties, including government agencies or
government contractors. In these countries, patents may provide limited or no benefit.
Patent protection must ultimately be sought on a country-by-country basis, which is an expensive and timeconsuming process with uncertain outcomes. Accordingly, we have, and may in the future, choose not to seek patent
protection in certain countries. Furthermore, while we intend to protect our intellectual property rights in certain markets
for our products, we cannot ensure that we will be able to initiate or maintain similar efforts in all jurisdictions in which we
may wish to market our products. Accordingly, our efforts to protect our intellectual property rights in such countries may
be inadequate.
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Obtaining and maintaining our patent protection depends on compliance with various procedural, document
submission, fee payment and other requirements imposed by governmental patent agencies, and our patent protection
could be reduced or eliminated for non-compliance with these requirements.
The USPTO and various foreign governmental patent agencies require compliance with a number of procedural,
documentary, fee payment and other provisions during the patent process. There are situations in which noncompliance can
result in abandonment or lapse of a patent or patent application, resulting in partial or complete loss of patent rights in the
relevant jurisdiction. In such an event, competitors might be able to enter the market earlier than would otherwise have
been the case.
If we are sued for infringing intellectual property rights of third parties, it will be costly and time consuming, and an
unfavorable outcome in that litigation would have a material adverse effect on our business.
Our commercial success depends upon our ability and the ability of our collaborators to develop, manufacture,
market and sell our and their approved products and use our proprietary technologies without infringing the proprietary
rights of third parties. Numerous U.S. and foreign issued patents and pending patent applications, which are owned by third
parties, exist in the fields in which we are developing product candidates. As the pharmaceutical industry expands and
more patents are issued, the risk increases that our products and product candidates may give rise to claims of infringement
of the patent rights of others. There may, for example, be issued patents of third parties of which we are currently unaware,
that may be infringed by our products or product candidates, which could prevent us from being able to commercialize our
products or product candidates, respectively. Because patent applications can take many years to issue, there may be
currently pending applications which may later result in issued patents that our products or product candidates may
infringe.
The pharmaceutical industry is rife with patent litigation between patent holders and producers of follow-on drug
products. The possibility of blocking FDA approval of a competitor’s product for up to 30 months provides added incentive
to litigate over Orange Book patents, but suits involving non-Orange Book patents are also common in the ADHD space.
There have been multiple patent litigations involving nearly all of the medications for treatment of ADHD. This trend may
continue and, as a result, we may become party to legal matters and claims arising in the ordinary course of business.
We may be exposed to, or threatened with, future litigation by third parties alleging that our products or product
candidates infringe their intellectual property rights. If one of our products or product candidates is found to infringe the
intellectual property rights of a third party, we or our collaborators could be enjoined by a court and required to pay
damages and could be unable to commercialize the applicable approved products and product candidates unless we obtain a
license to the patent. A license may not be available to us on acceptable terms, if at all. In addition, during litigation, the
patent holder could obtain a preliminary injunction or other equitable relief which could prohibit us from making, using or
selling our approved products, pending a trial on the merits, which may not occur for several years.
There is a substantial amount of litigation involving patent and other intellectual property rights in the
pharmaceutical industry generally. If a third party claims that we or our collaborators infringe its intellectual property
rights, we may face a number of issues, including, but not limited to:
●

infringement and other intellectual property claims which, regardless of merit, may be expensive and timeconsuming to litigate and may divert our management’s attention from our core business;

●

third parties bringing claims against us may have more resources than us to litigate claims against us;

●

substantial damages for infringement, which we may have to pay if a court decides that the product at issue
infringes on or violates the third party’s rights, and, if the court finds that the infringement was willful, we
could be ordered to pay treble damages and the patent owner’s attorneys’ fees;

●

a court prohibiting us from selling our product or any product candidate approved in the future, if any, unless
the third party licenses its rights to us, which it is not required to do;
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●

if a license is available from a third party, we may have to pay substantial royalties, fees or grant crosslicenses to our intellectual property rights; and

●

redesigning any of our products and product candidates so they do not infringe, which may not be possible or
may require substantial monetary expenditures and time.

Our drug development strategy relies heavily upon the 505(b)(2) regulatory approval pathway, which requires us to
certify that we do not infringe upon third-party patents covering approved drugs. Such certifications typically result in
third-party claims of intellectual property infringement, the defense of which would be costly and time consuming, and
an unfavorable outcome in any litigation may prevent or delay our development and commercialization efforts which
would harm our business.
Our commercial success depends in large part on our avoiding infringement of the patents and proprietary rights
of third parties for existing approved drug products. Because we utilize the 505(b)(2) regulatory approval pathway for the
approval of our products and product candidates, we rely in whole or in part on studies conducted by third parties related to
those approved drug products. As a result, upon filing with the FDA for approval of our product candidates, we will be
required to certify to the FDA that either: (1) there is no patent information listed in the FDA’s Orange Book with respect to
our NDA; (2) the patents listed in the Orange Book have expired; (3) the listed patents have not expired, but will expire on
a particular date and approval is sought after patent expiration; or (4) the listed patents are invalid or will not be infringed
by the manufacture, use or sale of our proposed drug product. If we certify to the FDA that a patent is invalid or not
infringed, or a Paragraph IV certification, a notice of the Paragraph IV certification must also be sent to the patent owner
once our 505(b)(2) NDA is accepted for filing by the FDA. The third party may then initiate a lawsuit against us asserting
infringement of the patents identified in the notice. The filing of a patent infringement lawsuit within 45 days of receipt of
the notice automatically prevents the FDA from approving our NDA until the earliest of 30 months or the date on which the
patent expires, the lawsuit is settled, or the court reaches a decision in the infringement lawsuit in our favor. If the third
party does not file a patent infringement lawsuit within the required 45-day period, our NDA will not be subject to the 30month stay. However, even if the third party does not sue within the 45-day time limit, thereby invoking the 30-month stay,
it may still challenge our right to market our product upon FDA approval; therefore, some risk of an infringement suit
remains even after the expiry of the 45-day limit. For example, when we initially submitted our Adzenys XR-ODT NDA in
December 2012 and in response to our Paragraph IV certification, Shire initiated a lawsuit against us claiming patent
infringement against certain of Shire’s patents. We settled with Shire in July 2014. As part of our settlement, among other
things, we stipulated that the commercial manufacture, use, selling, offering for sale or importing of Adzenys XR-ODT
would infringe on certain Shire patents and that such patent claims are valid and enforceable with respect to our Adzenys
XR-ODT NDA, but that such stipulations do not preclude us from filing new regulatory applications containing a
Paragraph IV certification citing such patents. We also entered into a non-exclusive License Agreement (the “2014 License
Agreement”) with Shire for certain of Shire’s patents with respect to our Adzenys XR-ODT NDA. Under the terms of the
2014 License Agreement, upon obtaining FDA approval of our Adzenys XR-ODT NDA, we were required to pay a lumpsum, non-refundable license fee no later than thirty days after receiving such approval and are required to pay a single-digit
royalty on net sales of Adzenys XR-ODT during the life of the patents. In addition, on January 26, 2017, we sent a letter to
Shire, notifying Shire that we have made a Paragraph IV certification to the FDA that in our opinion and to the best of our
knowledge, the patents owned by Shire that purportedly cover our Adzenys ER are invalid, unenforceable and/or will not
be infringed by the commercial manufacture, use or sale of Adzenys ER. On March 6, 2017, we entered into a License
Agreement (the “2017 License Agreement”) with Shire, pursuant to which Shire granted us a non-exclusive license to
certain patents owned by Shire for certain activities with respect to Adzenys ER. Under the terms of the 2017 License
Agreement, we were required to pay a lump sum, non-refundable license fee no later than thirty days after receiving
regulatory approval and are required to pay a single digit royalty on net sales of the Adzenys ER during the life of the
relevant patents. Additionally, each of the 2014 License Agreement and 2017 License Agreement contains a covenant from
Shire not to file a patent infringement suit against us alleging that Adzenys XR-ODT or Adzenys ER, respectively,
infringes the Shire patents.
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We may be unable to adequately prevent disclosure of trade secrets and other proprietary information.
We rely on trade secrets to protect our proprietary know-how and technological advances, especially where we do
not believe patent protection is appropriate or obtainable. However, trade secrets are difficult to protect. We rely in part on
confidentiality agreements with our employees, consultants, outside scientific collaborators, sponsored researchers and
other advisors to protect our trade secrets and other proprietary information. These agreements may not effectively prevent
disclosure of confidential information and may not provide an adequate remedy in the event of unauthorized disclosure of
confidential information. In addition, others may independently discover our trade secrets and proprietary information.
Costly and time-consuming litigation could be necessary to enforce and determine the scope of our proprietary rights.
Failure to obtain or maintain trade secret protection could enable competitors to use our proprietary information to develop
products that compete with our products or cause additional, material adverse effects upon our competitive business
position.
We may be subject to claims by third parties asserting that our employees or we have misappropriated their intellectual
property, or claiming ownership of what we regard as our own intellectual property.
Some of our employees were previously employed at other companies, including actual or potential competitors.
We may also engage advisors and consultants who are concurrently employed at other organizations or who perform
services for other entities. Although we try to ensure that our employees, advisors and consultants do not use the
proprietary information or know-how of others in their work for us, we may be subject to claims that we or our employees,
advisors, or consultants have used or disclosed intellectual property, including trade secrets or other proprietary
information, of any such party’s former employer or in violation of an agreement with or legal obligation in favor of
another party. Litigation may be necessary to defend against these claims.
In addition, while we generally require our employees, consultants, advisors and contractors who may be involved
in the development of intellectual property to execute agreements assigning such intellectual property to us, we may be
unsuccessful in executing such an agreement with each party who in fact develops intellectual property that we regard as
our own. Our and their assignment agreements may not be self-executing or may be breached, and we may be forced to
bring claims against third parties, or defend claims they may bring against us, to determine the ownership of what we
regard as our intellectual property. Similarly, we may be subject to claims that an employee, advisor or consultant
performed work for us that conflicts with that person’s obligations to a third party, such as an employer or former employer,
and thus, that the third party has an ownership interest in the intellectual property arising out of work performed for us.
Litigation may be necessary to defend against these claims.
If we fail in prosecuting or defending any such claims, in addition to paying monetary damages, we may lose
valuable intellectual property rights or personnel. Even if we are successful in prosecuting or defending against such
claims, litigation could result in substantial costs and be a distraction to management.
RISKS RELATED TO OUR COMMON STOCK
The market price of our common stock may be highly volatile and investors in our common stock could incur
substantial losses.
The trading price of our common stock is likely to be volatile. Since shares of our common stock were sold in our
initial public offering, in July 2015 at a price of $15.00 per share, our stock price has ranged from $0.60 to $28.99, through
August 3, 2020. Our stock price could be subject to wide fluctuations in the future in response to a variety of factors,
including the following:
●

failure to successfully execute our commercialization strategy with respect to our Branded Products, or any
other approved potential product candidate in the future;

●

any delay in filing an NDA for any of our product candidates and any adverse development or perceived
adverse development with respect to the FDA’s review of that NDA;
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●

adverse results or delays in clinical trials, if any;

●

significant lawsuits, including patent or stockholder litigation;

●

inability to obtain additional funding;

●

failure to successfully develop and commercialize our product candidates;

●

changes in laws or regulations applicable to our products and product candidates;

●

inability to manufacture adequate amounts of product supply or obtain adequate amounts of components of
our product supply for our products, or the inability to do so at acceptable prices;

●

unanticipated serious safety concerns related to the use of our generic Tussionex, our Branded Products or
any future potential product candidates;

●

adverse regulatory decisions;

●

introduction of new products or technologies by our competitors;

●

failure to meet or exceed product development or financial projections we provide to the public;

●

failure to meet or exceed the estimates and projections of the investment community;

●

the perception of the pharmaceutical industry by the public, legislatures, regulators and the investment
community;

●

announcements of significant acquisitions, strategic partnerships, joint ventures or capital commitments by us
or our competitors, or perceptions regarding unsolicited public acquisition proposals of our company;

●

disputes or other developments relating to proprietary rights, including patents, litigation matters and our
ability to obtain patent protection for our technologies;

●

additions or departures of key scientific or management personnel;

●

changes in the market valuations of similar companies;

●

sales of our common stock by us or our stockholders in the future; and

●

trading volume of our common stock.

In addition, the stock market in general, and the NASDAQ Global Market (“NASDAQ”) in particular, has
experienced extreme price and volume fluctuations that have often been unrelated or disproportionate to the operating
performance of these listed companies. Broad market and industry factors may negatively affect the market price of our
common stock, regardless of our actual operating performance.
Our principal stockholders and management own a significant percentage of our shares and will be able to exert
significant influence over matters subject to stockholder approval.
As of June 30, 2020, our executive officers, directors, 5% or greater stockholders and their affiliates beneficially
owned approximately 35.6% of our outstanding voting stock. These stockholders may be able to determine all matters
requiring stockholder approval. For example, these stockholders, acting together, may be able to exert significant influence
over matters such as the elections of directors, amendments of our organizational documents or approval of any
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merger, sale of assets or other major corporate transaction. This may prevent or discourage unsolicited acquisition
proposals or offers for our common stock that you may believe are in your best interest as one of our stockholders.
Sales of a substantial number of shares of our common stock in the public market by our existing stockholders could
cause our stock price to fall.
Sales of a substantial number of shares of our common stock by our existing stockholders in the public market or
the perception that these sales might occur, could depress the market price of our common stock and could impair our
ability to raise capital through the sale of additional equity securities. We are unable to predict the effect that such sales
may have on the prevailing market price of our common stock. Shares held by our affiliates will be subject to volume
limitations and other conditions pursuant to Rule 144 of the Securities Act. Sales of stock by these stockholders could have
a material adverse effect on the trading price of our common stock. On November 5, 2018, we amended a $60.0 million
senior secured credit facility with Deerfield as lender, pursuant to which we were afforded the right, subject to the terms
and conditions of the facility and certain other limitations, to make interest and principal payments owed to Deerfield
through the issuance of our common stock, and provided Deerfield with a right, subject to the terms and conditions of the
facility and the amended and restated convertible notes issued under the facility and certain other limitations, to convert
principal under the amended and restated convertible notes into our common stock, subject to a floor of 95% of $10.00 per
share. On May 6, 2020, the Company and Deerfield entered into a fifth amendment to the Facility (the “Fifth
Amendment”), under which Deerfield may convert up to $10.0 million of the remaining debt due under the Facility into the
Company’s common stock at a conversion price of $1.50 per share.
Potential uncertainty resulting from unsolicited acquisition proposals and related matters may adversely affect our
business.
In the past we have received, and in the future we may receive, unsolicited proposals to acquire our company or
our assets. For example, in June 2017 and in October 2017, the Board of Directors received an unsolicited non-binding
proposal for the acquisition of all of our stock. The review and consideration of acquisition proposals and related matters
could require the expenditure of significant management time and personnel resources. Such proposals may also create
uncertainty for our employees, customers and vendors. Any such uncertainty could make it more difficult for us to retain
key employees and hire new talent, and could cause our customers and vendors to not enter into new arrangements with us
or to terminate existing arrangements. Additionally, we and members of our Board of Directors could be subject to future
lawsuits related to unsolicited proposals to acquire us. Any such future lawsuits could become time consuming and
expensive.
We will continue to incur significant increased costs as a result of operating as a public company, and our management
will be required to devote substantial time to new compliance initiatives.
As a public company, we will continue to incur significant legal, accounting and other expenses. In addition, the
SOX Act, as well as rules subsequently implemented by the Securities and Exchange Commission (the “SEC”) and
NASDAQ, have imposed various requirements on public companies. In July 2010, the Dodd-Frank Wall Street Reform and
Consumer Protection Act (the “Dodd-Frank Act”), was enacted. There are significant corporate governance and executive
compensation related provisions in the Dodd-Frank Act that required the SEC to adopt additional rules and regulations in
these areas such as “say on pay” and proxy access. Stockholder activism, the current political environment and the current
high level of government intervention and regulatory reform may lead to substantial new regulations and disclosure
obligations, which may lead to additional compliance costs and impact (in ways we cannot currently anticipate) the manner
in which we operate our business. Our management and other personnel will need to devote a substantial amount of time to
these compliance initiatives. Moreover, these rules and regulations will increase our legal and financial compliance costs
and will make some activities more time-consuming and costly. For example, we expect these rules and regulations to
make it more difficult and more expensive for us to obtain director and officer liability insurance and we may be required
to incur substantial costs to maintain our current levels of such coverage.
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We are an “emerging growth company,” and we cannot be certain if the reduced reporting requirements applicable to
emerging growth companies will make our common stock less attractive to investors.
We are an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act (the “JOBS Act”).
For as long as we continue to be an emerging growth company, we may take advantage of exemptions from various
reporting requirements that are applicable to other public companies that are not “emerging growth companies,” including
exemption from compliance with the auditor attestation requirements of Section 404 of the SOX Act and reduced
disclosure obligations regarding executive compensation in the Annual Report on Form 10-K and our periodic reports and
proxy statements, and exemptions from the requirements of holding a non-binding advisory vote on executive
compensation. We will remain an emerging growth company until the earlier of (1) the last day of the fiscal year (a) in
2020, (b) in which we have total annual gross revenue of at least $1.07 billion (as inflation-adjusted by the SEC from time
to time), or (c) in which we are deemed to be a large accelerated filer, which means the market value of our common stock
that is held by non-affiliates exceeds $700 million as of the prior June 30th, and (2) the date on which we have issued more
than $1 billion in non-convertible debt during the prior three-year period.
Even after we no longer qualify as an emerging growth company, we may still qualify as a “smaller reporting
company,” which would allow us to take advantage of many of the same exemptions from disclosure requirements. We
cannot predict if investors will find our common stock less attractive because we may rely on these exemptions. If some
investors find our common stock less attractive as a result, there may be a less active trading market for our common stock
and our stock price may be more volatile.
Under the JOBS Act, emerging growth companies can also delay adopting new or revised accounting standards
until such time as those standards apply to private companies. We have irrevocably elected not to avail ourselves of this
exemption from new or revised accounting standards and, therefore, will be subject to the same new or revised accounting
standards as other public companies that are not emerging growth companies.
We do not intend to pay dividends on our common stock and, consequently, your ability to achieve a return on your
investment will depend on appreciation in the price of our common stock.
We have never declared or paid any cash dividend on our common stock and do not currently intend to do so in
the foreseeable future. We currently anticipate that we will retain future earnings for the development, operation and
expansion of our business and do not anticipate declaring or paying any cash dividends in the foreseeable future. Therefore,
the success of an investment in shares of our common stock will depend upon any future appreciation in their value. There
is no guarantee that shares of our common stock will appreciate in value or even maintain the price at which you purchased
them.
Provisions in our amended and restated certificate of incorporation and bylaws, as well as provisions of Delaware law,
could make it more difficult for a third party to acquire us or increase the cost of acquiring us, even if doing so would
benefit our stockholders or remove our current management.
Some provisions of our charter documents and Delaware law may have anti-takeover effects that could discourage
an acquisition of us by others, even if an acquisition would be beneficial to our stockholders and may prevent attempts by
our stockholders to replace or remove our current management. These provisions include:
●

authorizing the issuance of “blank check” preferred stock, the terms of which may be established and shares
of which may be issued without stockholder approval;

●

limiting the removal of directors by the stockholders;

●

creating a classified board of directors;

●

prohibiting stockholder action by written consent, thereby requiring all stockholder actions to be taken at a
meeting of our stockholders;
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●

eliminating the ability of stockholders to call a special meeting of stockholders; and

●

establishing advance notice requirements for nominations for election to the board of directors or for
proposing matters that can be acted upon at stockholder meetings.

These provisions may frustrate or prevent any attempts by our stockholders to replace or remove our current
management by making it more difficult for stockholders to replace members of our board of directors, which is
responsible for appointing the members of our management. In addition, we are subject to Section 203 of the Delaware
General Corporation Law, which generally prohibits a Delaware corporation from engaging in any of a broad range of
business combinations with an interested stockholder for a period of three years following the date on which the
stockholder became an interested stockholder, unless such transactions are approved by our board of directors. This
provision could have the effect of delaying or preventing a change of control, whether or not it is desired by or beneficial to
our stockholders. Further, other provisions of Delaware law may also discourage, delay or prevent someone from acquiring
us or merging with us.
Our amended and restated certificate of incorporation provides that the Court of Chancery of the State of Delaware is
the exclusive forum for certain litigation that may be initiated by our stockholders, which could limit our stockholders’
ability to obtain a favorable judicial forum for disputes with us or our directors, officers or employees.
Our amended and restated certificate of incorporation, as currently in effect, provides that unless we consent in
writing to the selection of an alternative forum, the Court of Chancery of the State of Delaware is the exclusive forum for
any state law claim for (i) any derivative action or proceeding brought on our behalf, (ii) any action asserting a claim for
breach of a fiduciary duty owed by any of our directors, officers or other employees to us or our stockholders, (iii) any
action asserting a claim arising pursuant to any provision of the Delaware General Corporation Law, our amended and
restated certificate of incorporation or our amended and restated bylaws, or (iv) any action asserting a claim governed by
the internal affairs doctrine. The foregoing provisions will not apply to any causes of action arising under the Securities Act
of 1933, as amended, and the Securities and Exchange Act of 1934. The choice of forum provision may impose additional
litigation costs on stockholders in pursuing such claims, particularly if the stockholders do not reside in or near the State of
Delaware. Additionally, the choice of forum provision may limit a stockholder’s ability to bring a claim in a judicial forum
that it finds favorable for disputes with us or our directors, officers or other employees, which may discourage such
lawsuits against us and our directors, officers and other employees. The Court of Chancery of the State of Delaware may
also reach different judgments or results than would other courts, including courts where a stockholder considering an
action may be located or would otherwise choose to bring the action, and such judgments may be more or less favorable to
us than our stockholders. Alternatively, if a court were to find the choice of forum provision contained in our amended and
restated certificate of incorporation and amended and restated bylaws to be inapplicable or unenforceable in an action, we
may incur additional costs associated with resolving such action in other jurisdictions, which could adversely affect our
business and financial condition.
ITEM 2.

UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS.

Unregistered Sales of Equity Securities
None.
Use of Proceeds
None.
Issuer Purchases of Equity Securities
None.

103

Table of Contents

ITEM 3.

DEFAULTS UPON SENIOR SECURITIES.

None.
ITEM 4.

MINE SAFETY DISCLOSURES.

Not applicable.
ITEM 5.

OTHER INFORMATION.

As disclosed in this Report, our financial statements for the period ended June 30, 2020 (the “Subject Fiscal
Quarter”) have been prepared on a going concern basis, as we have identified conditions and events that raise substantial
doubt about our ability to continue as a going concern within one year after the date that the accompanying financial
statements are issued. Pursuant to our Facility Agreement, dated as of May 11, 2016, among us, our subsidiary guarantors
party thereto, Deerfield Private Design Fund III, L.P. and Deerfield Partners, L.P., as lenders, and Deerfield MGMT, L.P., as
collateral agent, as amended (the “Facility Agreement”), no financial statements delivered by us may contain any
explanatory paragraph expressing substantial doubt as to going concern status (a “Going Concern Exception”; and the
requirement that there be no such Going Concern Exception, the “Going Concern Condition”). On August 10, 2020, we
and our subsidiary guarantors entered into a Limited Waiver with the lenders and the collateral agent, pursuant to which,
such lenders and collateral agent waived the Going Concern Condition solely with respect to the Subject Fiscal Quarter and
solely during the period commencing on August 10, 2020 and ending on the earliest to occur of (i) the date on which the
quarterly financial statements for the quarter ending September 30, 2020 are filed with the SEC, (ii) November 9, 2020, and
(iii) the first date following the waiver on which an Event of Default, as defined in the Facility Agreement, has occurred
and is continuing (other than, for the avoidance of doubt, an Event of Default arising solely as a result of our failure to
satisfy the Going Concern Condition with respect to the Subject Fiscal Quarter).
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ITEM 6.

Exhibit
No.
3.1

EXHIBITS

Form or
Schedule

Description
Amended and Restated Certificate of Incorporation of the
Registrant.

Incorporated by Reference to:
Filing
Exhibit
Date with
No.
SEC
9/4/15

SEC File
Number

10-Q

3.1

001-37508

10-Q

3.2

9/4/15

001-37508

S-1

4.1

7/13/15

333-205106

3.2

Amended and Restated By-Laws of the Registrant.

4.1

Specimen Common Stock Certificate of the Registrant.

4.2

Description of Capital Stock.

10-K

4.3

3/13/20

001-37508

4.3

Form of Second Amended and Restated Senior Secured
Convertible Note..

8-K

4.1

5/7/20

001-37508

10.1

Fifth Amendment to Facility Agreement, dated as of May 6,
2020, by and among Neos Therapeutics, Inc., the guarantor
parties thereto, Deerfield Private Design Fund III, L.P. and
Deerfield Partners, L.P. and Deerfield Mgmt, L.P., as collateral
agent (including schedules and exhibits thereto).

8-K

10.1

5/7/20

001-37508

10.2

Neos Therapeutics, Inc. Non-Employee Director Compensation
Policy dated June 10, 2020.

8-K

10.1

6/11/20

001-37508

10.3

U.S. Small Business Administration Paycheck Protection
Program Note dated April 18, 2020 by and between the
Registrant and First Republic Bank.

10-Q

10.3

5/11/20

001-37508

10.4+*

Second Amendment to Employment Agreement, by and
between the Registrant and Gerald McLaughlin, dated as of
April 1, 2020.

10.5+*

Third Amendment to Employment Agreement, by and between
the Registrant and Gerald McLaughlin, dated as of June 18,
2020.

10.6+*

Second Amendment to Amended and Restated Employment
Agreement, by and between the Registrant and Richard I.
Eisenstadt, dated as of April 1, 2020.

10.7+*

Third Amendment to Amended and Restated Employment
Agreement, by and between the Registrant and Richard I.
Eisenstadt, dated as of June 18, 2020.

10.8+*

Second Amendment to Employment Agreement, by and
between the Registrant and John M. Limongelli, dated as of
April 1, 2020.

10.9+*

Third Amendment to Employment Agreement, by and between
the Registrant and John M. Limongelli, dated as of June 18,
2020.

31.1*

Certification of Principal Executive Officer pursuant to
Exchange Act rules 13a-14 or 15d-14.

31.2*

Certification of Principal Financial Officer pursuant to
Exchange Act rules 13a-14 or 15d-14.

32.1**

Certification of Principal Executive Officer and Principal
Financial Officer pursuant to Exchange Act rules 13a-14(b) or
15d-14(b) and 18 U.S.C. Section 1350.
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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) BRL Instance
Document)

101.SCH*

Inline XBRL Taxonomy Extension Schema Document.

101.CAL*

Inline XBRL Taxonomy Extension Calculation Document.

101.DEF*

Inline XBRL Taxonomy Extension Definition Linkbase
Document.

101.LAB*

Inline XBRL Taxonomy Extension Labels Linkbase Document.

101.PRE*

Inline XBRL Taxonomy Extension Presentation Link
Document.

104*

*

Cover page Interactive Date File (formatted as Inline XBRL
with applicable taxonomy extension information contained in
Exhibits 101)

Filed herewith.

**

The certifications furnished in Exhibit 32.1 hereto are deemed to accompany this Quarterly Report on Form 10-Q and will not be deemed “filed” for
purposes of Section 18 of the Securities Exchange Act of 1934, as amended, except to the extent that the Registrant specifically incorporates it by
reference. Such certifications will not be deemed to be incorporated by reference into any filings under the Securities Act of 1933, as amended, or
the Securities Exchange Act of 1934, as amended, except to the extent that the Registrant specifically incorporates it by reference.

+

Indicates a management contract or compensatory plan.
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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.
Neos Therapeutics, Inc.
Date: August 10, 2020

By:
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/s/ Richard Eisenstadt
Richard Eisenstadt
Chief Financial Officer
(Principal Financial and Accounting Officer)

Exhibit 10.4
SECOND AMENDMENT TO EMPLOYMENT AGREEMENT
THIS SECOND AMENDMENT TO EMPLOYMENT AGREEMENT (the “Amendment”) is made
effective as of this 1st day of April 2020 (the “Amendment Effective Date”) by and between GERALD
MCLAUGHLIN (“Executive”) and NEOS THERAPEUTICS, INC., a Delaware corporation (the
“Company”). Company and the Executive collectively are referred to as the “Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Employment Agreement with the Company dated as of June
27, 2018, which was subsequently amended on October 1, 2019 (collectively, the “Employment Agreement”);
and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided
herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound
hereby, the Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph 4(c) of the Employment Agreement hereby is amended to add the following section (v)
as of the Amendment Effective Date:
(v) Any stock options shall remain exercisable with respect to such vested shares for fifteen
(15) months following the Effective Date of the Separation Agreement and Release (but in no event
beyond the expiration date of such options).
(3)
The Parties agree to execute such further instruments and to take such further action as may be
reasonably necessary to carry out the intent of this Amendment.
(4)
This Amendment together with the Employment Agreement constitute the complete agreement of
the Company and the Executive hereto with respect to the subject matters referred to herein and supersedes all
prior or contemporaneous negotiations, promises, covenants, agreements or representations of every nature
whatsoever with respect thereto. This Amendment cannot be amended, modified or supplemented with respect to
the Executive except by an instrument in writing executed by the Company and the Executive.
(5)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the
Executive, the Company and their respective successors and assigns. Except as

provided in this Amendment, all other terms and conditions contained in the Employment Agreement shall remain
unchanged and in full force and effect.
(6)
This Amendment may be executed in any number of counterparts, each of which shall be deemed
to be an original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its
duly authorized officer, as of the Amendment Effective Date.
COMPANY:
NEOS THERAPEUTICS, INC.
By: /s/ Richard Eisenstadt
Name: Richard Eisenstadt
Title: Chief Financial Officer
EXECUTIVE:
/s/ Gerald McLaughlin
Gerald McLaughlin

Exhibit 10.5
THIRD AMENDMENT TO EMPLOYMENT AGREEMENT
THIS THIRD AMENDMENT TO EMPLOYMENT AGREEMENT (the “Amendment”) is made effective as
of this 18th day of June 2020 (the “Amendment Effective Date”) by and between GERALD MCLAUGHLIN
(“Executive”) and NEOS THERAPEUTICS, INC., a Delaware corporation (the “Company”). The Company and the
Executive collectively are referred to as the “Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Employment Agreement with the Company dated as of June 27, 2018,
as amended by that certain First Amendment to Employment Agreement dated as of October 1, 2019 and that certain Second
Amendment to Employment Agreement dated as of April 1, 2020 (the “Employment Agreement”); and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound hereby, the
Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph 4(c)(i) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(i) the Company shall pay to the Executive a lump sum in cash in an amount equal to 24 months of his
Base Salary then in effect plus two times his target Annual Performance Bonus then in effect (collectively, the “CIC
Severance Amount”);”
(3)
Paragraph 4(c)(ii) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(ii) if the Executive was participating in the Company’s group health plan immediately prior to the Date of
Termination and elects COBRA health continuation, then the Company shall pay the monthly employer COBRA
premium for the same level of group health coverage as in effect for the Executive on the Date of Termination until
the earliest of the following: (i) the 24 month anniversary of the Date of Termination; (ii) the Executive’s eligibility
for group health coverage through other employment; or (iii) the end of the Executive’s eligibility under COBRA for
continuation coverage for health care. Notwithstanding the foregoing, if the Company determines at any time that
its payments pursuant to this paragraph may be taxable income to the Executive, it may convert such payments to
payroll payments directly to the Executive on the Company’s regular payroll dates, which shall be subject to taxrelated deductions and withholdings; and”
(4)
The Parties agree to execute such further instruments and to take such further action as may be reasonably
necessary to carry out the intent of this Amendment.

(5)
This Amendment together with the Employment Agreement constitute the complete agreement of the
Company and the Executive hereto with respect to the subject matters referred to herein and supersedes all prior or
contemporaneous negotiations, promises, covenants, agreements or representations of every nature whatsoever with respect
thereto. This Amendment cannot be amended, modified or supplemented with respect to the Executive except by an
instrument in writing executed by the Company and the Executive.
(6)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the Executive, the
Company and their respective successors and assigns. Except as provided in this Amendment, all other terms and
conditions contained in the Employment Agreement shall remain unchanged and in full force and effect.
(7)
This Amendment may be executed in any number of counterparts, each of which shall be deemed to be an
original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its duly
authorized officer, as of the Amendment Effective Date.

COMPANY:
NEOS THERAPEUTICS, INC.
By: /s/ Richard Eisenstadt
Name: Richard Eisenstadt
Title: Chief Financial Officer
EXECUTIVE:
/s/ Gerald McLaughlin
Gerald McLaughlin

Exhibit 10.6
SECOND AMENDMENT TO AMENDED AND RESTATED EMPLOYMENT AGREEMENT
THIS SECOND AMENDMENT TO AMENDED AND RESTATED EMPLOYMENT
AGREEMENT (the “Amendment”) is made effective as of this 1st day of April 2020 (the “Amendment
Effective Date”) by and between RICHARD I. EISENSTADT (“Executive”) and NEOS THERAPEUTICS,
INC., a Delaware corporation (the “Company”). Company and the Executive collectively are referred to as the
“Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Amended and Restated Employment Agreement with the
Company dated as of July 10, 2015, which was subsequently amended on October 1, 2019 (collectively, the
“Employment Agreement”); and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided
herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound
hereby, the Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph 4(c) of the Employment Agreement hereby is amended to add the following section (v)
as of the Amendment Effective Date:
(v) Any stock options shall remain exercisable with respect to such vested shares for twelve
(12) months following the Date of Termination (but in no event beyond the expiration date of such
options).
In addition, the last sentence contained in Paragraph 4(c) of the Employment Agreement hereby is amended and
restated in its entirety as of the Amendment Effective Date, as follows:
For the avoidance of doubt, except as otherwise modified in this Agreement, all stock options and
other stock-based awards held by the Executive as of the Effective Date shall be treated as indicated in
the applicable award agreements.
(3)
The Parties agree to execute such further instruments and to take such further action as may be
reasonably necessary to carry out the intent of this Amendment.
(4)
This Amendment together with the Employment Agreement constitute the complete agreement of
the Company and the Executive hereto with respect to the subject

matters referred to herein and supersedes all prior or contemporaneous negotiations, promises, covenants,
agreements or representations of every nature whatsoever with respect thereto. This Amendment cannot be
amended, modified or supplemented with respect to the Executive except by an instrument in writing executed by
the Company and the Executive.
(5)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the
Executive, the Company and their respective successors and assigns. Except as provided in this Amendment, all
other terms and conditions contained in the Employment Agreement shall remain unchanged and in full force and
effect.
(6)
This Amendment may be executed in any number of counterparts, each of which shall be deemed
to be an original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its
duly authorized officer, as of the Amendment Effective Date.
COMPANY:
NEOS THERAPEUTICS, INC.
By: /s/ Gerald McLaughlin
Name: Gerald McLaughlin
Title: President and Chief Executive Officer
EXECUTIVE:
/s/ Richard I. Eisenstadt
Richard I. Eisenstadt

Exhibit 10.7
THIRD AMENDMENT TO AMENDED AND RESTATED EMPLOYMENT AGREEMENT
THIS THIRD AMENDMENT TO AMENDED AND RESTATED EMPLOYMENT AGREEMENT (the
“Amendment”) is made effective as of this 18th day of June 2020 (the “Amendment Effective Date”) by and between
RICHARD I. EISENSTADT (“Executive”) and NEOS THERAPEUTICS, INC., a Delaware corporation (the
“Company”). The Company and the Executive collectively are referred to as the “Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Amended and Restated Employment Agreement with the Company
dated as of July 10, 2015, as amended by that certain First Amendment to Amended and Restated Employment Agreement
dated as of October 1, 2019 and that certain Second Amendment to Employment Agreement dated as of April 1, 2020 (the
“Employment Agreement”); and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound hereby, the
Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph 5(a)(i) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(i) the Company shall pay the Executive a lump sum in cash in an amount equal to 1.5 times the sum of
(A) the Executive’s then current Base Salary (or the Executive’s Base Salary in effect immediately prior to the
Change in Control, if higher) plus (B) the Executive’s target annual incentive compensation for the then-current
year; and”
(3)
Paragraph 5(a)(iii) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(iii) if the Executive was participating in the Company’s group health plan immediately prior to the Date of
Termination and elects COBRA health continuation, then the Company shall pay to the Executive a monthly cash
payment for 18 months or the Executive’s COBRA health continuation period, whichever ends earlier, in an amount
equal to the monthly employer contribution that the Company would have made to provide health insurance to the
Executive if the Executive had remained employed by the Company; and”
(4)
The Parties agree to execute such further instruments and to take such further action as may be reasonably
necessary to carry out the intent of this Amendment.
(5)
This Amendment together with the Employment Agreement constitute the complete agreement of the
Company and the Executive hereto with respect to the subject matters referred to herein and supersedes all prior or
contemporaneous negotiations, promises, covenants, agreements or

representations of every nature whatsoever with respect thereto. This Amendment cannot be amended, modified or
supplemented with respect to the Executive except by an instrument in writing executed by the Company and the Executive.
(6)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the Executive, the
Company and their respective successors and assigns. Except as provided in this Amendment, all other terms and
conditions contained in the Employment Agreement shall remain unchanged and in full force and effect.
(7)
This Amendment may be executed in any number of counterparts, each of which shall be deemed to be an
original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its duly
authorized officer, as of the Amendment Effective Date.
COMPANY:
NEOS THERAPEUTICS, INC.
By: /s/ Gerald McLaughlin
Name: Gerald McLaughlin
Title: President and Chief Executive Officer
EXECUTIVE:
/s/ Richard I. Eisenstadt
Richard I. Eisenstadt

Exhibit 10.8
SECOND AMENDMENT TO EMPLOYMENT AGREEMENT
THIS SECOND AMENDMENT TO EMPLOYMENT AGREEMENT (the “Amendment”) is made
effective as of this 1st day of April 2020 (the “Amendment Effective Date”) by and between JOHN M.
LIMONGELLI (“Executive”) and NEOS THERAPEUTICS, INC., a Delaware corporation (the “Company”).
Company and the Executive collectively are referred to as the “Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Employment Agreement with the Company dated as of March
18, 2019, which was subsequently amended on October 1, 2019 (collectively, the “Employment Agreement”);
and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided
herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound
hereby, the Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph 4(c) of the Employment Agreement hereby is amended to add the following section (v)
as of the Amendment Effective Date:
(v) Any stock options shall remain exercisable with respect to such vested shares for twelve
(12) months following the Effective Date of the Separation Agreement and Release (but in no event
beyond the expiration date of such options).
(3)
The Parties agree to execute such further instruments and to take such further action as may be
reasonably necessary to carry out the intent of this Amendment.
(4)
This Amendment together with the Employment Agreement constitute the complete agreement of
the Company and the Executive hereto with respect to the subject matters referred to herein and supersedes all
prior or contemporaneous negotiations, promises, covenants, agreements or representations of every nature
whatsoever with respect thereto. This Amendment cannot be amended, modified or supplemented with respect to
the Executive except by an instrument in writing executed by the Company and the Executive.
(5)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the Executive,
the Company and their respective successors and assigns. Except as

provided in this Amendment, all other terms and conditions contained in the Employment Agreement shall remain
unchanged and in full force and effect.
(6)
This Amendment may be executed in any number of counterparts, each of which shall be deemed
to be an original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its
duly authorized officer, as of the Amendment Effective Date.
COMPANY:
NEOS THERAPEUTICS, INC.
By: /s/ Gerald McLaughlin
Name: Gerald McLaughlin
Title: President and Chief Executive Officer
EXECUTIVE:
/s/ John M. Limongelli
John M. Limongelli

Exhibit 10.9
THIRD AMENDMENT TO EMPLOYMENT AGREEMENT
THIS THIRD AMENDMENT TO EMPLOYMENT AGREEMENT (the “Amendment”) is made effective as
of this 18th day of June 2020 (the “Amendment Effective Date”) by and between JOHN M. LIMONGELLI
(“Executive”) and NEOS THERAPEUTICS, INC., a Delaware corporation (the “Company”). The Company and the
Executive collectively are referred to as the “Parties.”
BACKGROUND
WHEREAS, the Executive is a party to an Employment Agreement with the Company dated as of March 18, 2019,
as amended by that certain First Amendment to Employment Agreement dated as of October 1, 2019 and that certain Second
Amendment to Employment Agreement dated as of April 1, 2020 (the “Employment Agreement”); and
WHEREAS, the Company and the Executive desire to amend his Employment Agreement as provided herein.
NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound hereby, the
Company and the Executive hereto agree as follows:
(1)
Agreement.

Terms not otherwise defined herein shall have the meanings ascribed to them in the Employment

(2)
Paragraph (4)(c)(i) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(i) the Company shall pay to the Executive a lump sum in cash in an amount equal to 18 months of his
Base Salary then in effect plus 1.5 times his target Annual Performance Bonus then in effect (collectively, the “CIC
Severance Amount”);”
(3)
Paragraph (4)(c)(ii) of the Employment Agreement hereby is deleted in its entirety and replaced with the
following as of the Amendment Effective Date:
“(ii) if the Executive was participating in the Company’s group health plan immediately prior to the Date of
Termination and elects COBRA health continuation, then the Company shall pay the monthly employer COBRA
premium for the same level of group health coverage as in effect for the Executive on the Date of Termination until
the earliest of the following: (i) the 18 month anniversary of the Date of Termination; (ii) the Executive’s eligibility
for group health coverage through other employment; or (iii) the end of the Executive’s eligibility under COBRA for
continuation coverage for health care. Notwithstanding the foregoing, if the Company determines at any time that
its payments pursuant to this paragraph may be taxable income to the Executive, it may convert such payments to
payroll payments directly to the Executive on the Company’s regular payroll dates, which shall be subject to taxrelated deductions and withholdings; and”
(4)
The Parties agree to execute such further instruments and to take such further action as may be reasonably
necessary to carry out the intent of this Amendment.

(5)
This Amendment together with the Employment Agreement constitute the complete agreement of the
Company and the Executive hereto with respect to the subject matters referred to herein and supersedes all prior or
contemporaneous negotiations, promises, covenants, agreements or representations of every nature whatsoever with respect
thereto. This Amendment cannot be amended, modified or supplemented with respect to the Executive except by an
instrument in writing executed by the Company and the Executive.
(6)
The terms of this Amendment shall be binding upon, and shall inure to the benefit of the Executive, the
Company and their respective successors and assigns. Except as provided in this Amendment, all other terms and
conditions contained in the Employment Agreement shall remain unchanged and in full force and effect.
(7)
This Amendment may be executed in any number of counterparts, each of which shall be deemed to be an
original, but all of which together shall constitute but one and the same instrument.
[SIGNATURES ON NEXT PAGE]

IN WITNESS WHEREOF, each Party has executed this Amendment, in the case of the Company by its duly
authorized officer, as of the Amendment Effective Date.
COMPANY:
NEOS THERAPEUTICS, INC.
By:/s/ Gerald McLaughlin
Name: Gerald McLaughlin
Title: President and Chief Executive Officer
EXECUTIVE:
/s/ John M. Limongelli
John M. Limongelli

Exhibit 31.1
CERTIFICATION PURSUANT TO RULE 13a-14(a) OR 15d-14(a) OF
THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002
I, Gerald McLaughlin, certify that:
1. I have reviewed this quarterly report on Form 10-Q of Neos Therapeutics, Inc.;
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a
material fact necessary to make the statements made, in light of the circumstances under which such statements were made,
not misleading with respect to the period covered by this report;
3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly
present in all material respects the financial condition, results of operations and cash flows of the registrant as of, and for,
the periods presented in this report;
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls
and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting
(as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have:
a)

Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be
designed under our supervision, to ensure that material information relating to the registrant, including its
consolidated subsidiaries, is made known to us by others within those entities, particularly during the period
in which this report is being prepared;

b) Designed such internal control over financial reporting, or caused such internal control over financial
reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of
financial reporting and the preparation of financial statements for external purposes in accordance with
generally accepted accounting principles;
c)

Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report
our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period
covered by this report based on such evaluation; and

d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred
during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual
report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control
over financial reporting.
5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal
control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or
persons performing the equivalent functions):
a)

All significant deficiencies and material weaknesses in the design or operation of internal control over
financial reporting which are reasonably likely to adversely affect the registrant’s ability to record, process,
summarize and report financial information; and

b) Any fraud, whether or not material, that involves management or other employees who have a significant role
in the registrant’s internal control over financial reporting.
Date: August 10, 2020

By: /s/ Gerald McLaughlin
Gerald McLaughlin
President and Chief Executive Officer
(Principal Executive Officer)
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Exhibit 31.2
CERTIFICATION PURSUANT TO RULE 13a-14(a) OR 15d-14(a) OF
THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002
I, Richard Eisenstadt, certify that:
1. I have reviewed this quarterly report on Form 10-Q of Neos Therapeutics, Inc.;
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a
material fact necessary to make the statements made, in light of the circumstances under which such statements were made,
not misleading with respect to the period covered by this report;
3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly
present in all material respects the financial condition, results of operations and cash flows of the registrant as of, and for,
the periods presented in this report;
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls
and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting
(as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have:
a)

Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be
designed under our supervision, to ensure that material information relating to the registrant, including its
consolidated subsidiaries, is made known to us by others within those entities, particularly during the period
in which this report is being prepared;

b) Designed such internal control over financial reporting, or caused such internal control over financial
reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of
financial reporting and the preparation of financial statements for external purposes in accordance with
generally accepted accounting principles;
c)

Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report
our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period
covered by this report based on such evaluation; and

d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred
during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual
report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control
over financial reporting.
5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal
control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or
persons performing the equivalent functions):
a)

All significant deficiencies and material weaknesses in the design or operation of internal control over
financial reporting which are reasonably likely to adversely affect the registrant’s ability to record, process,
summarize and report financial information; and

b) Any fraud, whether or not material, that involves management or other employees who have a significant role
in the registrant’s internal control over financial reporting.
Date: August 10, 2020

By: /s/ Richard Eisenstadt
Richard Eisenstadt
Chief Financial Officer (Principal Financial Officer)
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Exhibit 32.1
CERTIFICATION OF CHIEF EXECUTIVE OFFICER AND CHIEF FINANCIAL OFFICER
PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report on Form 10-Q of Neos Therapeutics, Inc. for the quarterly period ended
June 30, 2020 as filed with the Securities and Exchange Commission on the date hereof (the “Report”), Gerald
McLaughlin, as President and Chief Executive Officer of Neos Therapeutics, Inc., hereby certifies, pursuant to 18 U.S.C.
Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to the best of his knowledge the
Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, and the
information contained in the Report fairly presents, in all material respects, the financial condition and results of operations
of Neos Therapeutics, Inc.
Date: August 10, 2020

By: /s/ Gerald McLaughlin
Gerald McLaughlin
President and Chief Executive Officer
(Principal Executive Officer)

In connection with the Quarterly Report on Form 10-Q of Neos Therapeutics, Inc. for the quarterly period ended
June 30, 2020 as filed with the Securities and Exchange Commission on the date hereof (the “Report”), Richard Eisenstadt,
as Chief Financial Officer of Neos Therapeutics, Inc., hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted
pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to the best of his knowledge the Report fully complies
with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, and the information contained in
the Report fairly presents, in all material respects, the financial condition and results of operations of Neos
Therapeutics, Inc.
Date: August 10, 2020

By: /s/ Richard Eisenstadt
Richard Eisenstadt
Chief Financial Officer (Principal Financial Officer)
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