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Part I: Financial Information
Item 1: Financial Statements
SPECTRUM PHARMACEUTICALS, INC.
CONDENSED CONSOLIDATED BALANCE SHEETS
(In thousands, except share and par value amounts)
(Unaudited)
September 30,
2021

December 31,
2020

ASSETS
Current assets:
Cash and cash equivalents
Marketable securities
Accounts receivable, net
Other receivables
Prepaid expenses and other current assets
Total current assets
Property and equipment, net
Facility and equipment under lease
Other assets
Total assets

$

$

107,435
26,160
—
3,863
2,540
139,998
507
2,881
4,415
147,801

$

48,982
8,290
57,272
11,065
68,337

$

$

46,009
134,016
67
2,394
4,161
186,647
3,577
2,247
4,327
196,798

LIABILITIES AND STOCKHOLDERS’ EQUITY
Current liabilities:
Accounts payable and other accrued liabilities
$
Accrued payroll and benefits
Total current liabilities
Other long-term liabilities
Total liabilities
Commitments and contingencies (Note 6)
Stockholders’ equity:
Preferred stock, $0.001 par value; 5,000,000 shares authorized; no shares issued and outstanding
Common stock, $0.001 par value; 300,000,000 shares authorized; 163,957,900 and 146,083,110 issued and outstanding at
September 30, 2021 and December 31, 2020, respectively
Additional paid-in capital
Accumulated other comprehensive loss
Accumulated deficit
Total stockholders’ equity
Total liabilities and stockholders’ equity
$
See accompanying notes to these unaudited condensed consolidated financial statements.
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—
164
1,086,989
(3,481)
(1,004,208)
79,464
147,801 $

43,771
9,375
53,146
9,409
62,555

—
146
1,021,221
(1,829)
(885,295)
134,243
196,798
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SPECTRUM PHARMACEUTICALS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
(In thousands, except share and per share amounts)
(Unaudited)
Three Months Ended
September 30,
2021
2020
Operating costs and expenses:
Selling, general and administrative
$
Research and development
Total operating costs and expenses
Loss from continuing operations before other income (expense) and income taxes
Other income (expense):
Interest income, net
Other income (expense), net
Total other income (expense)
Loss from continuing operations before income taxes
Provision for income taxes from continuing operations
Loss from continuing operations
Income (loss) from discontinued operations, net of income taxes
Net loss
$
Basic and diluted loss per share:
Loss from continuing operations
Income (loss) from discontinued operations
Net loss per share, basic and diluted

$
$
$

Weighted average shares outstanding, basic and diluted

Nine Months Ended
September 30,
2021
2020

12,243 $
20,850
33,093
(33,093)

15,116 $
24,453
39,569
(39,569)

41,515 $
69,335
110,850
(110,850)

44,654
62,192
106,846
(106,846)

11
9
20
(33,073)
—
(33,073)
(11)
(33,084) $

188
(9,131)
(8,943)
(48,512)
(6)
(48,518)
66
(48,452) $

121
(7,948)
(7,827)
(118,677)
(9)
(118,686)
(227)
(118,913) $

1,217
(15,720)
(14,503)
(121,349)
(15)
(121,364)
255
(121,109)

(0.21) $
(0.00) $
(0.21) $

(0.37) $
0.00 $
(0.37) $

(0.77) $
(0.00) $
(0.78) $

(1.02)
0.00
(1.02)

159,261,818

131,455,727

See accompanying notes to these unaudited condensed consolidated financial statements.
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153,341,854

118,664,914
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SPECTRUM PHARMACEUTICALS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS
(In thousands)
(Unaudited)

Net loss
Other comprehensive income (loss):
Unrealized gain (loss) on available-for-sale securities, net of tax
Foreign currency translation adjustments
Other comprehensive income (loss)
Total comprehensive loss

Three Months Ended
September 30,
2021
2020
(33,084) $
(48,452) $

$

(1)
(153)
(154)
(33,238) $

$

73
457
530
(47,922) $

See accompanying notes to these unaudited condensed consolidated financial statements.
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Nine Months Ended
September 30,
2021
2020
(118,913) $
(121,109)
(1,130)
(522)
(1,652)
(120,565) $

(61)
835
774
(120,335)
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SPECTRUM PHARMACEUTICALS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF STOCKHOLDERS’ EQUITY
(In thousands, except share data)
(Unaudited)

Common Stock
Shares

Balance as of December 31, 2020
Net loss
Other comprehensive loss, net
Recognition of stock-based compensation expense
Issuance of common shares under an at-the-market sales agreement
Restricted stock award grants, net of forfeitures
Balance as of March 31, 2021
Net loss
Other comprehensive income, net
Recognition of stock-based compensation expense
Issuance of common shares under an at-the-market sales agreement
Issuance of common stock upon exercise of stock options
Issuance of common stock for employee stock purchase plan
Restricted stock award grants, net of forfeitures
Issuance of common stock upon vesting of restricted stock units
Balance as of June 30, 2021
Net loss
Other comprehensive income, net
Recognition of stock-based compensation expense
Restricted stock award grants, net of forfeitures
Balance as of September 30, 2021

146,083,110
—
—
—
5,678,893
1,966,333
153,728,336
—
—
—
10,172,498
1,250
163,463
39,127
1,386
164,106,060
—
—
—
(148,160)
163,957,900
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Amount

$

$

$

$

146
—
—
—
6
2
154
—
—
—
10
—
—
—
—
164
—
—
—
—
164

Accumulated
Other
Additional
Comprehensive
Paid-In Capital
Loss

$

$

$

$

1,021,221
—
—
4,212
21,351
—
1,046,784
—
—
4,360
31,255
2
474
—
—
1,082,875
—
—
4,114
—
1,086,989

$

$

$

$

(1,829)
—
(1,678)
—
—
—
(3,507)
—
180
—
—
—
—
—
—
(3,327)
—
(154)
—
—
(3,481)

Accumulated
Deficit

$

(885,295)
(35,697)
—
—
—
—
$ (920,992)
(50,132)
—
—
—
—
—
—
—
$ (971,124)
(33,084)
—
—
—
$ (1,004,208)

Total
Stockholders'
Equity

$

$

$

$

134,243
(35,697)
(1,678)
4,212
21,357
2
122,439
(50,132)
180
4,360
31,265
2
474
—
—
108,588
(33,084)
(154)
4,114
—
79,464
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Common Stock
Shares

Balance as of December 31, 2019
Net loss
Other comprehensive loss, net
Recognition of stock-based compensation expense
Issuance of common stock to 401(k) plan for employees
Restricted stock award grants, net of forfeitures
Balance as of March 31, 2020
Net loss
Other comprehensive income, net
Recognition of stock-based compensation expense
Issuance of common shares under an at-the-market sales agreement
Issuance of common stock for employee stock purchase plan
Restricted stock award grants, net of forfeitures
Issuance of common stock upon vesting of restricted stock units
Balance as of June 30, 2020
Net loss
Other comprehensive income, net
Recognition of stock-based compensation expense
Issuance of common stock from public offering, net
Issuance of common shares pursuant to at-the-market offering, net
Issuance of common stock upon exercise of stock options
Restricted stock award grants, net of forfeitures
Balance as of September 30, 2020

113,299,612
—
—
—
96,959
1,377,508
114,774,079
—
—
—
1,024,286
98,362
1,926,385
861
117,823,973
—
—
—
24,916,667
2,926,112
3,542
260,878
145,931,172

Amount

$

$

$

$

113
—
—
—
—
1
114
—
—
—
1
—
3
—
118
—
—
—
25
3
—
—
146

Accumulated
Other
Additional
Comprehensive
Paid-In Capital
Loss

$

$

$

$

918,205
—
—
5,010
265
—
923,480
—
—
3,988
3,070
282
(3)
—
930,817
—
—
4,108
69,708
11,828
13
—
1,016,474

$

$

$

$

See accompanying notes to these unaudited condensed consolidated financial statements.
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(3,498)
—
(1,329)
—
—
—
(4,827)
—
1,573
—
—
—
—
—
(3,254)
—
530
—
—
—
—
—
(2,724)

Accumulated
Deficit

$

$

$

$

(724,427)
(40,572)
—
—
—
—
(764,999)
(32,085)
—
—
—
—
—
—
(797,084)
(48,452)
—
—
—
—
—
—
(845,536)

Total
Stockholders'
Equity

$

$

$

$

190,393
(40,572)
(1,329)
5,010
265
1
153,768
(32,085)
1,573
3,988
3,071
282
—
—
130,597
(48,452)
530
4,108
69,733
11,831
13
—
168,360
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SPECTRUM PHARMACEUTICALS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(In thousands)
(Unaudited)
Nine Months Ended
September 30,
2021
2020

Cash Flows From Operating Activities:
Loss from continuing operations
Income (loss) from discontinued operations, net of income taxes
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation and amortization
Stock-based compensation
Loss on disposal of manufacturing equipment
Non-cash lease expense
Other non-cash items
Realized gain on sale of equity holdings
Unrealized loss on equity holdings
Changes in operating assets and liabilities:
Accounts receivable, net
Other receivables
Prepaid expenses and other current assets
Other assets
Accounts payable and other accrued liabilities
Accrued payroll and benefits
Other long-term liabilities
Net cash used in operating activities
Cash Flows From Investing Activities:
Proceeds from maturities of investments
Proceeds from sale of equity holdings
Purchases of investments
Purchases of property and equipment, net
Net cash provided by investing activities
Cash Flows From Financing Activities:
Proceeds from sale of common stock, net of offering expenses
Proceeds from sale of common stock under an at-the-market sales agreement, net
Proceeds from sale of stock under our employee stock purchase plan
Proceeds from employees for exercises of stock options
Net cash provided by financing activities
Effect of exchange rates on cash and cash equivalents
Net increase in cash and cash equivalents
Cash and cash equivalents—beginning of period
Cash and cash equivalents—end of period
Supplemental disclosure of cash flow information:
Cash paid for facility and equipment under operating leases
Cash paid for income taxes
Noncash investing activities:
Additions of property and equipment that remain in accounts payable and other accrued liabilities

See accompanying notes to these unaudited condensed consolidated financial statements.
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$

$

(118,686) $
(227)
(118,913)

(121,364)
255
(121,109)

212
12,686
3,057
1,151
281
(4,580)
12,816

(105)
13,371
—
1,148
585
(678)
16,029

66
(1,391)
1,620
(89)
4,376
(1,085)
654
(89,139)

1
6,370
(2,663)
6
426
427
(2,134)
(88,326)

109,771
4,406
(16,568)
(140)
97,469

94,929
1,843
(73,581)
(6,991)
16,200

—
52,622
474
4
53,100
(4)
61,426
46,009
107,435 $

69,733
14,902
283
13
84,931
(91)
12,714
64,418
77,132

$

1,626

$

1,805

$

12

$

14

$

—

$

6,017
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Spectrum Pharmaceuticals, Inc.
Notes to Condensed Consolidated Financial Statements
(all tabular amounts presented in thousands, except share, per share, interest rate, and number of years)
(Unaudited)

Note 1. Description of Business, Basis of Presentation, And Operating Segment
(a) Description of Business
Spectrum Pharmaceuticals, Inc. (“Spectrum”, the “Company”, “we”, “our”, or “us”) is a biopharmaceutical company, with a primary strategy comprised
of acquiring, developing, and commercializing novel and targeted oncology therapies. Our in-house development organization includes clinical development,
regulatory, quality and data management.
We have three drugs in development:
• ROLONTIS, a novel long-acting granulocyte colony-stimulating factor (“G-CSF”) for chemotherapy-induced neutropenia. We submitted a
Biologics License Application (“BLA”) for ROLONTIS in December 2019, and in August 2021, we received a Complete Response Letter
from the U.S. Food and Drug Administration (the “FDA”) regarding our Biologics License Application (“BLA”), citing deficiencies related
to manufacturing and indicating that a reinspection will be necessary. We are currently working on remediating the manufacturing
deficiencies and expect that this work will be complete in the fourth quarter of 2021 and plan to resubmit thereafter;
• Poziotinib, a novel irreversible tyrosine kinase inhibitor under investigation for non-small cell lung cancer (“NSCLC”) tumors with various
mutations. A New Drug Application (“NDA”) based on data from Cohort 2 of ZENITH20, which evaluated previously treated patients with
NSCLC with HER2 exon 20 insertion mutation, is expected to be filed with the FDA in 2021; and
• Anti-CD20-IFNα, an antibody-interferon fusion molecule directed against CD20 that is in Phase 1 development for treating relapsed or
refractory non-Hodgkin’s lymphoma patients.
Our business strategy is the development of our late-stage assets through commercialization and the sourcing of additional assets that are synergistic with
our existing portfolio (through purchase acquisitions, in-licensing transactions, or co-development and marketing arrangements).
(b) Basis of Presentation
Interim Financial Statements
The interim financial data for the three and nine months ended September 30, 2021 and 2020 is unaudited and is not necessarily indicative of our
operating results for a full year. In the opinion of our management, the interim data includes normal and recurring adjustments necessary for a fair presentation
of our financial results for the three and nine months ended September 30, 2021 and 2020. Certain information and footnote disclosures normally included in
annual financial statements prepared in accordance with U.S. generally accepted accounting principles (“GAAP”) have been condensed or omitted pursuant to
the Securities and Exchange Commission (“SEC”) rules and regulations relating to interim financial statements. Certain prior period amounts have been
reclassified for consistency with the current year presentation. The accompanying Condensed Consolidated Financial Statements should be read in conjunction
with our audited Consolidated Financial Statements and Notes thereto included within our Annual Report on Form 10-K for the fiscal year ended December 31,
2020 (filed with the SEC on March 31, 2021).
Discontinued Operations - Sale of our Commercial Product Portfolio
In March 2019, we completed the sale of our seven then-commercialized drugs, including FUSILEV, KHAPZORY, FOLOTYN, ZEVALIN, MARQIBO,
BELEODAQ, and EVOMELA (the “Commercial Product Portfolio”) to Acrotech Biopharma LLC (“Acrotech”) (the “Commercial Product Portfolio
Transaction”). Upon closing, we received $158.8 million in

9
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Notes to Condensed Consolidated Financial Statements
(all tabular amounts presented in thousands, except share, per share, interest rate, and number of years)
(Unaudited)

an upfront cash payment. We are also entitled to receive up to an aggregate of $140 million upon Acrotech's future achievement of certain regulatory milestones
(totaling $40 million) and sales-based milestones (totaling $100 million) relating to the Commercial Product Portfolio.
Principles of Consolidation
The accompanying Condensed Consolidated Financial Statements have been prepared in accordance with GAAP and with the rules and regulations of the
SEC. These financial statements include the financial position, results of operations, and cash flows of Spectrum and its subsidiaries, all of which are whollyowned. All inter-company accounts and transactions among these legal entities have been eliminated in consolidation. Substantially all of the accumulated other
comprehensive loss is comprised of foreign currency translation adjustments at September 30, 2021.
Liquidity and Capital Resources
We believe that our $133.6 million in aggregate cash, cash equivalents and marketable securities as of September 30, 2021, are sufficient to fund our
current and planned operations for at least the next twelve months. We may however, require additional liquidity as we continue to execute our business
strategy, and in connection with opportunistic acquisitions or licensing arrangements. We anticipate that to the extent that we require additional liquidity, it will
be funded through additional equity or debt financings, or out-licensing arrangements. However, we cannot provide assurance that we will be able to obtain this
additional liquidity on terms favorable to us or our current stockholders, if at all. Additionally, our liquidity and our ability to fund our capital requirements are
also dependent on our future financial performance which is subject to various market and economic factors that are beyond our control.
(c) Operating Segment
We operate one reportable operating segment that is focused exclusively on developing (and eventually marketing) oncology and hematology drug
products. For the three and nine months ended September 30, 2021 and 2020, all of our revenues and operating costs and expenses were solely attributable to
these activities (and as applicable, classified as “discontinued” within the accompanying Condensed Consolidated Statements of Operations).
Note 2. Summary of Significant Accounting Policies And Use of Estimates
The preparation of financial statements in conformity with GAAP requires our management to make informed estimates and assumptions that affect our
reported amounts of assets, liabilities, revenues, and expenses. These amounts may materially differ from the amounts ultimately realized and reported due to
the inherent uncertainty of any estimate or assumption. On an on-going basis, our management evaluates (as applicable) its most critical estimates and
assumptions, including those related to: (i) the realization of our tax assets and estimates of our tax liabilities; (ii) the fair value of our investments; (iii) the
valuation of our stock options and the periodic expense recognition of stock-based compensation; and (iv) the potential outcome of our ongoing or threatened
litigation.
Our accounting policies and estimates that most significantly impact the presented amounts within these Condensed Consolidated Financial Statements
are further described below:
(i) Revenue Recognition
In March 2019, we completed the Commercial Product Portfolio Transaction. In accordance with applicable GAAP (ASC 205-20, Presentation of
Financial Statements), the revenue-deriving activities of our sold commercial operation are separately classified as “discontinued” for all periods presented
within the accompanying Condensed Consolidated Statements of Operations.
Required Elements of Our Revenue Recognition: Revenue from our (a) product sales, (b) out-license arrangements, and (c) service arrangements is
recognized under Accounting Standards Update (“ASU”) No. 2014-09, Revenue from Contracts with Customers (“Topic 606”) in a manner that reasonably
reflects the delivery of our goods and/or services to customers in return for expected consideration and includes the following elements:
(1) we ensure that we have an executed contract(s) with our customer that we believe is legally enforceable;
10
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(all tabular amounts presented in thousands, except share, per share, interest rate, and number of years)
(Unaudited)

(2) we identify the “performance obligations” in the respective contract;
(3) we determine the “transaction price” for each performance obligation in the respective contract;
(4) we allocate the transaction price to each performance obligation; and
(5) we recognize revenue only when we satisfy each performance obligation.
These five elements, as applied to each of our revenue categories, are summarized below:
(a) Product Sales: We sell our products to pharmaceutical wholesalers/distributors or to our product licensees (i.e., our customers). Our
wholesalers/distributors in turn sell our products directly to clinics, hospitals, and private oncology-based practices. Revenue from our product sales is
recognized as physical delivery of product occurs (when our customer obtains control of the product), in return for agreed-upon consideration.
Our gross product sales (i.e., delivered units multiplied by the contractual price per unit) are reduced by our corresponding gross-to-net (“GTN”)
estimates using the “expected value” method, resulting in reported “product sales, net” that reflects the amount we ultimately expect to realize in net cash
proceeds, taking into account our current period gross sales and related cash receipts, and the subsequent cash disbursements on these sales that we estimate for
the various GTN categories discussed below. These estimates are based upon information received from external sources (such as written or oral information
obtained from our customers with respect to their period-end inventory levels and sales to end-users during the period), in combination with management’s
informed judgments. Due to the inherent uncertainty of these estimates, the actual amount incurred (of some, or all) of product returns, government
chargebacks, prompt pay discounts, commercial rebates, Medicaid rebates, and distribution, data, and group purchasing organization (“GPO”) administrative
fees may be materially above or below the amount estimated, then requiring prospective adjustments to our reported net product sales.
These GTN estimate categories (that comprise our GTN liabilities) are each discussed below:
Product Returns Allowances: Our customers are contractually permitted to return certain purchased products within the contractual allowable time
before/after the applicable expiration date. Returns outside of this aforementioned criteria are not customarily allowed. We estimate expected product returns
using our historical return rates. Returned product is typically destroyed since substantially all are due to imminent expiry and cannot be resold.
Government Chargebacks: Our products are subject to pricing limits under certain federal government programs (e.g., Medicare and 340B Drug Pricing
Program). Qualifying entities (i.e., end-users) purchase products from our customers at their qualifying discounted price. The chargeback amount we incur
represents the difference between our contractual sales price to our customer, and the end-user’s applicable discounted purchase price under the government
program. There may be significant lag time between our reported net product sales and our receipt of the corresponding government chargeback claims from
our customers.
Prompt Pay Discounts: Discounts for prompt payment are estimated at the time of sale, based on our eligible customers’ prompt payment history and the
contractual discount percentage.
Commercial Rebates: Commercial rebates are based on (i) our estimates of end-user purchases through a GPO, (ii) the corresponding contractual rebate
percentage tier we expect each GPO to achieve, and (iii) our estimates of the impact of any prospective rebate program changes made by us.
Medicaid Rebates: Our products are subject to state government-managed Medicaid programs, whereby rebates are issued to participating state
governments. These rebates arise when a patient treated with our product is covered under Medicaid, resulting in a discounted price for our product under the
applicable Medicaid program. Our Medicaid rebate accrual calculations require us to project the magnitude of our sales, by state, that will be subject to these
rebates. There is a significant time lag in our receiving rebate notices from each state (generally several months or longer after our sale is recognized). Our
estimates are based on our historical claim levels by state, as supplemented by management’s judgment.
Distribution, Data, and GPO Administrative Fees: Distribution, data, and GPO administrative fees are paid to authorized wholesalers/distributors of our
products for various commercial services including: contract administration, inventory management, delivery of end-user sales data, and product returns
processing. These fees are based on a contractually-determined percentage of our applicable sales.
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(all tabular amounts presented in thousands, except share, per share, interest rate, and number of years)
(Unaudited)

(b) License Fees: Our out-license arrangements allow licensees to market our product(s) in certain territories for a specific term (representing the outlicense of “functional intellectual property”). These arrangements may include one or more of the following forms of consideration: (i) upfront license fees, (ii)
sales royalties, (iii) sales milestone-achievement fees, and (iv) regulatory milestone-achievement fees. We recognize revenue for each based on the contractual
terms that establish our right to collect payment once the performance obligation is achieved, as follows:
(1) Upfront License Fees: We determine whether upfront license fees are earned at the time of contract execution (i.e., when rights transfer to the
customer) or over the actual (or implied) contractual period of the out-license. As part of this determination, we evaluate whether we have any other
requirements to provide substantive services that are inseparable from the performance obligation of the license transfer. Our customers’ “distinct”
rights to licensed “functional intellectual property” at the time of contract execution results in concurrent revenue recognition of all upfront license
fees (assuming that there are no other performance obligations at contract execution that are inseparable from this license transfer).
(2) Royalties: Under the “sales-or-usage-based royalty exception” we recognize revenue in the same period that our licensees complete product sales
in their territory for which we are contractually entitled to a percentage-based royalty receipt.
(3) Sales Milestones: Under the “sales-or-usage-based royalty exception” we recognize revenue in full within the period that our licensees achieve
annual or aggregate product sales levels in their territories for which we are contractually entitled to a specified lump-sum receipt.
(4) Regulatory Milestones: Under the terms of the respective out-license, regulatory achievements may either be our responsibility, or that of our
licensee.
•

When our licensee is responsible for the achievement of the regulatory milestone, we recognize revenue in full (for the contractual amount
due from our licensee) in the period that the approval occurs (i.e., when the “performance obligation” is satisfied by our customer) under the
“most likely amount” method. This revenue recognition remains “constrained” (i.e., not recognized) until regulatory approval occurs, given
its inherent uncertainty and the requirement of a significant revenue reversal not being probable if achievement does not occur. At each
reporting period, we re-evaluate the probability of milestone achievement and the associated revenue constraint; any resulting adjustments
would be recorded on a cumulative catch-up basis, thus reflected in our financial statements in the period of adjustment.

•

When we are responsible for the achievement of a regulatory milestone, the “relative selling price method” is applied for purposes of
allocating the transaction price to our performance obligations. In such case, we consider (i) the extent of our effort to achieve the milestone
and/or the enhancement of the value of the delivered item(s) as a result of milestone achievement and (ii) if the milestone payment is
reasonable relative to all of the deliverables and payment terms (including other potential milestone consideration) within the arrangement.
We have historically assessed the contractual value of these milestones upon their achievement to be identical to the allocation of value of our
performance obligations and thus representing the “transaction price” for each milestone at contract inception. We recognize this revenue in
the period that the regulatory approval occurs (i.e., when we complete the “performance obligation”) under the “most likely amount” method,
and revenue recognition is otherwise “constrained” until regulatory approval occurs, given its inherent uncertainty and the requirement of a
significant revenue reversal not being probable if achievement does not occur. At each reporting period, we re-evaluate the probability of
milestone achievement and the associated revenue constraint; any resulting adjustments would be recorded on a cumulative catch-up basis,
thus reflected in our financial statements in the period of adjustment.

(c) Service Revenue: We receive fees under certain arrangements for (i) sales and marketing services, (ii) supply chain services, (iii) research and
development services, and (iv) clinical trial management services.
Our rights to receive payment for these services may be established by (1) a fixed-fee schedule that covers the term of the arrangement, so long as we
meet ongoing performance obligations, (2) our completion of product delivery in our capacity as a procurement agent, (3) the successful completion of a phase
of drug development, (4) favorable results from a clinical trial, and/or (5) regulatory approval events.
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We consider whether revenue associated with these service arrangements is reportable each period, based on our completed services or deliverables (i.e.,
satisfied “performance obligations”) during the reporting period, and the terms of the arrangement that contractually result in fixed payments due to us. The
promised service(s) within these arrangements are distinct and explicitly stated within each contract, and our customer benefits from the separable service(s)
delivery/completion. Further, the nature of the promise to our customer as stated within the respective contract is to deliver each named service individually
(not a transfer of combined items to which the promised goods or services are inputs), and thus are separable for revenue recognition.
(ii) Cash and Cash Equivalents
Cash and cash equivalents consist of bank deposits and highly liquid investments with maturities of three months or less from the purchase date.
(iii) Marketable Securities
Marketable securities consist of our holdings in equity securities (including mutual funds), bank CDs, government-related debt securities, and corporate
debt securities. For equity securities and mutual funds, any realized gains (losses) or unrealized gains (losses) are recognized in “other income (expense), net”
within the Condensed Consolidated Statements of Operations. Debt securities and bank CDs are classified as “available-for-sale” investments and (1) realized
gains (losses) are recognized in “other income (expense), net” within the Condensed Consolidated Statements of Operations and (2) unrealized gains (losses)
are recognized as a component of “accumulated other comprehensive loss” within the Condensed Consolidated Statements of Stockholders’ Equity.
(iv) Accounts Receivable, Net
Our accounts receivable, net of allowance for credit losses, are derived from our product sales and license fees, and do not bear interest. The allowance
for credit losses is management’s best estimate of the amount of expected credit losses in our existing accounts receivable and any anticipated discounts. The
allowance for credit losses is adjusted each period through earnings to reflect expected credit losses over the remaining life of the asset. Account balances are
written off against the allowance after appropriate collection efforts are exhausted.
(v) Inventories
We value our inventory at the lower of (i) the actual cost of its purchase or manufacture, or (ii) its net realizable value. Inventory cost is determined on the
first-in, first-out method. We regularly review our inventory quantities in process of manufacture and on hand. When appropriate, we record a provision for
obsolete and excess inventory to derive its net realizable value, which takes into account our sales forecast by product and corresponding expiry dates of each
product lot.
Manufacturing costs of drug products that are pending FDA approval during clinical development and trials, and at-risk inventory build in anticipation of
commercialization, are exclusively recognized through “research and development” expense on the accompanying Condensed Consolidated Statements of
Operations.
(vi) Property and Equipment, Net
Our property and equipment, net is stated at historical cost, and is depreciated on a straight-line basis over an estimated useful life that corresponds with
its designated asset category. We evaluate the recoverability of “long-lived assets” (which includes property and equipment) whenever events or changes in
circumstances in our business indicate that the asset’s carrying amount may not be recoverable. Recoverability is measured by a comparison of the carrying
amount to the net undiscounted cash flows expected to be generated by the asset group. An impairment loss would be recorded for the excess of net carrying
value over the fair value of the asset impaired. The fair value is estimated based on expected discounted future cash flows or other methods such as orderly
liquidation value based on assumptions of asset class and observed market data. An orderly liquidation value is the amount that could be realized upon
liquidation, given a sufficient amount of time to find a purchaser for a sale of assets in their existing condition and location, as of a specific date, and assuming
the sale is to market participants who can utilize such assets in their highest and best use. The orderly liquidation values are applied against the carrying values
of the assets and the impairment loss is measured as the difference between the liquidation value and the carrying value of the assets.
See Note 4(d) for further discussion related to an impairment that occurred during the year ended December 31, 2020.
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(vii) Stock-Based Compensation
Stock-based compensation expense for equity awards granted to our employees and members of our Board of Directors is recognized on a straight-line
basis over each award’s vesting period. Recognized compensation expense is net of an estimated forfeiture rate, representing the percentage of awards that are
expected to be forfeited prior to vesting, though is ultimately adjusted for actual forfeitures. We use the Black-Scholes option pricing model to determine the
fair value of stock options and stock appreciation rights (as of the date of grant) that have service conditions for vesting. We use the Monte Carlo valuation
model to value equity awards (as of the date of grant) that have combined market conditions and service conditions for vesting.
The recognition of stock-based compensation expense and the initial calculation of stock option fair value requires uncertain assumptions, including (a)
the pre-vesting forfeiture rate of the award, (b) the expected term that the stock option will remain outstanding, (c) our stock price volatility over the expected
term (and that of our designated peer group with respect to certain market-based awards), and (d) the prevailing risk-free interest rate for the period matching
the expected term.
With regard to (a)-(d) above: we estimate forfeiture rates based on our employees’ overall forfeiture history, which we believe will be representative of
future results. We estimate the expected term of stock options granted based on our employees’ historical exercise patterns, which we believe will be
representative of their future behavior. We estimate the volatility of our common stock on the date of grant based on the historical volatility of our common
stock for a look-back period that corresponds with the expected term. We estimate the risk-free interest rate based upon the U.S. Department of the Treasury
yields in effect at award grant, for a period equaling the expected term of the stock option.
(viii) Basic and Diluted Net Loss per Share
We calculate basic and diluted net loss per share using the weighted average number of common shares outstanding during the periods presented. In
periods of a net loss, basic and diluted loss per share are the same. For the diluted earnings per share calculation, we adjust the weighted average number of
common shares outstanding to include only stock options, warrants, and other common stock equivalents outstanding during the period to the extent that they
are dilutive.
There were 12,708,185 shares and 9,648,862 shares of outstanding securities (including stock options, restricted stock units, stock appreciation rights,
and performance awards) as of September 30, 2021 and 2020, respectively, that were excluded from the calculation of diluted net loss per share because their
inclusion would have been anti-dilutive.
(ix) Income Taxes
Deferred tax assets and liabilities are recorded based on the estimated future tax effects of temporary differences between the tax basis of assets and
liabilities and amounts reported in the financial statements, as well as operating losses and tax credit carry forwards using enacted tax rates and laws that are
expected to be in effect when the differences are expected to reverse. Realization of deferred tax assets is dependent upon future earnings, the timing and
amount of which are uncertain.
We apply an estimated annual effective tax rate (“ETR”) approach for calculating a tax provision for interim periods. Our ETR differs from the U.S.
federal statutory tax rate primarily as a result of nondeductible expenses and the impact of a valuation allowance on our deferred tax assets, which we record
because we believe that, based upon a weighting of positive and negative factors, it is more likely than not that these deferred tax assets will not be realized.
If/when we were to determine that our deferred tax assets are realizable, an adjustment to the corresponding valuation allowance would increase our net income
in the period that such determination was made.
In the event that we are assessed interest and/or penalties from taxing authorities that have not been previously accrued, such amounts would be included
in “benefit for income taxes from continuing operations” within the accompanying Condensed Consolidated Statements of Operations for the period in which
we received the notice.
In March 2020, we elected to early adopt ASU 2019-12, “Income Taxes (Topic 740): Simplifying the Accounting for Income Taxes,” which is intended to
simplify various aspects related to accounting for income taxes. ASU 2019-12 removes certain exceptions to the general principles in Topic 740 and also
clarifies and amends existing guidance to improve consistent application.
(x) Research and Development Expenses

14

Table of Contents
Notes to Condensed Consolidated Financial Statements
(all tabular amounts presented in thousands, except share, per share, interest rate, and number of years)
(Unaudited)

Our research and development costs are expensed as incurred. Research and development costs consist primarily of salaries, benefits, and other staffrelated costs including associated stock-based compensation, laboratory supplies, clinical trial and related clinical manufacturing costs, costs related to
manufacturing preparations, fees paid to other entities that conduct certain research and development activities on our behalf and payments made pursuant to
license agreements. Clinical trial and other development costs incurred by third parties are expensed as the contracted work is performed. We accrue for costs
incurred as the services are being provided by monitoring the status of activities and the invoices received from our external service providers. We adjust our
accruals as actual costs become known. Where contingent milestone payments are due to third parties under research and development or license agreements,
the milestone payment obligations are expensed when the clinical or regulatory milestone results are achieved.
(xi) Fair Value Measurements
We determine measurement-date fair value based on the proceeds that would be received through the sale of the asset, or that we would pay to settle or
transfer the liability, in an orderly transaction between market participants. We utilize valuation techniques that maximize the use of observable inputs and
minimize the use of unobservable inputs to the extent possible. Fair value measurements are based on a three-tier hierarchy that prioritizes the inputs used to
measure fair value. These tiers include the following:
Level 1: Quoted prices (unadjusted) in active markets for identical assets or liabilities that are publicly accessible at the measurement date.
Level 2: Observable prices that are based on inputs not quoted on active markets, but that are corroborated by market data. These inputs may include
quoted prices for similar assets or liabilities or quoted market prices in markets that are not active to the general public.
Level 3: Unobservable inputs are used when little or no market data is available.
Note 3. Fair Value Measurements
The table below summarizes certain asset and liability fair values that are included within our accompanying Condensed Consolidated Balance Sheets,
and their designations among the three fair value measurement categories:
September 30, 2021
Fair Value Measurements
Level 2
Level 3

Level 1

Assets:
Money market funds
Equity securities
Government-related debt securities
Mutual funds
Key employee life insurance, cash surrender value(1)
Liabilities:
Deferred executive compensation liability(2)

$

$

$

92,172
10,237
10,023
5,900
—
118,332

$

$

—
—
—
9
4,287
4,296

$
$

—
—

$
$

10,489
10,489

Total

$

$

—
—
—
—
—
—

$

92,172
10,237
10,023
5,909
4,287
122,628

$
$

—
—

$
$

10,489
10,489

(1)

Included within other assets on our Condensed Consolidated Balance Sheets, and the amount is based on the stated cash surrender value of life insurance policies of named current and former
employees at each period-end.
(2)

Included $1.1 million within accounts payable and other accrued liabilities and $9.4 million within other long-term liabilities on our Condensed Consolidated Balance Sheets. The amounts are based
on the period-end market value of mutual fund investments selected by employee participants of the deferred compensation plan.
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December 31, 2020
Fair Value Measurements
Level 2
Level 3

Level 1

Assets:
Government-related debt securities
Corporate debt securities
Money market funds
Equity securities
Bank CDs
Mutual funds
Key employee life insurance, cash surrender value(1)

$

Liabilities:
Deferred executive compensation liability(2)

$

$

92,928
—
40,560
24,946
—
5,573
—
164,007

$

$

—
8,848
—
—
1,721
9
3,963
14,541

$
$

—
—

$
$

9,783
9,783

Total

$

$

—
—
—
—
—
—
—
—

$

92,928
8,848
40,560
24,946
1,721
5,582
3,963
178,548

$
$

—
—

$
$

9,783
9,783

(1)

Included within other assets on our Condensed Consolidated Balance Sheets, and the amount is based on the stated cash surrender value of life insurance policies of named current and former
employees at each period-end.
(2)

Included $1.3 million within accounts payable and other accrued liabilities and $8.5 million within other long-term liabilities on our Condensed Consolidated Balance Sheets. The amounts are based
on the period-end market value of mutual fund investments selected by employee participants of the deferred compensation plan.

We did not have any transfers between “Level 1” and “Level 2” measurement categories for any periods presented.
Our carrying amounts of financial instruments such as cash equivalents, accounts receivable, prepaid expenses, accounts payable, and other accrued
liabilities approximate their fair values due to their short-term nature of settlement.
Note 4. Balance Sheet Account Detail
The composition of selected financial statement captions that comprise the accompanying Condensed Consolidated Balance Sheets are summarized
below:
(a) Cash and Cash Equivalents and Marketable Securities
We maintain cash balances with select major financial institutions. The Federal Deposit Insurance Corporation (FDIC) and other third parties insure a
fraction of these deposits. Accordingly, these cash deposits are not insured against the possibility of a substantial or complete loss of principal and are
inherently subject to the credit risk of the corresponding financial institution. There were no material unrealized losses on our investment securities at
September 30, 2021 or December 31, 2020.
Our investment policy requires that purchased investments may only be in highly-rated and liquid financial instruments and limits our holdings of any
single issuer (excluding any debt or equity securities that may be received from our strategic partners in connection with an out-license arrangement).
The carrying amount of our equity securities, money market funds, and bank CDs approximates their fair value (utilizing “Level 1” or “Level 2” inputs)
because of our ability to immediately convert these instruments into cash with minimal expected change in value. As of September 30, 2021, our held securities
that remain in an unrealized loss position for less than one year were insignificant and are presented in the table below.
The following is a summary of our presented composition of “cash and cash equivalents” and “marketable securities”:
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Historical or
Amortized Cost

September 30, 2021
Money market funds
Equity securities(1)
Government-related debt securities
Mutual funds
Bank deposits
Total cash and cash equivalents and marketable securities

$

$

December 31, 2020
Money market funds
Equity securities
Government-related debt securities
Corporate debt securities
Mutual funds
Bank CDs
Bank deposits
Total cash and cash equivalents and marketable securities

$

$

Fair
Value

92,172
3,528
10,023
4,753
15,263
125,739

$

40,560
3,764
92,881
8,846
4,497
1,715
5,449
157,712

$

$

$

Cash and Cash
Equivalents

92,172
10,237
10,023
5,900
15,263
133,595

$

40,560
24,946
92,928
8,848
5,573
1,721
5,449
180,025

$

$

$

Marketable
Securities

92,172
—
—
—
15,263
107,435

$

40,560
—
—
—
—
—
5,449
46,009

$

$

$

—
10,237
10,023
5,900
—
26,160
—
24,946
92,928
8,848
5,573
1,721
—
134,016

Our aggregate equity holdings consist of 6.7 million common shares of CASI Pharmaceuticals, Inc., a NASDAQ-listed biopharmaceutical company, with a
fair market value of $7.9 million as of September 30, 2021. We completed the sale of 1.8 million shares of common stock and recognized a $4.2 million gain
within “other expense, net” within the accompanying Condensed Consolidated Statements of Operations for the nine months ended September 30, 2021.
Additionally, we hold 0.8 million common shares of Unicycive Therapeutics, Inc., a NASDAQ-listed biopharmaceutical company, with a fair market value of
$2.3 million as of September 30, 2021.
(1)

(b) Other Receivables
“Other receivables” consists of the following:
September 30, 2021

Other miscellaneous receivables
Income tax receivable - current portion
Interest receivable from marketable securities
Other receivables

$

$

2,443
1,297
123
3,863

December 31, 2020

$

$

901
1,297
196
2,394

(c) Prepaid Expenses and Other Current Assets
“Prepaid expenses and other current assets” consists of the following:
September 30, 2021

Prepaid expenses and deferred costs
Prepaid insurance
Prepaid expenses and other current assets

$
$

(d) Property and Equipment, net
“Property and equipment, net” consists of the following:
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2,370
170
2,540

December 31, 2020

$
$

1,996
2,165
4,161
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September 30, 2021

Manufacturing equipment
Computer hardware and software
Laboratory equipment
Leasehold improvements
Office furniture
Property and equipment, at cost
(Less): Accumulated depreciation
Property and equipment, net

$

December 31, 2020

— $
1,802
5
1,267
307
3,381
(2,874)
507 $

$

3,245
1,680
5
1,267
248
6,445
(2,868)
3,577

Depreciation expense was immaterial for the three and nine months ended September 30, 2021 and 2020, respectively.
Manufacturing equipment was comprised of our owned ROLONTIS production equipment on location at our contract manufacturer. As of December 31,
2020, we determined that we would no longer proceed with the technology transfer and validation of a second manufacturing source for ROLONTIS and
communicated this decision to the second source manufacturer. We had invested significant capital to prepare this facility for production. Due to the decision to
halt this work, we determined that the value of certain ROLONTIS production equipment had a carrying amount in excess of the anticipated recoverable value
as there would be no future cash flows from these assets other than through the sale of this equipment. We determined the fair value of these assets under an
orderly liquidation value method, and based on the valuation performed we recorded an impairment of $19.7 million to our carrying value for this equipment,
which was recorded as research and development expense for the year ended December 31, 2020 within the Consolidated Statements of Operations. During the
three months ended September 30, 2021, this equipment was surrendered in connection with the termination of our agreement with our second source
manufacturer and we recorded incremental research and development expense of $2.9 million. Fair value was based on observable market data (“Level 2”).
Due to the specialized nature of this production equipment, adjustments to observable market data were applied (“Level 3”).
(e) Accounts Payable and Other Accrued Liabilities
“Accounts payable and other accrued liabilities” consists of the following:
September 30, 2021

Trade accounts payable and other
Lease liability - current portion
Commercial Product Portfolio accruals (Note 7)

$

Accounts payable and other accrued liabilities

$

December 31, 2020

40,914
1,451
6,617
48,982

$

34,385
1,544
7,842
43,771

$

Amounts presented within “accounts payable and other accrued liabilities” in the accompanying Condensed Consolidated Balance Sheets for our
categories of GTN estimates related to the Commercial Product Portfolio accruals were as follows:
Commercial/Medicaid
Rebates and
Government
Chargebacks

Balance as of December 31, 2019
(Less): Payments and credits against GTN accruals
Balance as of December 31, 2020
(Less): Payments and credits against GTN accruals
Balance as of September 30, 2021

$
$
$

Distribution, Data,
Inventory and
GPO Administrative Fees

14,671 $
(12,070)
2,601 $
(1,160)
1,441 $
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1,138 $
(196)
942 $
—
942 $

Product Return
Allowances

4,714 $
(415)
4,299 $
(65)
4,234 $

Total

20,523
(12,681)
7,842
(1,225)
6,617
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Note 5. Stock-Based Compensation
In June 2018, we adopted the 2018 Long-Term Incentive Plan, which provided for the issuance of restricted stock awards and units, incentive and
nonqualified stock options, performance unit awards, stock appreciation rights, and other stock-based awards to employees, consultants and members of our
Board of Directors.
We report our stock-based compensation expense (inclusive of our incentive stock plan and employee stock purchase plan) in the accompanying
Condensed Consolidated Statements of Operations within “total operating costs and expenses” for the three and nine months ended September 30, 2021 and
2020, as follows:
Three Months Ended
September 30,
2021

Selling, general and administrative
Research and development
Total stock-based compensation

$

2020

2,927 $
1,187
4,114 $

$

Nine Months Ended
September 30,
2021

3,018 $
1,090
4,108 $

2020

8,730 $
3,956
12,686 $

9,773
3,598
13,371

We granted 3.5 million stock options with a weighted average exercise price of $3.65 during the nine months ended September 30, 2021. At September 30, 2021 we had
12.4 million options outstanding with a weighted average exercise price of $5.87. Additionally, we granted 2.4 million restricted stock awards with a weighted average grant date
fair value of $3.62 during the nine months ended September 30, 2021. At September 30, 2021 we had 4.9 million restricted stock awards outstanding with a weighted average
grant date fair value of $4.70.

Note 6. Financial Commitments and Contingencies and Key License Agreements
(a) Facility and Equipment Leases
Overview
In the ordinary course of our business, we enter into leases with unaffiliated parties for the use of (i) office and research facilities and (ii) office
equipment. Our current leases have remaining terms ranging from less than one to five years and none include any residual value guarantees, restrictive
covenants, term extensions, or early-termination options.
We lease our principal executive office in Henderson, Nevada under a non-cancelable operating lease expiring October 31, 2021 which has been extended
through October 31, 2022. We also lease our research and development facility in Irvine, California under a non-cancelable operating lease expiring July 31,
2022, in addition to other administrative office leases. We entered into a new office facility lease in Boston under a non-cancelable operating lease expiring in
December 31, 2024. We recognize lease expense on a straight-line basis over the expected term of these operating leases, as reported within “selling, general
and administrative” expense on the accompanying Condensed Consolidated Statements of Operations.
Our facility leases have minimum annual rents, payable monthly, and some carry fixed annual rent increases. Under some of these arrangements, real
estate taxes, insurance, certain operating expenses, and common area maintenance are reimbursable to the lessor. These amounts are expensed as incurred, as
they are variable in nature and therefore excluded from the measurement of our reported lease asset and liability discussed below. As of September 30, 2021
and 2020, we had no sublease arrangements with us as lessor, and no finance leases, as defined in ASU 2016-02, Leases (“Topic 842”).
The reported asset and liability, respectively, represents (i) the economic benefit of our use of leased facilities and equipment and (ii) the present-value of
our contractual minimum lease payments, applying our estimated incremental borrowing rate as of the lease commencement date (since an implicit interest rate
is not readily determinable in any of our leases). The recorded asset and liability associated with each lease is amortized over the respective lease term using the
effective interest rate method. During the three and nine months ended September 30, 2021, we recognized $1.8 million of additional right-of-use assets in
exchange for $1.8 million lease liabilities.
We elected to not separate “lease components” from “non-lease components” in our measurement of minimum payments for our facility leases and office
equipment leases. Additionally, we elected to not recognize a lease asset and liability for a term of 12 months or less.
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Financial Reporting Captions
The below table summarizes the lease asset and liability accounts presented on our accompanying Condensed Consolidated Balance Sheets:
Operating Leases

Condensed Consolidated Balance Sheet Caption

Operating lease right-of-use assets - non-current

Facility and equipment under lease

Operating lease liabilities - current
Operating lease liabilities - non-current

Accounts payable and other accrued liabilities
Other long-term liabilities

September 30, 2021

Total operating lease liabilities

$

2,881

$

1,451
1,593
3,044

December 31, 2020

$

2,247

$

1,544
883
2,427

As of September 30, 2021 and December 31, 2020, our “facility and equipment under lease” consisted of office and research facilities of $2.5 million and
$1.9 million, respectively, and office equipment of $0.4 million and $0.3 million, respectively.
Components of Lease Expense
We recognize lease expense on a straight-line basis over the term of our operating leases, as reported within “selling, general and administrative” expense
on the accompanying Condensed Consolidated Statements of Operations. The components of our aggregate lease expense is summarized below:
Three Months Ended
September 30,
2021

Operating lease cost
Variable lease cost
Short-term lease cost

$

Total lease cost

$

Nine Months Ended
September 30,
2020

381
79
13
473

$

$

2021

466
86
17
569

$

$

2020

1,274
280
46
1,600

$

$

1,398
314
46
1,758

Weighted Average Remaining Lease Term and Applied Discount Rate

Operating leases as of September 30, 2021
Operating leases as of December 31, 2020

Weighted Average Remaining
Lease Term

Weighted Average Discount Rate

2.7 years
1.6 years

4.2%
7.8%

Future Contractual Lease Payments
The below table summarizes our (i) minimum lease payments over the next five years, (ii) lease arrangement implied interest, and (iii) present value of
future lease payments:
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Operating Leases - future payments

September 30, 2021

2021 (remaining)
2022
2023
2024

$

382
1,301
657
669

2025

98

2026
Total future lease payments, undiscounted
(Less): Implied interest
Present value of operating lease payments

$
$

73
3,180
(136)
3,044

(b) In/Out Licensing Agreements and Co-Development Arrangements
Overview
The in-license agreements for our development-stage drug products provide us with territory-specific rights to their manufacture and distribution
(including further sub-licensing/out-licensing rights). We are generally responsible for all related clinical development costs, patent filings and maintenance
costs, marketing costs, and liability insurance costs. We also may enter into out-license agreements for territory-specific rights to these drug products which
include one or more of: upfront license fees, royalties from our licensees’ sales, and/or milestone payments from our licensees’ sales or regulatory
achievements. For certain drug products, we may enter into cost-sharing arrangements with licensees and licensors.
We are also obligated to make specified milestone payments to our licensors upon the achievement of certain regulatory and sales milestones, and to pay
royalties based on our net sales of all in-licensed products. Depending on the milestone achievement type and whether the product has been approved, we will
either (a) capitalize the value to “intangible assets” in the Consolidated Balance Sheets or (b) recognize the payment value within “research and development”
or “cost of sales” on the Consolidated Statements of Operations. The liability relating to the payment due to the licensor will be recognized in the earliest period
that we determine the respective milestone achievement is probable or occurs.
Impact of Commercial Product Portfolio Transaction
In March 2019, we completed the Commercial Product Portfolio Transaction and substantially all of the contractual rights and obligations associated with
the Commercial Product Portfolio were transferred to Acrotech at the closing of the Commercial Product Portfolio Transaction. However, under the terms of
this transaction we retained our trade “accounts receivable, net” and GTN liabilities included within “accounts payable and other accrued liabilities” associated
with our product sales made on and prior to February 28, 2019.
Accordingly, these Condensed Consolidated Financial Statements reflect the corresponding revenue-deriving activities and allocable expenses of this
commercial business within “discontinued operations”. The most significant remaining agreements associated with our continuing operations are listed below,
along with the key financial terms and our corresponding accounting and reporting conventions for each:
(i) ROLONTIS: Co-Development and Commercialization Agreement with Hanmi
In October 2014, we exercised our option under a License Option and Research Collaboration Agreement dated January 2012 (as amended) with Hanmi
Pharmaceutical Co. Ltd. (“Hanmi”) for ROLONTIS, a drug based on Hanmi’s proprietary LAPSCOVERY™ technology for the treatment of chemotherapy
induced neutropenia. Under the terms of this agreement, as amended, we have primary financial responsibility for the ROLONTIS development plan and hold
its worldwide rights (except for Korea, China, and Japan). We are contractually obligated to pay Hanmi tiered royalties that range from the low double-digits to
mid-teens on our annual net sales of ROLONTIS.
We are responsible for regulatory milestone payments to Hanmi of $10 million upon approval of ROLONTIS, and sales milestone payments of up to
$120 million per calendar year based on our annual net sales of ROLONTIS.
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(ii) Poziotinib: In-License Agreement with Hanmi and Exclusive Patent and Technology License Agreement with MD Anderson
In February 2015, we executed an in-license agreement with Hanmi for poziotinib, a pan-HER inhibitor in Phase 2 clinical trials, (which has also shown
single agent activity in the treatment of various cancer types during Phase 1 studies, including breast, gastric, colorectal, and lung cancers) and made an upfront
payment to Hanmi for these distribution rights.
Under the terms of this agreement, we received the exclusive global rights to commercialize poziotinib, except for Korea and China. Hanmi and its
development partners are fully responsible for the completion of on-going Phase 2 trials in Korea. We are financially responsible for all other clinical studies.
We are obligated to make contractual payments to Hanmi upon our achievement of various regulatory milestones that aggregate to $33 million. We are also
obligated to pay Hanmi net sales milestones of up to $325 million annually and pay royalties in the low to mid-teen digits on our net sales of poziotinib,
potentially reduced by royalties due to other third parties.
In April 2018, we executed an exclusive patent and technology agreement for the use of poziotinib in treating patients with EGFR and HER2 exon 20
mutations in cancer and HER2 exon 19 mutations in cancer with The University of Texas M.D. Anderson Cancer Center (“MD Anderson”). MD Anderson
discovered poziotinib’s use in treating these patient-types. We made an upfront payment to MD Anderson of $0.5 million upon the execution of this agreement.
We are contractually obligated to pay nominal fixed annual license maintenance fees to MD Anderson and pay additional fees upon our achievement of
various regulatory and sales milestones. These regulatory milestones aggregate $6 million and the sales milestones aggregate $24 million. We are also
contractually obligated to pay MD Anderson royalties in the low single-digits on our net sales of poziotinib.
(iii) In-License Agreement with ImmunGene for FIT Drug Delivery Platform
In April 2019, we executed an asset transfer, license, and sublicense agreement with ImmunGene, Inc. (“ImmunGene”) for an exclusive license for the
intellectual property related to (a) Anti-CD20-IFNα, an antibody-interferon fusion molecule directed against CD20 that is in Phase 1 development for treating
relapsed or refractory non-Hodgkin’s lymphoma, including diffuse large B-cell lymphoma patients, representing a considerable unmet medical need, and (b) an
antibody-interferon fusion molecule directed against GRP94, a target for which currently there are no existing approved therapies that have the potential for
treating both solid and hematologic malignancies. Both molecules are based on the Focused Interferon Therapeutics (“FIT”) drug delivery platform.
We made upfront payments aggregating $2.8 million to ImmunGene and to several other third parties. We will make further payments to ImmunGene
upon our achievement of various regulatory milestones that aggregate to $26.1 million, plus an additional $5 million milestone payment for each new indication
(beyond those described above) approved for either drug in the U.S., Europe, or Japan.
Our contractual royalties to ImmunGene are in the high-single digits on our net sales of each drug, potentially reduced by our royalties due to other third
parties. We are also contractually obligated to pay nominal fixed annual license maintenance fees to two licensors.
(iv) In-License Agreement with Therapyx
In December 2020, we executed an asset transfer and license agreement with Therapyx, Inc. (“Therapyx”) for an exclusive worldwide license for the
intellectual property related to any pharmaceutical or biological product for use in human oncology containing, whether as its sole active or in combination with
other active ingredients, an encapsulated IL-12, in any injectable dosage form or formulation.
We made an upfront payment of $0.8 million to Therapyx upon contract execution, which was recorded to “research and development” expense within
our Consolidated Statements of Operations for the year ended December 31, 2020. We will make an additional payment of $2.2 million upon our acceptance of
certain transferred materials from Therapyx. We will make further payments to Therapyx upon our achievement of various (i) regulatory milestones aggregating
up to $30 million for the first approved IL-12 product, plus an additional $2.5 million milestone payment for each new indication approved for each product in
the U.S., Europe, or Japan; and (ii) sales milestones aggregating up to $167.5 million based on worldwide annual net sales. We are contractually obligated to
pay royalties in the mid-single digits on our net sales of all IL-12 products, potentially
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reduced by royalties due to third parties, the loss of IP protection within one or more countries, or the introduction of a competing product within one or more
countries.
Depending on the nature of the milestone achievement type we will either (a) capitalize the payment value to “intangible assets” in the Consolidated
Balance Sheets or (b) recognize the payment value within “research and development” or “cost of sales” within the Consolidated Statements of Operations. The
corresponding liability for the payment due to this licensor will be recognized in the Consolidated Balance Sheets within “accounts payable and other accrued
liabilities” in the earliest period that we determine the respective milestone achievement is probable or occurs.
(c) Service Agreements for Research and Development Activities
We have entered into various contracts with numerous third-party service providers for the execution of our research and development initiatives. These
vendors include raw material suppliers, clinical trial sites, clinical research organizations, and data monitoring centers, among others. The financial terms of
these agreements are varied and generally obligate us to pay in stages, depending on the achievement of certain events specified in the agreements - such as
contract execution, progress of service completion, delivery of drug supply, and the dosing of patients in clinical studies.
We recognize these “research and development” expenses and corresponding “accounts payable and other accrued liabilities” in the accompanying
financial statements based on estimates of our vendors’ progress of performed services, patient enrollments and dosing, completion of clinical studies, and other
events. Should we decide to discontinue and/or slow-down the work on any project, the associated costs for those projects would typically be limited to the
extent of the work completed, as we are generally able to terminate these contracts with adequate notice.
(d) Supply and Service Agreements Associated with Product Production
We have various product supply agreements and/or have issued vendor purchase orders that obligate us to agreed-upon raw material purchases from
certain vendors. We also have certain drug production service agreements with select contract manufacturers that obligate us to service fees during the
contractual period. These collective commitments do not exceed our planned commercial requirements; the corresponding contracted prices do not exceed their
current fair market values.
(e) Employment Agreements
We entered into revised employment agreements with each of our named executive officers (chief executive officer, chief operating officer, chief
financial officer, chief legal officer, and chief medical officer) in April/June 2018 and June 2019, which supersede any prior change in control severance
agreements with such individuals. These agreements provide for the payment of certain benefits to each executive upon his separation of employment under
specified circumstances. These arrangements are designed to encourage each to act in the best interests of our stockholders at all times during the course of a
change in control event or other significant transaction.
(f) Deferred Compensation Plan
The Spectrum Pharmaceuticals, Inc. Deferred Compensation Plan (the “DC Plan”) is administered by the Compensation Committee of our Board of
Directors and is intended to comply with the requirements of Section 409A of the Internal Revenue Code of 1986, as amended.
The DC Plan is maintained to provide special deferred benefits for a select group of our employees (the “DC Participants”). DC Participants make annual
elections to defer a portion of their eligible cash compensation which is then placed into their DC Plan accounts. We match a fixed percentage of these
deferrals, and may make additional discretionary contributions. At September 30, 2021 and December 31, 2020, the aggregate value of this DC Plan liability
was $10.5 million and $9.8 million, respectively, and is included within “accounts payable and other accrued liabilities” and “other long-term liabilities” in the
accompanying Condensed Consolidated Balance Sheets.
(g) Litigation
We are involved from time-to-time with various legal matters arising in the ordinary course of business. These claims and legal proceedings are of a
nature we believe are normal and incidental to a pharmaceutical business, and may include product
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liability, intellectual property, employment matters, and other general claims. We may also be subject to derivative lawsuits from time to time.
We make provisions for liabilities when it is both probable that a liability has been incurred and the amount of the loss can be reasonably estimated. Such
provisions are assessed at least quarterly and adjusted to reflect the impact of any settlement negotiations, judicial and administrative rulings, advice of legal
counsel, and other information and events pertaining to a particular case. Litigation is inherently unpredictable. Although the ultimate resolution of these
various matters cannot be determined at this time, we do not believe that such matters, individually or in the aggregate, will have a material adverse effect on
our consolidated results of operations, cash flows, or financial condition.
Bioverativ Patent Litigation
On May 28, 2021, Bioverativ Therapeutics Inc. (“Bioverativ”) filed a complaint against us in the U.S. District Court for the District of Delaware, which
alleges that our proposed manufacture, use and sale of ROLONTIS would, if approved, infringe claims of three patents owned by Bioverativ (the “Subject
Patents”). Bioverativ is seeking an unspecified amount of damages and injunctive relief.
We believe that our manufacture, use and sale of ROLONTIS would not infringe the Subject Patents and intend to vigorously defend our right to develop
and commercialize ROLONTIS in accordance with the terms of our agreements with Hanmi.
Pursuant to our agreements with Hanmi, we hold worldwide rights (except for Korea, China, and Japan) to develop and commercialize ROLONTIS. The
agreements with Hanmi contain typical license terms including, without limitation, indemnification rights in favor of the Company with respect to any claims of
infringement from a third party with respect to our use of a licensed technology, product or compound pursuant to such agreements.
Shareholder Litigation
On August 31, 2021, a shareholder lawsuit was filed against us in the U.S. District Court for the District of Nevada, which alleges that we and certain
of our executive officers made false or misleading statements and failed to disclose material facts about our business and the prospects of approval for our BLA
to the FDA for ROLONTIS in violation of Section 10(b) (and Rule 10b-5 promulgated thereunder) and 20(a) of the Securities Exchange Act of 1934, as
amended. On November 1, 2021, four individuals and one entity filed competing motions to be appointed lead plaintiff and for approval of counsel in this
putative securities class action. The plaintiffs seek damages, interest, costs, attorneys’ fees, and other unspecified equitable relief. We believe that these claims
are without merit, and intend to vigorously defend against these claims.
Note 7. Discontinued Operations
Overview
In March 2019, we completed the Commercial Product Portfolio Transaction. In accordance with applicable GAAP (ASC 205-20, Presentation of
Financial Statements), the revenue-deriving activities and allocable expenses of our sold commercial operation, connected to the Commercial Product Portfolio,
are separately classified as “discontinued” for all periods presented within the accompanying Condensed Consolidated Statements of Operations.
Condensed Consolidated Statements of Operations
The following table presents the various elements of “income (loss) from discontinued operations, net of income taxes” as reported in the accompanying
Condensed Consolidated Statements of Operations:
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Three Months Ended
September 30,
2021
2020

Revenues:
Product sales, net
Total revenues
Operating costs and expenses:
Cost of sales (excluding amortization of intangible assets)
Selling, general and administrative
Research and development
Total operating costs and expenses
Income (loss) from discontinued operations before income taxes
Provision for income taxes from discontinued operations
Income (loss) from discontinued operations, net of income taxes

$

$

—
—

Nine Months Ended
September 30,
2021
2020

$

(1) $
(1)

6
—
5
11
(11)
—
(11) $

—
—
(67)
(67)
66
—
66 $

—
—

$

(101)
(101)

133
—
94
227
(227)
—
(227) $

(229)
(1)
(126)
(356)
255
—
255

Condensed Consolidated Balance Sheets
Accounts receivable derived from our product sales on and prior to February 28, 2019 were not transferred to Acrotech as part of Commercial Product
Portfolio Transaction, nor were our GTN liabilities and trade accounts payable assumed by Acrotech that were associated with our commercial activities on and
prior to February 28, 2019. Accordingly, these specific assets and liabilities remain presented within “accounts receivable, net and “accounts payable and other
accrued liabilities” on the accompanying Condensed Consolidated Balance Sheets.
Note 8. Stockholders’ Equity
Sale of Common Stock Under ATM Agreement
On April 5, 2019, we entered into a collective at-the-market-issuance (“ATM”) sales agreement with Cantor Fitzgerald & Co., H.C. Wainwright & Co.,
LLC and B. Riley FBR, Inc. (the “April 2019 ATM Agreement”), pursuant to which we may offer and sell shares of our common stock by any method deemed
to be an “at the market” offering (the “ATM Offering”). From April 5, 2019 to March 2, 2020, the ATM Offering was conducted pursuant to a sales agreement
prospectus filed with our automatic shelf registration statement on Form S-3ASR, filed with the SEC on April 5, 2019, which registered an aggregate offering
price of $150 million under the April 2019 ATM Agreement. From May 8, 2020 to June 30, 2020, the ATM Offering was conducted pursuant to a sales
agreement prospectus (the “Initial Sales Agreement Prospectus”) filed with our shelf registration statement on Form S-3, filed with the SEC on March 20, 2020,
as amended by Pre-Effective Amendment No. 1 thereto, and declared effective by the SEC on May 8, 2020 (the “Registration Statement”), which registered an
aggregate offering price of up to $75 million under the April 2019 ATM Agreement. On July 29, 2020, we terminated the Initial Sales Agreement Prospectus,
but left the April 2019 ATM Agreement in full force and effect. On November 6, 2020, we filed a new sales agreement prospectus to the Registration
Statement, which registered an aggregate offering price of up to $60 million under the April 2019 ATM Agreement.
On July 13, 2021, we filed a shelf registration statement with the SEC on Form S-3, which was declared effective by the SEC on July 21, 2021 (the
“Registration Statement”). The Registration Statement registered an aggregate offering price of up to $300 million of securities that may be issued and sold by
us from time to time, including up to an aggregate offering price of $150 million of common stock (which amount is included in the $300 million aggregate
offering price set forth in the base prospectus) that may be issued and sold pursuant to the April 2019 ATM Agreement.
We sold and issued common shares under the April 2019 ATM Agreement as follows:
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Proceeds Received
(Net of Broker Commissions
and Fees )

No. of Common Shares
Issued

Period in Which Issued

Year ended December 31, 2019
Year ended December 31, 2020
Quarter ended March 31, 2021
Quarter ended June 30, 2021
Quarter ended September 30, 2021

221,529
3,950,398
5,678,893
10,172,498
—
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Item 2.
Management’s Discussion and Analysis of Financial Condition and Results of Operations
Cautionary Note Regarding Forward-Looking Statements
This Quarterly Report on Form 10-Q contains certain forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended
(the “Securities Act”), and Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), in reliance upon the safe harbor provisions
of the Private Securities Litigation Reform Act of 1995. Forward-looking statements include, without limitation, statements regarding our future product
development and commercialization activities and costs, the revenue potential (licensing, royalty and sales) of our products and product candidates, the impact
of the novel coronavirus (“COVID-19”) global pandemic on our business, the success, safety and efficacy of our drug products, revenues and revenue
assumptions, clinical studies, including designs and implementation, development and commercialization timelines, product acquisitions, accounting principles,
litigation expenses, liquidity and capital resources and trends, and other statements containing forward-looking words, such as, “believes,” “may,” “could,”
“would,” “will,” “expects,” “intends,” “estimates,” “anticipates,” “plans,” “seeks,” “continues,” or the negative thereof or variation thereon or similar
terminology (although not all forward-looking statements contain these words). Such forward-looking statements are based on the reasonable beliefs of our
management as well as assumptions made by and information currently available to our management. All forward-looking statements included in this Form 10Q speak only as of the date of this Form 10-Q and readers should not put undue reliance on these forward-looking statements. Forward-looking statements are
inherently subject to risks and uncertainties, some of which cannot be predicted or quantified; therefore, our actual results may differ materially from those
described in any forward-looking statements. Factors that might cause such a difference include, but are not limited to, those discussed in our periodic reports
filed with the U.S. Securities and Exchange Commission (the “SEC”), including our Annual Report on Form 10-K for the fiscal year ended December 31, 2020,
as well as those discussed elsewhere in this Quarterly Report on Form 10-Q, and the following factors, among others:
•

our ability to successfully develop, obtain regulatory approval of, and market our products;

•

the approval, or timing of approval, of our products or new indications for our products by the U.S. Food and Drug Administration (the “FDA”) and
other international regulatory agencies;

•

the overall impact of COVID-19 on our business, including, without limitation, delays caused by COVID-19 related travel restrictions;

•

actions by the FDA and other regulatory agencies, including international agencies;

•

the timing and/or results of pending or future clinical trials, and our reliance on contract research organizations;

•

our ability to maintain sufficient cash resources to fund our business operations;

•

our history of net losses;

•

our ability to enter into strategic alliances with partners for manufacturing, development and commercialization;

•

our competitors’ progress with their drug development programs, which could adversely impact the perceived or actual value of our in-development

•

our dependence on the production capabilities of contract manufacturing organizations (“CMOs”) and other third-parties for active pharmaceutical

drugs;
ingredients (“APIs”), drug products, related supplies and logistical services;
•

the ability of our manufacturing partners to satisfy regulatory requirements and to meet our product demands and timelines;

•

our ability to identify and acquire new product candidates and to successfully integrate those product candidates into our operations;

•

our ability to protect our intellectual property rights;

•

the impact of legislative or regulatory reform on the pricing for pharmaceutical products;

•

the impact of any litigation to which we are, or may become a party, including, without limitation, the patent infringement claims made against us by
Bioverativ Therapeutics, Inc.;
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•

our ability, and that of our suppliers, development partners, and manufacturing partners, to comply with laws, regulations and standards that govern
or affect the pharmaceutical and biotechnology industries; and

•

our ability to maintain the services of our key executives and other personnel.

All subsequent written and oral forward-looking statements attributable to us or by persons acting on our behalf are expressly qualified in their entirety
by these cautionary statements. We expressly disclaim any intent or obligation to update information contained in any forward-looking statement after the date
thereof to conform such information to actual results or to changes in our opinions or expectations.
Impact of COVID-19 Pandemic
On March 11, 2020, COVID-19 was declared a pandemic by the World Health Organization. Concerns related to the spread of COVID-19 have created
global business disruptions as well as disruptions in our operations. The ongoing COVID-19 pandemic has adversely impacted economic activity and
conditions worldwide, including workforces, liquidity, capital markets, consumer behavior, supply chains, and macroeconomic conditions. Notably, a new Delta
variant of COVID-19, which appears to be the most transmissible variant to date, has begun to spread globally. The impact of the Delta variant cannot be
predicted at this time, and could depend on numerous factors, including vaccination rates among the population, the effectiveness of COVID-19 vaccines
against the Delta variant and the response by governmental bodies and regulators.
On October 26, 2020, we announced that the FDA had deferred action on our Biologics License Application (“BLA”) for ROLONTIS due to the inability
to conduct an inspection of the Hanmi Pharmaceutical Co. Ltd. (“Hanmi”) third-party manufacturing facility in South Korea as a result of COVID-19 related
travel restrictions. In early June 2021, the FDA conducted the pre-approval inspection of the Hanmi manufacturing facility. In August 2021, we received a
Complete Response Letter from the FDA regarding our BLA, citing deficiencies related to manufacturing and indicating that a reinspection will be necessary.
We are seeking further clarification from the FDA and plan to meet with the agency as soon as possible.
The extent to which the COVID-19 pandemic may continue to impact our results of operations, including the long-term nature of the impacts, depends on
numerous evolving factors, which are highly uncertain and difficult to predict, including the adoption rate of the COVID-19 vaccines, the emergence and spread
of variants (including the Delta variant, a rapidly spreading strain of coronavirus), the scope and the timing to further contain the virus or treat its impact, and to
what extent normal economic and operating conditions can resume, among others. For more information related to the impact of COVID-19 on our business,
refer to the risk factors included in our Annual Report on Form 10-K for the year ended December 31, 2020, as filed with the SEC on March 31, 2021, and in
our Quarterly Report on Form 10-Q for the period ended June 30, 2021, as filed with the SEC on August 12, 2021.
Company Overview
Spectrum Pharmaceuticals, Inc. (“Spectrum”, the “Company”, “we”, “our”, or “us”) is a biopharmaceutical company, with a primary strategy comprised
of acquiring, developing, and commercializing novel and targeted oncology therapies. Our in-house development organization includes clinical development,
regulatory, quality and data management. We continue to build out our commercial and marketing capabilities to prepare for the launch of ROLONTIS.
We have three drugs in development:
• ROLONTIS, a novel long-acting granulocyte colony-stimulating factor (“G-CSF”) for chemotherapy-induced neutropenia. We submitted a
BLA for ROLONTIS in December 2019, and in August 2021 we received a Complete Response Letter from the FDA regarding our BLA,
citing deficiencies related to manufacturing and indicating that a reinspection will be necessary. We are currently working on remediating the
manufacturing deficiencies and expect that this work will be complete in the fourth quarter of 2021 and plan to resubmit thereafter;
• Poziotinib, a novel irreversible tyrosine kinase inhibitor under investigation for non-small cell lung cancer (“NSCLC”) tumors with various
mutations. A New Drug Application (“NDA”) based on data from Cohort 2 of ZENITH20, which evaluated previously treated patients with
NSCLC with HER2 exon 20 insertion mutation is expected to be filed with the FDA in 2021; and
• Anti-CD20-IFNα, an antibody-interferon fusion molecule directed against CD20 that is in Phase 1 development for treating relapsed or
refractory non-Hodgkin’s lymphoma patients.
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Our business strategy is the development of our late-stage assets through commercialization and the sourcing of additional assets that are synergistic with
our existing portfolio (through purchase acquisitions, in-licensing transactions, or co-development and marketing arrangements).
Recent Highlights of Our Business, Product Development Initiatives, and Regulatory Approvals
Our product pipeline is summarized below:
ROLONTIS, a novel long-acting G-CSF:
We submitted our updated BLA for ROLONTIS to the FDA on October 24, 2019, which was accepted for review by the FDA on December 20, 2019.
Our BLA is supported by data from two similarly designed Phase 3 clinical trials, ADVANCE and RECOVER, which evaluated the safety and efficacy of
ROLONTIS in 643 early-stage breast cancer patients for the treatment of neutropenia due to myelosuppressive chemotherapy. On October 26, 2020, we
announced that the FDA PDUFA target action date set for October 24, 2020 was deferred pending inspection of the Hanmi manufacturing facility in Korea due
to COVID-19 related travel restrictions. In early June 2021, the FDA conducted the pre-approval inspection of the Hanmi manufacturing facility. In August
2021, we received a Complete Response Letter from the FDA regarding our BLA, citing deficiencies related to manufacturing and indicating that a reinspection
will be necessary. We are currently working on remediating the manufacturing deficiencies and expect that this work will be complete in the fourth quarter of
2021 and plan to resubmit thereafter.
A company sponsored clinical trial has been initiated to evaluate the administration of ROLONTIS on the same day as chemotherapy. This Phase 1
clinical trial is a randomized, open label, actively controlled study to evaluate the same-day dosing of eflapegrastim on duration of neutropenia when
administered at varying intervals following docetaxel and cyclophosphamide (TC) chemotherapy in patients with early-stage breast cancer. On March 4, 2021,
at the virtual 38th Annual Miami Breast Cancer Conference®, the company presented positive early data showing rapid absolute neutrophil count (ANC)
recovery in the first three patients dosed in the 30-minute arm of the same-day dosing. This arm met the prespecified interim safety evaluation criteria and
therefore supports the expansion of this arm to 15 patients. The study design included an interim safety evaluation that was conducted once the first three
patients in each arm (30 minutes, 3 hours, or 5 hours) completed Cycle 1. Based on this review, the 30-minute arm will expand to a total of 15 patients, while
the 3- and 5-hour dosing arms have been discontinued. In the 30-minute dosing arm, ANC recovery was more rapid compared to the 3- and 5-hour arms. The
overall safety profile for the 30-minute arm was similar to what has been seen previously in large randomized studies with GCSF given 24 hours after
chemotherapy.
Poziotinib, an irreversible tyrosine kinase inhibitor targeting EGFR and HER2 mutations:
In October 2017, we announced the start of our pivotal ZENITH20 Phase 2 global clinical trial with active sites in the U.S., Canada and Europe. The
ZENITH20 trial consists of seven cohorts of NSCLC patients. Cohorts 1 (EGFR) and 2 (HER2) include previously treated NSCLC patients with exon 20
mutations. Cohort 3 (EGFR) and 4 (HER2) include first-line NSCLC patients with exon 20 mutations. Cohorts 1- 4 are each independently powered for a prespecified statistical hypothesis and the primary endpoint is overall response rate (“ORR”). Cohort 5 includes previously treated or treatment-naïve NSCLC
patients with EGFR or HER2 exon 20 insertion mutations. Cohort 6 includes NSCLC patients with classical EGFR mutations who progressed while on
treatment with first-line osimertinib and developed an additional EGFR mutation. Cohort 7 includes NSCLC patients with a variety of less common mutations
in EGFR or HER2 exons 18-21 or the extracellular or transmembrane domains. Cohorts 1-3 have completed enrollment while Cohorts 4-7 continue to enroll
patients.
On December 26, 2019, we announced that the pre-specified primary endpoint was not met in Cohort 1 of the ZENITH20 trial evaluating poziotinib in
previously treated NSCLC patients with EGFR exon 20 insertion mutations. Cohort 1 enrolled a total of 115 patients who received 16 mg/day of poziotinib.
The intent-to-treat analysis showed that 17 patients had a response (by RECIST) and 62 patients had stable disease for a 68.7% disease control rate (“DCR”).
The confirmed ORR was 14.8% (95% CI 8.9%-22.6%). The median duration of response was 7.4 months and the progression free survival was 4.2 months.
The safety profile was in-line with other second-generation EGFR tyrosine kinase inhibitors.
On July 27, 2020, we announced that we met the pre-specified primary endpoint for Cohort 2 in the ZENITH20 trial evaluating previously treated
NSCLC patients with HER2 exon 20 insertion mutations. Cohort 2 enrolled a total of 90 patients who received an oral, once daily dose of 16 mg of poziotinib.
All the patients had failed at least one line of prior systemic therapy with 60 patients (67%) having failed two or more prior therapies, including chemotherapy
and immunotherapy. All responses were read independently and confirmed by a central imaging laboratory using RECIST criteria. The intent-to-treat analysis
demonstrated a confirmed ORR of 27.8% (95% CI of 18.9%-38.2%). Based on the pre-specified statistical hypothesis
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for the primary endpoint, the observed lower bound of 18.9% exceeded the pre-specified lower bound of 17% in this heavily pre-treated population. The safety
profile was in-line with the type of adverse events seen with other second-generation EGFR tyrosine kinase inhibitors. These results were presented at the
European Society for Medical Oncology (“ESMO”) Virtual Congress 2020 Science Weekend held in September 2020.
In March 2021, we announced that the FDA granted Fast Track designation for poziotinib based on data from Cohort 2 of ZENITH20, which evaluated
previously treated patients with NSCLC with HER2 exon 20 insertion mutations. In December 2020, we reported that its pre-specified primary endpoint in
Cohort 3 evaluating poziotinib in first-line NSCLC patients with EGFR exon 20 insertion mutations was not met. We additionally reported that preliminary data
from patients receiving 8 mg of poziotinib twice daily demonstrated meaningful improvement in tolerability as measured by adverse events and dosing
interruptions.
Cohort 3 of the ZENITH20 clinical trial enrolled a total of 79 patients who received an oral once daily dose of 16 mg of poziotinib. The median time of
follow up of all patients was 9.2 months with 12 ongoing patients still on treatment. The intent-to-treat analysis showed that 22 patients had a partial response
(by RECIST) and 68 patients had stable disease for an 86.1% DCR. 91% of patients experienced tumor reduction with a median reduction of 25.5%. The
confirmed ORR was 27.8% (95% CI 18.4-39.1%). Based on the pre-specified statistical hypothesis for the primary endpoint, the observed lower bound of
18.4% did not meet the pre-specified lower bound of >20%. The median duration of response was 6.5 months and the median progression free survival was 7.2
months. The safety profile was similar with the type of adverse events observed with other second-generation EGFR tyrosine kinase inhibitors. Grade 3
treatment related rash was 33% and diarrhea was 23%. 94% of patients had drug interruptions with 6 patients (8%) permanently discontinuing due to adverse
events.
In April 2021, new data was presented at the American Association for Cancer Research (AACR) Virtual Annual Meeting 2021 from ZENITH20 Cohort
5 which demonstrated improved efficacy and tolerability for twice daily dosing. In the 38 patients, comprised of EGFR or HER2 exon 20 insertion mutations,
who received 16 mg per day and randomized either to poziotinib 16 mg once daily or 8 mg twice daily in Cohort 5, improved responses were observed in the
twice daily arm with 31.6% of patients reaching a partial response, while Grade 3 or higher adverse events were reduced by approximately 60%. Additionally,
the twice daily dosing allowed for an improved rate of dose reductions and interruptions relative to the once daily dose.
In September 2021, new data was presented at the ESMO meeting that took place in Paris. Cohort 4 of the ZENITH20 clinical trial is enrolling treatmentnaïve NSCLC patients with HER2 exon 20 insertion mutations. This cohort is investigating the efficacy of poziotinib with a once daily (“QD”) and twice daily
(“BID”) (ongoing) dosing strategy. Poziotinib 16mg was administered orally once daily for the first 48 patients allowing dose reductions/interruptions for
toxicity. For these first 48 patients that were dosed at the 16mg once per day dose, the ORR was 44%. The disease control rate was 75%. The median duration
of response was 5.4 months and the median progression free survival was 5.6 months. 88% of patients had dose interruptions and 77% had reductions from the
16mg QD starting dose, while 13% had AE related discontinuations. The most common treatment related adverse events were typical of TKIs and what we’ve
seen in prior studies. Grade 3 AEs were rash, stomatitis, diarrhea, and paronychia. Importantly, Grade 3 pneumonitis was only seen in one patient. In general,
the safety profile was manageable. Following these first 48 patients, we are now dosing patients at the 8mg BID dosing schedule.
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Anti-CD20-IFNα:
In April 2019, we executed a license agreement with ImmunGene for an antibody-interferon fusion molecule directed against CD20 (Anti-CD20-IFNα)
that is in Phase 1 development for treating relapsed or refractory non-Hodgkin’s lymphoma (“NHL”), This technology is designed to selectively target NHL
with therapeutic doses of IFNa, while minimizing systemic toxicity. Under the terms of this agreement, we received the exclusive worldwide rights to
commercialize this drug for any indication, and are financially responsible for the clinical and regulatory development programs.
Components of Operating Results
See Item 7. Components of Operating Results of our Annual Report on Form 10-K for the year ended December 31, 2020, for a discussion of the nature
of our revenue and operating expense line items within our accompanying Condensed Consolidated Statements of Operations.
Critical Accounting Policies and Estimates
See Item 7. Management’s Discussion and Analysis of Financial Condition and Results of Operations — Critical Accounting Policies and Estimates of
our Annual Report on Form 10-K for the year ended December 31, 2020, for a discussion of significant estimates and assumptions made by our management as
part of the preparation of our accompanying Condensed Consolidated Financial Statements. These critical accounting policies and estimates arise in
conjunction with the following accounts in the preparation of this Form 10-Q:
•

Revenue recognition;

•

Property and equipment, net;

•

Stock-based compensation; and

•

Research and development costs.

Results of Operations
Comparison of the Three and Nine Months Ended September 30, 2021 and 2020

Operating costs and expenses:
Selling, general and administrative
Research and development
Total operating costs and expenses
Loss from continuing operations before other
income (expense) and income taxes
Interest income, net
Other income (expense), net
Total other income (expense)
Loss from continuing operations before income
taxes
Provision for income taxes from continuing
operations
Loss from continuing operations
Income (loss) from discontinued operations, net of
income taxes
Net loss

$

$

Three Months Ended
September 30,
2021
2020

$

(in thousands)

(in thousands)

12,243
20,850
33,093

$

15,116
24,453
39,569

Change

$

%

(2,873)
(3,603)
(6,476)

(19.0)% $
(14.7)
(16.4)

Nine Months Ended
September 30,
2021
2020

$

($ in thousands)

(in thousands)

41,515
69,335
110,850

$

44,654
62,192
106,846

Change

$

%

(3,139)
7,143
4,004

(7.0)%
11.5
3.7

(33,093)
11
9
20

(39,569)
188
(9,131)
(8,943)

6,476
(177)
9,140
8,963

(16.4)
(94.1)
(100.1)
(100.2)

(110,850)
121
(7,948)
(7,827)

(106,846)
1,217
(15,720)
(14,503)

(4,004)
(1,096)
7,772
6,676

3.7
(90.1)
(49.4)
(46.0)

(33,073)

(48,512)

15,439

(31.8)

(118,677)

(121,349)

2,672

(2.2)

—
(33,073)

(6)
(48,518)

6
15,445

(100.0)
(31.8)

(9)
(118,686)

(15)
(121,364)

6
2,678

(40.0)
(2.2)

(11)
(33,084) $

66
(48,452) $

(77)
15,368

(116.7)
(31.7)% $

(227)
(118,913) $

255
(121,109) $

(482)
2,196

(189.0)
(1.8)%
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Quarterly Discussion
Selling, General and Administrative. Selling, general and administrative expense decreased by $2.9 million in the current year period, primarily related
to $0.8 million of decreased IT infrastructure and system expenses and $1.6 million of decreased professional and outside service expenses as a result of a
reduction in audit and consultancy fees.
Research and Development. Research and development expenses decreased by $3.6 million in the current period, primarily due to decreased program
activities of $6.3 million for Rolontis, partially offset by $2.2 million of increased Poziotinib process development and testing expenses and $0.6 million of
increased personnel-related expenses.
Total Other Income (Expense). Total other income (expense) increased by $9.0 million due to $9.0 million of unrealized gains recorded from our equity
holdings compared to the prior year period.
Year to Date Discussion
Selling, General and Administrative. Selling, general and administrative expenses decreased $3.1 million in the current year period, primarily related to
$2.8 million of decreased professional and outside service expenses as a result of a reduction in audit and consultancy fees and $0.3 million of decreased
personnel related expense compared to the prior period.
Research and Development. Research and development expenses increased by $7.1 million in the current period, primarily due to (i) increased program
activities of $9.0 million for poziotinib, and (ii) $3.7 million of increased personnel-related expenses. These increases were partially offset by (i) $4.7 million of
decreased program activities for Rolontis, and (ii) $1.6 million of decreased spend related to our early stage compounds.
Total Other Expense. Total other expense decreased by $6.7 million in the current year period primarily due to an increase of (i) $3.2 million in the
market value of our equity holdings, (ii) $3.9 million of realized gains from the sale of our equity holdings, (iii) $0.2 million of gains from our life insurance
policies, and (iv) $0.5 million of lower currency exchange losses, compared to the prior year period. These gains were partially offset by $1.1 million of lower
interest income from our investments.
Liquidity and Capital Resources
We believe that our $133.6 million in aggregate cash, cash equivalents and marketable securities as of September 30, 2021, will be sufficient to fund our
current and planned operations for at least the next twelve months. We may however, require additional liquidity as we continue to execute our business
strategy, and in connection with opportunistic acquisitions or licensing arrangements. We anticipate that to the extent that we require additional liquidity, it will
be funded through additional equity or debt financings, or out-licensing arrangements. However, we cannot provide assurance that we will be able to obtain this
additional liquidity on terms favorable to us or our current stockholders, if at all. Additionally, our liquidity and our ability to fund our capital requirements are
also dependent on our future financial performance which is subject to various market and economic factors that are beyond our control.
Net Cash Used In Operating Activities
Net cash used in operating activities was $89.1 million for the nine months ended September 30, 2021, as compared to $88.3 million in the prior year
period. This increase in net cash used in operating activities was primarily related to increased research and development program spend.
Net Cash Provided by Investing Activities
Net cash provided by investing activities was $97.5 million for the nine months ended September 30, 2021, as compared to $16.2 million during the prior
year period. The cash provided by investing activities for the first nine months of 2021 primarily relates to $109.8 million of proceeds from maturities of our
investments and $4.4 million of proceeds received from the sale of our equity holdings. This cash received was partially offset by $16.6 million of purchased
investments and $0.1 million of purchased property and equipment.
Net Cash Provided by Financing Activities
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Net cash provided by financing activities was $53.1 million for the nine months ended September 30, 2021, as compared to $84.9 million during the prior
year period. Our cash provided by financing activities for the first nine months of 2021 primarily relates to $52.6 million of proceeds from shares of common
stock sold pursuant to an at-the-market sales agreement and $0.5 million of proceeds from employee stock purchases under our employee stock purchase plan.
Off-Balance Sheet Arrangements
We did not have any off-balance sheet arrangements during the periods presented, nor do we currently have any, as defined under SEC rules.
Item 3. Quantitative and Qualitative Disclosures about Market Risk
Not applicable.
Item 4. Controls and Procedures
Evaluation of Disclosure Controls and Procedures
Our management, with the participation of our chief executive officer and chief financial officer, evaluated the effectiveness of our disclosure controls
and procedures as of September 30, 2021. The term “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under the Exchange Act,
means controls and other procedures of a company that are designed to ensure that information required to be disclosed by a company in the reports that it files
or submits under the Exchange Act is recorded, processed, summarized and reported, within the time periods specified in the SEC’s rules and forms. These
include controls and procedures that are designed to ensure that information required to be disclosed by a company in the reports that it files or submits under
the Exchange Act is accumulated and communicated to the company’s management, including its principal executive and principal financial officers, as
appropriate, to allow timely decisions regarding required disclosure.
Based on the evaluation of our disclosure controls and procedures as of September 30, 2021, our chief executive officer and chief financial officer
concluded that, as of that date, our disclosure controls and procedures were effective.
Changes in Internal Controls Over Financial Reporting
There has been no change in our internal controls over financial reporting (as defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act) during
the third fiscal quarter of 2021 that has materially affected, or is reasonably likely to materially affect, our internal controls over financial reporting. We have
not experienced any material impact to our internal controls over financial reporting despite the fact that most of our employees are working remotely due to the
COVID-19 pandemic. We are continually monitoring and assessing the COVID-19 situation on our internal controls to minimize the impact on their design and
operating effectiveness.
Limitations on Ensuring the Effectiveness of Internal Controls
An internal control system, no matter how well conceived and operated, cannot provide more than reasonable assurance that its objectives are completely
met due to inherent limitations. Accordingly, no evaluation can provide absolute assurance that all internal control issues within a company have been detected.
As part of our ongoing activities, we continuously seek to improve the efficiency and effectiveness of our business operations and accompanying internal
controls.
Part II. Other Information
Item 1. Legal Proceedings
We are involved from time-to-time with various legal matters arising in the ordinary course of business. These claims and legal proceedings are of a
nature we believe are normal and incidental to a pharmaceutical business, and may include product liability, intellectual property, employment matters, and
other general claims. We may also be subject to derivative lawsuits from time to time.
We make provisions for liabilities when it is both probable that a liability has been incurred and the amount of the loss can be reasonably estimated. Such
provisions are assessed at least quarterly and adjusted to reflect the impact of any settlement negotiations, judicial and administrative rulings, advice of legal
counsel, and other information and events pertaining to a
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particular case. Litigation is inherently unpredictable. Although the ultimate resolution of these various matters cannot be determined at this time, we do not
believe that such matters, individually or in the aggregate, will have a material adverse effect on our consolidated results of operations, cash flows, or financial
condition.
Certain of the legal proceedings in which we are involved are discussed in Note 6(g), “Financial Commitments and Contingencies and Key License
Agreements,” to our accompanying Condensed Consolidated Financial Statements, and are hereby incorporated by reference.

Item 1A. Risk Factors
Except as set forth below, as of the date of this filing, there have been no material changes to the risk factors included in our Annual Report on Form 10K for the year ended December 31, 2020, as filed with the SEC on March 31, 2021, and our Quarterly Report on Form 10-Q for the period ended June 30, 2021,
as filed with the SEC on August 12, 2021.
Our supply of APIs and drug products is and will remain dependent upon the production capabilities of CMOs and other third-parties for related
supplies and logistical services. Some of these vendors are based overseas. If our CMOs and other suppliers are not able to meet our requirements or FDA
scrutiny, we may be unable to obtain approval for our products. Even if we do obtain approval for our products, we may be limited in our ability to meet
demand for our products, ensure regulatory compliance, or maximize profit on the future sale of our products. Any manufacturing-related disruptions
could create significant demand on our limited capital resources, and there can be no assurance that we would be able to continue as a going concern.
In addition, our dependence on these ex-U.S. vendors also subjects us to business interruption risks related to COVID-19, and/or similar outbreaks,
which could have a material adverse impact on us.
We have no internal manufacturing capacity for APIs or our drug products. We therefore have entered into agreements with CMOs and other suppliers to
supply us with APIs and our finished drug products. Success in the development and marketing of our drug products depends, in part, upon our ability to
maintain, expand and enhance these existing relationships and establish new sources of supply. The manufacture of APIs and finished drug products, including
the acquisition of compounds used in the manufacture of the finished drug products, may require considerable lead times. We have little or no control over the
production processes of third-party manufacturers, CMOs or other suppliers. Some of the third-party manufacturing facilities used in the production of APIs
and our drug products are located outside of the U.S. and require FDA approval, which they may have limited experience with obtaining. Our CMOs and other
suppliers are subject to inspection by the FDA and may receive observations that they may not be able to resolve in a timely or effective manner, which could
impact whether our products can be approved on a timely basis, if at all. We recently received a Complete Response Letter from the FDA for our Rolontis BLA
that cited various manufacturing deficiencies at our API and our fill-and-finish suppliers. There is no guarantee that the remediation efforts will be found to be
acceptable by the FDA.
The manufacture of pharmaceutical products requires significant expertise and capital investment, including the development of manufacturing and
testing techniques, process controls, and scaling of production to meet commercial requirements. Manufacturers of pharmaceutical products often encounter
difficulties during preparation for production, including technical challenges production costs, yields, quality control and assurance. If manufacturing
deficiencies are noted by the FDA at any of the manufacturing facilities utilized in our products, there can be no assurance that we, or our CMOs, can resolve
these manufacturing deficiencies on a timely basis, if at all. Any manufacturing-related disruptions could create significant demand on our limited capital
resources, and there can be no assurance that we would be able to continue as a going concern.
Our ability to source APIs and drug products is also dependent on providers of logistical services who may be subject to disruptions that we cannot
predict or sufficiently plan around. Accordingly, while we do not currently anticipate shortages of supply, circumstances could arise in which we will not have
adequate supplies to timely meet our requirements or market demand for a particular drug product could outstrip the ability of our supply source to timely
manufacture and deliver the product, thereby causing us to lose sales. In addition, our ability to make a profit on the sale of our drug products depends on our
ability to obtain favorable pricing for these arrangements.
If problems arise during the manufacture of a batch of our drug products, that batch of product may have to be discarded. This could, among other things,
lead to increased costs, lost revenue, damage to customer relations, time and expense spent investigating the cause of the problem and, depending on the cause,
similar losses with respect to other batches or products. If problems are not discovered before the product is released to the market, recall and product liability
costs may also be incurred. To the extent that one of our suppliers experiences significant manufacturing problems, this could have a material adverse effect on
our revenues and profitability.
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Reliance on CMOs entails risks to which we would not be subject if we manufactured products ourselves, including reliance on the third party for
regulatory compliance and adherence to the FDA’s current Good Manufacturing Practice (“cGMP”) requirements, the possible breach of the manufacturing
agreement by the CMO and the possibility of termination or non-renewal of the agreement by the CMO, based on its own business priorities, at a time that is
costly or inconvenient for us. Before we can obtain marketing approval for our drug products, our CMO facilities must be approved by the FDA and typically
pass a pre-approval inspection. In order to obtain FDA approval, the FDA must conclude that all of the suppliers’ manufacturing methods, equipment and
processes comply with cGMP requirements.
The cGMP requirements govern organization and personnel, buildings and facilities, equipment, control of components and drug product containers and
closures, production and process controls, packaging and labeling control, holding and distribution, laboratory controls, records and reports, and returned and
salvaged drug products. In addition, our CMOs will be subject to on-going periodic inspection by the FDA and corresponding state and foreign agencies for
compliance with their cGMP requirements, regulations and other regulatory standards. We do not have control over our CMOs’ compliance with these
regulations and standards. Any failure of our third party manufacturers or us to comply with applicable regulations, including an FDA pre-approval inspection,
periodic on-going inspection by the FDA and cGMP requirements, could result in sanctions being imposed on them or us, including warning letters, fines,
injunctions, civil penalties, failure of regulatory authorities to grant marketing approval of our products, delay, suspension or withdrawal of approvals, license
revocation, seizures or recalls of product, operation restrictions and criminal prosecutions, any of which could significantly and adversely affect our business.
Finally, our business could be adversely impacted by the effects of the COVID-19 pandemic, or by other public health emergencies. We source some of
our APIs and other materials from Asia, including China and South Korea. Due to our current reliance on these vendors for ROLONTIS and poziotinib supply,
we risk disruption in our supply chain (including restrictions on export or shipment), depending on the severity of the coronavirus outbreak and the potential
government restrictions placed on our vendors or their transports.
If our suppliers fail to deliver materials and services needed for commercial manufacturing in a timely and sufficient manner or fail to comply with
applicable regulations, and if we fail to timely identify and qualify alternative suppliers, our business, financial condition and results of operations would
be harmed and the market price of our common stock and other securities could decline.
We must rely on all of our suppliers to comply with relevant regulatory and other legal requirements, including the production of API in accordance with
the FDA’s cGMP for drug products. Although we conduct our own inspections and review and/or approve investigations of each supplier, there can be no
assurance that the FDA, upon inspection, would find that the supplier is complying with the cGMP requirements, where applicable. If a supplier fails to comply
with these requirements or the comparable requirements in foreign countries, regulatory authorities may subject them or us to regulatory action, including
criminal prosecutions, fines and suspension of the manufacture of our products. If we are required to find a new or additional supplier, we will need to evaluate
that supplier’s ability to provide material that meets regulatory requirements, including cGMP requirements, as well as our specifications and quality
requirements, which would require significant time and expense and could delay the production of our drug products. In general, if any of our suppliers is
unwilling or unable to meet its supply obligations or if we encounter delays or difficulties in our relationships with manufacturers or suppliers, and we are
unable to secure an alternative supply source in a timely manner and on favorable terms, our business, financial condition, and results of operations may be
harmed and the market price of our common stock may decline.
The ongoing COVID-19 pandemic and the future outbreak of other highly infectious or contagious diseases, could materially and adversely impact
or disrupt our business and our financial condition, results of operations, cash flows and performance.
The global health crisis caused by the COVID-19 pandemic and its resurgences has and may continue to negatively impact global economic activity,
which, despite progress in vaccination efforts, remains uncertain and cannot be predicted with confidence. In addition, a new Delta variant of COVID-19,
which appears to be the most transmissible variant to date, has begun to spread globally. The impact of the Delta variant cannot be predicted at this time, and
could depend on numerous factors, including vaccination rates among the population, the effectiveness of COVID-19 vaccines against the Delta variant, and the
response by governmental bodies and regulators. The ongoing COVID-19 pandemic has impacted our business and will likely continue to impact our business
directly and/or indirectly for the foreseeable future.
We have maintained our operations during the COVID-19 pandemic by requiring most of our employees to work remotely. Only those employees
performing essential activities that must be completed on-site are allowed in our facilities. These modifications to business activity may negatively impact
productivity and cause disruptions and delays to our business. Longer term remote working environments could increase our cyber security risk, create data
accessibility concerns, and make
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us more susceptible to communication disruptions. When we reopen our facilities, we could encounter delays in connection with implementing precautionary
measures to mitigate the risk of exposing our employees to COVID-19.
Although the COVID-19 pandemic has not materially affected our clinical development programs to date, certain of our clinical programs have seen
slower enrollment and there have also been delays in initiating new studies as a result of the COVID-19 pandemic. These delays are not seen across all our
trials and are specific to certain trials enrolling at certain sites. In the future, the COVID-19 pandemic could further adversely affect our ability to enroll and
recruit patients in current and future clinical trials, as well as delay data collection and analysis, any of which could cause a delay or denial of regulatory
approval of our product candidates. Our success is dependent on our ability to advance our development programs into later stages of clinical development.
Many pharmaceutical and biotechnology companies have indicated that their clinical trials will be delayed and enrollment of current and ongoing trials will
suffer as a result of the COVID-19 pandemic. We anticipate the potential for delays in the initiation and enrollment of planned clinical trials until the pandemic
resolves.
The COVID-19 pandemic, including the more contagious Delta variant of COVID-19, could also potentially affect the business of the FDA as well as
other health regulatory authorities, which may have slower response times or be under-resourced and, as a result, review, inspection, and other timelines may be
materially delayed. This could result in delays in our communications with these authorities and ultimately in the ability for us and our partners to have drug
products approved. In 2020 and 2021, a number of companies announced receipt of Complete Response Letters due to COVID-19 related issues including the
FDA’s inability to complete required inspections for their applications. Regulatory authorities outside the U.S. may adopt similar restrictions or other policy
measures in response to the COVID-19 pandemic and may experience delays in their regulatory activities. 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 or inspections resulting from such
disruptions could materially affect the development and study of our drug candidates.
On October 26, 2020, we announced that the FDA had deferred action on the BLA for ROLONTIS due to its inability to conduct an inspection of the
Hanmi manufacturing facility in South Korea as a result of travel restrictions associated with the COVID-19 pandemic. In early June 2021, the FDA conducted
the pre-approval inspection of the Hanmi manufacturing facility. In August 2021, we received a Complete Response Letter from the FDA regarding our BLA,
citing deficiencies related to manufacturing and indicating that a reinspection will be necessary. We are currently working on remediating the manufacturing
deficiencies and expect that this work will be complete in the fourth quarter of 2021 and plan to resubmit thereafter. However, we cannot guarantee that we,
together with our contract manufacturers, will be able to remediate the cited deficiencies in a timely manner, or at all, and we cannot predict whether the
COVID-19 pandemic will again delay or even prevent the FDA from completing any reinspections that may be required in connection with a resubmission of
the BLA for ROLONTIS.
The COVID-19 pandemic could also adversely affect our supply chain for other third party vendors for research supplies, development activities
including manufacturing of drug product for our clinical studies and testing of drug material. If any of the vendors in our supply chain of products or services
are severely affected from the COVID-19 pandemic, it will adversely affect our ability to continue our research and development activities and also continue
our clinical trial activities. Disruptions to our business operations or operations of our third-party manufacturers and CROs on which we rely to conduct our
clinical trials could be significant and of undetermined length. Significant restrictions or bans on travel could impede, delay, limit or prevent our employees and
CROs from continuing research and development activities.
The COVID-19 pandemic, including the recent Delta variant, and mitigation measures have continued to adversely impact global economic conditions
which could have an adverse effect on our business and financial condition, including impairment of our ability to raise capital when needed. The trading prices
for biopharmaceutical companies’ stock have been highly volatile as a result of the COVID-19 pandemic. In addition, the continued spread of COVID-19 could
cause a recession, depression, or other sustained adverse market event which could materially and adversely affect our business and the value of our common
shares. In particular, it is unclear how our business may be affected by the emergence of new variants of COVID-19, such as the Delta variant, and recent
resurgence in number and rates of COVID-19 infections. Furthermore, to the extent the ongoing COVID-19 pandemic adversely affects our operations and
business, it may also heighten the other risks described in our Annual Report on Form 10-K for the year ended December 31, 2020, and other filings that we
have made with the SEC.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds
None.

Item 3. Defaults Upon Senior Securities
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None.

Item 4. Mine Safety Disclosure
Not applicable.

Item 5.

Other Information
None.
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Item 6. Exhibits
Incorporated by Reference
Exhibit
Number

2.1
3.1
3.2
31.1
31.2
32.1
32.2
101.INS
101.SCH
101.CAL
101.DEF
101.LAB
101.PRE
104

Description

Asset Purchase Agreement, dated January 17, 2019, by and among
Spectrum Pharmaceuticals, Inc., Acrotech Biopharma LLC and
Aurobindo Pharma USA, Inc.
Restated Certificate of Incorporation.
Third Amended and Restated Bylaws
Certification of Principal Executive Officer, pursuant to Rule 13a14(a)/15d-14(a) promulgated under the Securities Exchange Act of
1934.
Certification of Principal Financial Officer, pursuant to Rule 13a14(a)/15d-14(a) promulgated under the Securities Exchange Act of
1934.
Certification of Principal Executive Officer pursuant to Rule 13a14(b)/15d-14(b) promulgated under the Securities Exchange Act of 1934
and 18 U.S.C. Section 1350.
Certification of Principal Financial Officer pursuant to Rule 13a14(b)/15d-14(b) promulgated under the Securities Exchange Act of 1934
and 18 U.S.C. Section 1350.
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.
Inline XBRL Taxonomy Extension Schema Document.
Inline XBRL Taxonomy Extension Calculation Linkbase Document.
Inline XBRL Taxonomy Extension Definition Linkbase Document.
Inline XBRL Taxonomy Extension Label Linkbase Document.
Inline XBRL Taxonomy Extension Presentation Linkbase Document.
Cover Page Interactive Data File (formatted as Inline XBRL and
contained in Exhibit 101 filed herewith).
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Form

Form No.

Exhibit

Filing Date

8-K

001-35006

10.1

1/17/2019

8-K
8-K

001-35006
001-35006

3.1
3.1

6/18/18
3/29/2018

Filed/Furnished
Herewith

X
X
X
X
X
X
X
X
X
X
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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.
SPECTRUM PHARMACEUTICALS, INC.
Date:

November 10, 2021

By:

/s/ Kurt A. Gustafson
Kurt A. Gustafson
Executive Vice President and Chief Financial Officer
(Authorized Signatory and Principal Financial and Accounting Officer)
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Exhibit 31.1
CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER
I, Joseph W. Turgeon, certify that:
1.

I have reviewed this quarterly report on Form 10-Q of Spectrum Pharmaceuticals, 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 that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and
(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.
November 10, 2021

/s/ JOSEPH W. TURGEON
Joseph W. Turgeon
President and Chief Executive Officer
(Chief Executive Officer)

Exhibit 31.2
CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER
I, Kurt A. Gustafson, certify that:
1.

I have reviewed this quarterly report on Form 10-Q of Spectrum Pharmaceuticals, 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 that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

5.

The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and
(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.

November 10, 2021

/s/ Kurt A. Gustafson
Kurt A. Gustafson
Executive Vice President and Chief Financial Officer
(Principal Financial Officer)

Exhibit 32.1
CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER
I, Joseph W. Turgeon, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to my
knowledge, the Quarterly Report of Spectrum Pharmaceuticals, Inc. on Form 10-Q for the quarterly period ended September 30, 2021 (the “Report”) fully
complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934 and that information contained in the Report fairly presents in
all material respects the financial condition and results of operations of Spectrum Pharmaceuticals, Inc.

Date:

November 10, 2021

By:
Name:
Title:

/s/ JOSEPH W. TURGEON
Joseph W. Turgeon
Chief Executive Officer and President

This certification accompanies the Report pursuant to Rule 13a-14(b) under the Securities Exchange Act of 1934 and 18 U.S.C. Section 1350 and shall not be
deemed filed by the Company for purposes of Section 18 of the Securities and Exchange Act of 1934, or otherwise subject to the liability of that section. This
certification shall not be deemed to be incorporated by reference into any filing under the Securities Act of 1933, or, the Securities Exchange Act of 1934,
except to the extent that the Company specifically incorporated by reference.

Exhibit 32.2
CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER
I, Kurt A. Gustafson, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to my
knowledge, the Quarterly Report of Spectrum Pharmaceuticals, Inc. on Form 10-Q for the quarterly period ended September 30, 2021 (the “Report”) fully
complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934 and that information contained in the Report fairly presents in
all material respects the financial condition and results of operations of Spectrum Pharmaceuticals, Inc.

Date:

November 10, 2021

By:
Name:
Title:

/s/ Kurt A. Gustafson
Kurt A. Gustafson
Executive Vice President and Chief Financial Officer

This certification accompanies the Report pursuant to Rule 13a-14(b) under the Securities Exchange Act of 1934 and 18 U.S.C. Section 1350 and shall not be
deemed filed by the Company for purposes of Section 18 of the Securities and Exchange Act of 1934, or otherwise subject to the liability of that section. This
certification shall not be deemed to be incorporated by reference into any filing under the Securities Act of 1933, or, the Securities Exchange Act of 1934,
except to the extent that the Company specifically incorporated by reference.

