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PART I - FINANCIAL INFORMATION
ITEM 1. FINANCIAL STATEMENTS
HISTOGEN INC. AND SUBSIDIARIES
CONDENSED CONSOLIDATED BALANCE SHEETS
(In thousands, except share and per share amounts)
September 30,
2020

December 31,
2019

(unaudited)
Assets
Current assets:
Cash and cash equivalents
Restricted cash
Accounts receivable, net
Inventories
Prepaid and other current assets
Total current assets
Restricted cash
Property and equipment, net
Right-of-use assets
Other assets
Total assets

$

$

Liabilities, Convertible Preferred Stock and Stockholders’ Equity (Deficit)
Current liabilities:
Accounts payable
Accrued liabilities
Current portion of Paycheck Protection Program loan
Current portion of lease liabilities
Current portion of deferred revenue
Total current liabilities
Noncurrent Paycheck Protection Program loan
Noncurrent portion of lease liabilities
Noncurrent portion of deferred revenue
Other liabilities
Total liabilities
Commitments and contingencies (Note 10)
Convertible preferred stock, $0.001 par value; no shares and 73,000,000 shares authorized
at September 30, 2020 and December 31, 2019, respectively; no shares and 5,046,154 shares
issued and outstanding at September 30, 2020 and December 31, 2019, respectively;
liquidation preference of $0 and $40,294 at September 30, 2020 and December 31, 2019,
respectively
Stockholders’ Equity (Deficit)
Preferred stock, $0.0001 par value; 10,000,000 shares and no shares authorized at
September 30, 2020 and December 31, 2019, respectively; no shares issued and outstanding
at September 30, 2020 and December 31, 2019
Common stock, $0.0001 par value; 200,000,000 shares and 105,000,000 shares
authorized at September 30, 2020 and December 31, 2019, respectively; 12,487,973 shares
and 3,343,356 shares issued and outstanding at September 30, 2020 and
December 31, 2019, respectively
Additional paid-in capital
Accumulated deficit
Total Histogen Inc. stockholders’ equity (deficit)
Noncontrolling interest
Total equity (deficit)
Total liabilities, convertible preferred stock and stockholders’ equity (deficit)

$

$

$

1,130
553
39
—
103
1,825
428
4,749
123
315
7,440

$

$

2,065
10
110
106
167
2,458
—
320
95
69
2,942

808
446
—
108
19
1,381
—
—
138
321
1,840

—

39,070

—

—

1
66,638
(59,194)
7,445
(933)
6,512
13,952

See accompanying notes to the unaudited condensed consolidated financial statements.
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6,649
10
171
453
699
7,982
250
295
4,334
1,091
13,952

$

—
6,864
(43,933)
(37,069)
(899)
(37,968)
2,942

HISTOGEN INC. AND SUBSIDIARIES
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
(In thousands, except share and per share amounts)
Three Months Ended September 30,
2020
2019

Revenues:
License
Product
Grant
Professional services
Total revenues
Operating expenses:
Cost of product revenue
Cost of professional services revenue
Acquired in-process research and development
Research and development
General and administrative
Total operating expenses
Loss from operations
Other income (expense):
Change in fair value of warrant liabilities
Interest income (expense), net
Other income
Total other income (expense)
Net loss
Net loss attributable to noncontrolling interest
Net loss attributable to common stockholders

$

Net loss per share attributable to common stockholders, basic and diluted
Weighted-average common shares used to compute net loss
per share attributable to common stockholders, basic and diluted

5
419
—
71
495

$

5
190
—
119
314

Nine Months Ended September 30,
2020
2019

$

$

7,515
1,956
150
272
9,893

263
62
—
1,534
1,982
3,841
(3,346)

81
104
—
673
1,202
2,060
(1,746)

424
248
7,144
4,362
4,753
16,931
(15,350)

$

—
(25)
108
83
(3,263)
14
(3,249)

$

30
18
—
48
(1,698)
4
(1,694)

$

—
(53)
108
55
(15,295)
34
(15,261)

$

113
(677)
21
(656)

$

(0.27)

$

(0.51)

$

(2.06)

$

(0.20)

12,169,173

3,343,356

See accompanying notes to the unaudited condensed consolidated financial statements.
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877
419
—
285
1,581

7,425,051

873
237
2,250
2,716
4,607
10,683
(790)
77
36

3,328,549

HISTOGEN INC. AND SUBSIDIARIES
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF CONVERTIBLE
PREFERRED STOCK AND STOCKHOLDERS’ EQUITY (DEFICIT)
(In thousands, except share amounts)

Convertible
Preferred Stock
Shares
Amount

Balance at June 30, 2020
Issuance of common stock, net of
issuance costs
Stock-based compensation
Net loss
Balance at September 30, 2020

—
—
—
—
—

$

—

11,812,493

$

—
—
—
—

675,480
—
—
12,487,973

Convertible
Preferred Stock
Shares
Amount

Balance at June 30, 2019
Issuance of common stock upon
net exercise of stock options
Stock-based compensation
Net loss
Balance at September 30, 2019

5,046,154
—
—
—
5,046,154

Additional
Paid-in
Capital

Common Stock
Shares
Amount

$

1

$

—
—
—
1

Common Stock
Shares
Amount

$

39,070

3,327,198

$

—
—
—
39,070

16,158
—
—
3,343,356

$

—

$

—
—
—
—

$

65,176

$

1,337
125
—
66,638

Additional
Paid-in
Capital

$

6,640

$

—
115
—
6,755

Accumulated
Deficit

Total
Histogen Inc.
Stockholders’
Equity
(Deficit)

Noncontrolling
Interest

$

(55,945)

$

9,232

$

(919)

$ 8,313

$

—
—
(3,249)
(59,194)

$

1,337
125
(3,249)
7,445

$

—
—
(14)
(933)

1,337
125
(3,263)
$ 6,512

Accumulated
Deficit

Total
Histogen Inc.
Stockholders’
Equity
(Deficit)

Noncontrolling
Interest

$

(39,929)

$

(33,289)

$

(881)

$ (34,170)

$

—
—
(1,694)
(41,623)

$

—
115
(1,694)
(34,868)

$

—
—
(4)
(885)

—
115
(1,698)
$ (35,753)

See accompanying notes to the unaudited condensed consolidated financial statements.
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Total
Equity
(Deficit)

Total
Equity
(Deficit)

HISTOGEN INC. AND SUBSIDIARIES
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF CONVERTIBLE
PREFERRED STOCK AND STOCKHOLDERS’ EQUITY (DEFICIT)
(In thousands, except share amounts)

Convertible
Preferred Stock
Shares
Amount

Balance at December 31, 2019
Issuance of common stock upon
exercise of stock options
Issuance of common stock to
former stockholders of Conatus
upon Merger
Conversion of convertible
preferred stock into common
stock upon Merger
Issuance of common stock, net of
issuance costs
Stock-based compensation
Net loss
Balance at September 30, 2020

5,046,154

$

$

$

28,684

—

40

—

40

—

40

—

—

3,394,299

—

18,872

—

18,872

—

18,872

5,046,154

1

39,069

—

39,070

—

39,070

675,480
—
—
12,487,973

—
—
—
1

1,337
456
—
66,638

1,337
456
(15,261)
7,445

—
—
(34)
(933)

1,337
456
(15,295)
$ 6,512

$

—
—
—
—

4,813,274

$

$

Common Stock
Shares
Amount

$

$

$

(899)

Accumulated
Deficit

Total
Histogen Inc.
Stockholders’
Equity
(Deficit)

Noncontrolling
Interest

$

$

$

—

—

—

—

—

—

—

—

—

21,885

—

115

—

115

—

115

49,144

513

—

—

—

—

—

—

—

167,323

1,750

—

—

—

—

—

—

—

—
—
—
5,046,154

—
—
—
39,070

29,367
—
—
3,343,356

—
—
—
—

—
329
—
6,755

—
—
(656)
(41,623)

$

(34,656)

—
329
(656)
(34,868)

See accompanying notes to the unaudited condensed consolidated financial statements.
6

$

(864)

Total
Equity
(Deficit)

124

$

(40,967)

$ (37,968)

16,413

$

6,311

—
(15,261)
(59,194)

(37,069)

3,292,104

$

—

Additional
Paid-in
Capital

$

(43,933)

36,683

$

$

$

6,864

$

—

—
—
—
—

$

Total
Equity
(Deficit)

—

(39,070)

—

Noncontrolling
Interest

3,343,356

(5,046,154)

$

Accumulated
Deficit

39,070

Convertible
Preferred Stock
Shares
Amount

Balance at December 31, 2018
Issuance of Series B convertible
preferred stock for Lordship
Indemnification
Issuance of common stock for
Lordship Indemnification
Issuance of Series D convertible
preferred stock, net of issuance
costs
Issuance of Series D for PUR
settlement
Issuance of common stock upon
net exercise of stock options
Stock-based compensation
Net income
Balance at September 30, 2019

Additional
Paid-in
Capital

Common Stock
Shares
Amount

Total
Histogen Inc.
Stockholders’
Equity
(Deficit)

—
—
(21)
(885)

$ (35,520)

—
329
(677)
$ (35,753)

HISTOGEN INC. AND SUBSIDIARIES
UNAUDITED CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(In thousands)
Nine Months Ended September 30,
2020
2019

Cash flows from operating activities
Net loss
Adjustments to reconcile net loss to net cash (used in) provided
by operating activities:
Acquired in-process research and development
Depreciation and amortization
Stock-based compensation
Loss on disposal of property and equipment
Write-off of inventory
Change in fair value of warrant liabilities
Changes in operating assets and liabilities:
Accounts receivable
Inventories
Prepaid expenses and other current assets
Other assets
Accounts payable
Accrued liabilities
Right-of-use asset and lease liabilities, net
Deferred revenue
Net cash (used in) provided by operating activities
Cash flows from investing activities
Cash acquired in connection with the Merger
Cash paid for acquisition related costs
Cash paid for property and equipment
Net cash provided by (used in) investing activities
Cash flows from financing activities
Repayment of finance lease obligations
Proceeds from sales of common stock, net of issuance costs
Proceeds from promissory notes
Payments on promissory notes
Proceeds from the exercise of stock options
Proceeds from Payroll Protection Program Loan
Proceeds from the issuance of Series D convertible preferred stock, net
Net cash provided by financing activities
Net increase in cash, cash equivalents and restricted cash
Cash, cash equivalents and restricted cash, beginning of period
Cash, cash equivalents and restricted cash, end of period

$

(15,295)

$

Reconciliation of cash, cash equivalents and restricted cash to the
consolidated balance sheets
Cash and cash equivalents
Restricted cash
Total cash, cash equivalents and restricted cash

$

$

(677)

7,144
74
456
—
186
—

1,750
107
329
7
—
(77)

(61)
(533)
(122)
(127)
(197)
80
346
69
(7,980)

120
(133)
(107)
82
132
(256)
(56)
(826)
395

12,835
(1,811)
(49)
10,975

—
—
(152)
(152)

(5)
1,337
500
(500)
40
467
—
1,839
4,834
2,075
6,909

(25)
—
—
—
—
—
513
488
731
3,037
3,768

$

$

$

6,649
260
6,909

$

3,758
10
3,768

Noncash investing and financing activities
Right-of-use asset obtained in exchange for operating lease liability

$

4,481

$

619

Right-of-use asset obtained in exchange for finance lease liability

$

—

$

40

Conversion of convertible preferred stock into common stock

$

39,070

$

—

Issuance of common stock to Conatus stockholders

$

18,872

$

—

Net assets acquired in Merger

$

710

$

—

Acquisition related costs included in accounts payable

$

6

$

—

Issuance of Series B preferred stock for Lordship Indemnification (Note 11)

$

—

$

124

Issuance of common stock for Lordship Indemnification (Note 11)

$

—

$

115

See accompanying notes to the unaudited condensed consolidated financial statements.
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HISTOGEN INC. AND SUBSIDIARIES
NOTES TO UNAUDITED CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
1. Description of Business, Basis of Presentation and Summary of Significant Accounting Policies
Description of Business
Histogen Inc. (the “Company,” “Histogen,” or the “combined company”), formerly known as Conatus Pharmaceuticals Inc. (“Conatus”), was incorporated
in the state of Delaware on July 13, 2005. The Company is a clinical-stage therapeutics company focused on developing potential first-in-class restorative
therapeutics that ignite the body’s natural process to repair and maintain healthy biological function. The therapeutics are designed for aesthetic and
therapeutic applications based upon the Company’s unique technology that utilizes proteins and growth factors produced by hypoxia-induced multipotent
cells. The Company has a robust portfolio of product candidates derived from one core technology process that fulfills market needs without using
embryonic stem cells or animal components. The Company’s products are all covered by patented technologies which focus on replacing and regenerating
tissues in the body.
The Company’s lead drug candidate, HST-001, is a hair stimulating complex (“HSC”) intended to be a physician-administered therapeutic for alopecia
(hair loss). Phase 1 and Phase 1/2 clinical trials of HSC have been completed outside the United States, with results that produced significant efficacy and a
clear safety profile and margin. A Phase 1 clinical trial of HSC in the United States under a Food and Drug Administration (“FDA”) approved
Investigational New Drug (“IND”) has been completed and reports filed with the FDA in 2019. In 2019, the Company established HST-001 as the program
identifier for HSC development and expanded its product pipeline to include HST-002 (dermal filler) and HST-003 (knee cartilage) as its other lead
development programs. The Company has also developed a non-prescription topical skin care ingredient that currently generates revenue from customers
who formulate the ingredient into their skin care product lines. The Company also retained development and commercialization rights to emricasan, an
asset previously developed by Conatus (see Note 6), and on October 26, 2020, the Company entered into a Collaborative Development and
Commercialization Agreement (the “Collaboration Agreement”) with Amerimmune LLC (“Amerimmune”), pursuant to which the Company and
Amerimmune agreed to jointly develop emricasan, an orally active pan-caspase inhibitor, for the potential treatment of COVID-19 (see Note 12).
Merger between Private Histogen and Conatus Pharmaceuticals Inc. and Name Change
On January 28, 2020, the Company, then operating as Conatus, entered into an Agreement and Plan of Merger and Reorganization, as amended (the
“Merger Agreement”), with privately-held Histogen Inc. (“Private Histogen”) and Chinook Merger Sub, Inc., a wholly-owned subsidiary of the Company
(“Merger Sub”). Under the Merger Agreement, Merger Sub merged with and into Private Histogen, with Private Histogen surviving as a wholly-owned
subsidiary of the Company (the “Merger”). On May 26, 2020, the Merger was completed. Conatus changed its name to Histogen Inc., and Private
Histogen, which remains as a wholly-owned subsidiary of the Company, changed its name to Histogen Therapeutics Inc. On May 27, 2020, the combined
company’s common stock began trading on The Nasdaq Capital Market under the ticker symbol “HSTO”.
Except as otherwise indicated, references herein to “Histogen,” the “Company,” or the “combined company”, refer to Histogen Inc. on a post-Merger basis,
and the term “Private Histogen” refers to the business of privately-held Histogen Inc., prior to completion of the Merger. References to Conatus refer to
Conatus Pharmaceuticals Inc. prior to completion of the Merger.
Pursuant to the terms of the Merger Agreement, each outstanding share of Private Histogen common stock outstanding immediately prior to the closing of
the Merger was converted into approximately 0.14342 shares of Company common stock (the “Exchange Ratio”), after taking into account the Reverse
Stock Split, as defined below. Immediately prior to the closing of the Merger, all shares of Private Histogen preferred stock then outstanding were
exchanged into shares of common stock of Private Histogen. In addition, all outstanding options exercisable for common stock of Private Histogen and
warrants exercisable for common stock of Private Histogen became options and warrants exercisable for the same number of shares of common stock of
the Company multiplied by the Exchange Ratio. Immediately following the Merger, stockholders of Private Histogen owned approximately 71.3% of the
outstanding common stock of the combined company.
The transaction was accounted for as a reverse asset acquisition in accordance with generally accepted accounting principles in the United States of
America (“GAAP”). Under this method of accounting, Private Histogen was deemed to be the accounting acquirer for financial reporting purposes. This
determination was primarily based on the facts that, immediately following the Merger: (i) Private Histogen’s stockholders owned a substantial majority of
the voting rights in the combined company, (ii) Private Histogen designated a majority of the members of the initial board of directors of the combined
company, and (iii) Private Histogen’s senior management holds all key positions in the senior management of the combined company. As a result, as of the
closing date of the Merger, the net assets of the Company were recorded at their acquisition-date relative fair values in the accompanying condensed
consolidated financial statements of the Company and the reported operating results prior to the Merger are those of Private Histogen.
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Reverse Stock Split and Exchange Ratio
On May 26, 2020, in connection with, and prior to the completion of, the Merger, the Company effected a one-for-ten reverse stock split of its then
outstanding common stock (the “Reverse Stock Split”). The par value and the authorized shares of the common stock were not adjusted as a result of the
Reverse Stock Split. All of the Company’s issued and outstanding common stock have been retroactively adjusted to reflect this Reverse Stock Split for all
periods presented. All issued and outstanding Private Histogen common stock, convertible preferred stock, options and warrants prior to the effective date
of the Merger have been retroactively adjusted to reflect the Exchange Ratio for all periods presented.
Liquidity and Going Concern
From inception and through September 30, 2020, the Company has accumulated losses of $59.2 million and expects to incur operating losses and generate
negative cash flows from operations for the foreseeable future. As of September 30, 2020, the Company had $6.6 million in cash and cash equivalents.
The Company has not yet established ongoing sources of revenues sufficient to cover its operating costs and will need to continue to raise additional capital
to support its future operating activities, including progression of its development programs, preparation for commercialization, and other operating costs.
Management’s plans with regard to these matters include entering into a combination of additional debt or equity financing arrangements, government
funding, strategic partnerships, collaboration and licensing arrangements, or other similar arrangements. In addition, the Company may fund its losses from
operations through the common stock purchase agreement the Company entered into with Lincoln Park in July 2020, for the purchase of up to $10.0
million of the Company’s common stock over the 24 month period of the purchase agreement, $8.5 million of which remains available for sale as of the
date these condensed consolidated financial statements were available to be issued (see Note 9), subject to limitations on the amount of securities the
Company may sell under its effective registration statement on Form S-3 within any 12 month period. There can be no assurance that the Company will be
able to obtain additional financing on terms acceptable to the Company, on a timely basis or at all. As stated above and more fully discussed in Note 6, the
Merger with Conatus was completed on May 26, 2020, which provided the Company approximately $12.8 million in cash and cash equivalents. However,
additional funding will be required for the Company to sustain operations beyond twelve months from the date these condensed consolidated financial
statements were available to be issued as the Company expects an increase in cash outflows as compared to its historical spend for its planned clinical trial
activities over the next twelve months.
The condensed consolidated financial statements have been prepared assuming that the Company will continue as a going concern, which contemplates the
realization of assets and the satisfaction of liabilities and commitments in the normal course of business. Based on the above, there is substantial doubt
about the Company’s ability to continue as a going concern within one year from the date the condensed consolidated financial statements are available to
be issued. The condensed consolidated financial statements do not include any adjustments to reflect the possible future effects on the recoverability and
classification of assets or the amounts and classification of liabilities that may result from the outcome of this uncertainty.
Basis of Presentation and Principles of Consolidation
The condensed consolidated financial statements include the accounts of the Company and its controlled subsidiaries, including Histogen Therapeutics,
Inc., and have been prepared in accordance with accounting principles generally accepted in the United States (“GAAP”). All intercompany balances and
transactions have been eliminated upon consolidation.
The Company acquired Centro De Investigacion de Medicina Regenerativa, S.A. de C.V. (“CIMRESA”), a company in Mexico, during 2018 to facilitate a
potential clinical development program for HSC. This is a wholly-owned subsidiary intended to pursue registration with the COFEPRIS (Mexico
equivalent to FDA). CIMRESA had no operational or financial activity for the three and nine months ended September 30, 2020 and 2019.
The Company holds a majority interest in Adaptive Biologix, Inc. (“AB”, formerly Histogen Oncology, LLC). AB was formed to develop and market
applications for the treatment of cancer. The Company consolidates AB into its condensed consolidated financial statements.
Reclassifications
Certain prior period amounts related to the acquisition of in-process research and development assets from the Company’s former unconsolidated affiliate,
PUR Biologics, LLC (“PUR”), have been reclassified from research and development expense to acquired in-process research and development expense on
the accompanying condensed consolidated statements of operations and cash flows to conform to the current period presentation. In addition, certain prior
period amounts have been reclassified from research and
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development expenses to cost of product revenue due to an immaterial error identified by the Company. These reclassifications have no effect on
previously reported net income (loss), Stockholders’ equity (deficit) or cash flows from operating activities.
Unaudited Interim Financial Information
The unaudited condensed consolidated financial statements as of September 30, 2020, and for the three and nine months ended September 30, 2020 and
2019, have been prepared in accordance with the rules and regulations of the Securities and Exchange Commission (SEC) and GAAP. Accordingly, these
condensed consolidated financial statements do not include all of the information and footnotes required by GAAP for complete financial statements. In the
opinion of Management, these unaudited interim condensed consolidated financial statements contain all adjustments necessary, all of which are of a
normal and recurring nature, to present fairly the Company’s financial position, results of operations and cash flows. Interim results are not necessarily
indicative of results for a full year or future periods. These condensed consolidated financial statements should be read in conjunction with the Company’s
audited consolidated financial statements for the year ended December 31, 2019 included in our prospectus dated April 1, 2020, filed with the Securities
and Exchange Commission pursuant to Rule 424(b) under the Securities Act, relating to the Registration Statement on Form S-4, as amended (File No.
333-236332).
Use of Estimates
The preparation of condensed consolidated financial statements in conformity with GAAP requires management to make estimates and assumptions that
affect the reported amounts of assets, liabilities and the disclosure of contingent assets and liabilities and contingencies at the date of the condensed
consolidated financial statements and the reported amounts of revenues and expenses during the periods presented. Management believes that these
estimates and assumptions are reasonable, however, actual results may differ and could have a material effect on future results of operations and financial
position. Though the impact of the COVID-19 pandemic to our business and operating results presents additional uncertainty, we continue to use the best
information available to us in our critical accounting estimates.
Significant estimates and assumptions include the useful lives of property and equipment, discount rates used in recognizing contracts containing leases,
unrecognized tax benefits, reserves for excess or obsolete inventory, stock-based compensation, and best estimate of standalone selling price of revenue
deliverables. Actual results may materially differ from those estimates.
Variable Interest Entities
The Company determined that AB is a variable interest entity (“VIE”) and that the Company is its primary beneficiary. The Company holds greater than
50% of the shares and has the authority to manage the business and affairs of the VIE. AB’s other shareholder does not have a controlling interest.
On January 12, 2018, AB was converted into a traditional C corporation, a Delaware corporation, under a Plan of Conversion agreement between the
Company and the other member of the limited liability company, Wylde, LLC (“Wylde”). The entity structure change eliminated some of the special rights
Wylde had under the LLC charter and gave the Company more control over the voting rights under the new corporate structure. The Plan of Conversion
called for 3,800,000 common stock shares of AB to be issued to the Company and Wylde in proportion to their interest in the LLC immediately before the
agreement was executed. Contemporaneously, the Company offered to purchase, and Wylde agreed to sell, 100,000 of the AB common shares for $1.00 per
share for a total price of $0.1 million. The completion of this transaction among the stockholders of AB resulted in Histogen owning 2,600,000 common
shares or approximately 68% of AB.
A VIE is typically an entity for which the Company has less than a 100% equity interest but controls the decision making over the business and affairs of
the entity, directs the decisions driving the economic performance of such entity and participates in the profit and losses of such an entity. The Company
weighed both quantitative and qualitative information about the different risks and reward characteristics of each entity and the significance of that entity to
the consolidating group in the aggregate.
Segment Reporting
Operating segments are identified as components of an enterprise about which separate discrete financial information is available for evaluation by the
chief operating decision-maker, the Chief Executive Officer, in making decisions regarding resource allocation and assessing performance. The Company
views its operations and manages its business as one operating segment.
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Cash, Cash Equivalents and Restricted Cash
The Company considers all highly liquid investments purchased with an original maturity date of ninety days or less to be cash equivalents. Cash and cash
equivalents include cash in readily available checking, money market accounts and brokerage accounts.
The Company’s current restricted cash consists of cash held as collateral for the issuer of its credit card accounts. Noncurrent restricted cash consists of
collateral for a letter of credit issued as a security deposit for the lease of the Company’s headquarters and is required to be held throughout the lease term.
Risks and Uncertainties
Credit Risk
At certain times throughout the year, the Company may maintain deposits in federally insured financial institutions in excess of federally insured limits.
The Company has not experienced any losses in such accounts and believes it is not exposed to significant risk on its cash balances due to the financial
position of the depository institutions in which those deposits are held.
Customer Risk
During the three months ended September 30, 2020 and 2019, one customer accounted for 100% and 39% of total revenues, respectively. During the nine
months ended September 30, 2020 and 2019, one customer accounted for 100% and 94% of total revenues, respectively. Accounts receivable from the
customer was $0.1 million at September 30, 2020 and December 31, 2019.
COVID-19
On January 30, 2020, the World Health Organization (“WHO”) announced a global health emergency because of a new strain of coronavirus originating in
Wuhan, China (the “COVID-19 outbreak”) and the risks to the international community as the virus spreads globally beyond its point of origin. In March
2020, the WHO classified the COVID-19 outbreak as a pandemic, based on the rapid increase in exposure globally.
The full impact of the COVID-19 outbreak continues to evolve as of the date these condensed consolidated financial statements were available to be issued.
As such, it is uncertain as to the full magnitude that the pandemic will have on the Company’s financial condition, liquidity, and future results of
operations. Management is actively monitoring the situation on its financial condition, liquidity, operations, customers, suppliers, industry, and workforce.
Given the daily evolution of the COVID-19 outbreak and the response to curb its spread, the Company is not able to estimate the effects of the COVID-19
outbreak to its results of operations, financial condition, or liquidity for fiscal year 2020.
On March 27, 2020, President Trump signed into law the Coronavirus Aid, Relief and Economic Security Act (the “CARES Act”). The CARES Act,
among other things, includes provisions relating to refundable payroll tax credits, deferment of employer side social security payments, net operating loss
carryback periods, alternative minimum tax credit refunds, modifications to the net interest deduction limitations, increased limitations on qualified
charitable contributions and technical corrections to tax depreciation methods for qualified improvement property. The Company continues to examine the
impact that the CARES Act may have on its business. Currently, the Company is unable to determine the impact that the CARES Act will have on its
financial condition, results of operations, or liquidity. The CARES Act also appropriated funds for the U.S. Small Business Administration Paycheck
Protection Program (“PPP”) loans that are forgivable in certain situations to promote continued employment, as well as Economic Injury Disaster Loans to
provide liquidity to small businesses harmed by COVID-19. Refer to Note 8 – Paycheck Protection Program Loan for further information.
Accounts Receivable
Accounts receivable are generally due within 30 days and are recorded net of the allowance for doubtful accounts. The allowance is based on an analysis of
historical bad debt, current receivables aging and expected future write-offs of uncollectible accounts, as well as an assessment of specific identifiable
accounts considered at risk or uncollectible. Additions to the allowance for doubtful accounts include provisions for bad debt and deductions from the
allowance for doubtful accounts include customer write-offs. Provision for doubtful accounts was not material for all periods presented.
Inventories
Inventories, consisting of raw materials, work in process, and finished goods, are valued at the lower of cost (first-in, first-out method) or net realizable
value. The Company writes down excess and obsolete inventory to its estimated net realizable value based on
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management’s review of inventories on hand compared to estimated future usage and sales, shelf-life and assumptions about the likelihood of
obsolescence. The cost components of work in process and finished goods inventories include raw materials, direct labor and an allocation of the
Company’s overhead.
Property and Equipment
Property and equipment are reported net of accumulated depreciation and amortization and are comprised of office furniture and equipment, lab and
manufacturing equipment, and leasehold improvements. Ordinary maintenance and repairs are charged to expense, while expenditures that extend the
physical or economic life of the assets are capitalized. Furniture and all equipment are depreciated over their estimated useful lives, or five years, using the
straight-line method. Leasehold improvements are amortized over their estimated useful lives and limited by the remaining term of the building lease, using
the straight-line method.
Valuation of Long-Lived Assets
Long-lived assets to be held and used, including property and equipment, are reviewed for impairment whenever events or changes in circumstances
indicate that the carrying amount of the assets may not be recoverable. As of September 30, 2020, the Company has not recognized any impairment to
long-lived assets.
Forward Purchase Contract
In late 2011, Private Histogen contracted for research services from EPS Global Research Pte. Ltd. (“EPS”) to conduct clinical trials and compile data from
a study that took place in 2011 and 2013. The unpaid amount due for the services was approximately $0.3 million.
On January 26, 2017, Private Histogen and EPS entered into a Debt Settlement and Conversion Agreement (“Settlement Agreement”) whereby Private
Histogen paid $50,000 and issued EPS 14,342 shares of Series D convertible preferred stock. The Company is required to repurchase the shares at the
higher of the remaining balance due, approximately $0.3 million at September 30, 2020 and December 31, 2019, or the market price of the shares at the
time of repurchase, but no later than December 31, 2021. The Company has the sole option to initiate the timing of the repurchase of the shares (which
were converted into shares of common stock upon the Merger) before the deadline date.
The Settlement Agreement was treated as debt subject to Accounting Standards Codification (“ASC”) 470, Debt, and a repurchase commitment under
ASC 480, Distinguishing Liabilities from Equity, which includes forward purchase contracts. In measuring the gain or loss on the extinguishment of debt
under ASC 470, the Company has compared the difference between the net carrying value of the remaining liability against the fair value of the noncash
securities, in this case the shares of Series D convertible preferred stock issued to EPS and the forward purchase contract. Based on these parameters, the
Company has determined that no gain or loss has been created by the extinguishment of the original liability at January 26, 2017, the date of the agreement,
and no effect has been recorded in the accompanying condensed consolidated statements of operations.
The Company determined the fair value of the liability to be approximately $0.3 million which is the value as if the repurchase commitment was exercised
immediately. As of September 30, 2020 and December 31, 2019, the fair value of the EPS forward contract remained at approximately $0.3 million and is
included in other liabilities in the accompanying condensed consolidated balance sheets.
Convertible Preferred Stock
Prior to the Merger, Private Histogen had shares of convertible preferred stock outstanding that were conditionally redeemable, as the redemption rights
were either within the control of the holder or subject to redemption upon the occurrence of uncertain events not solely within the Company’s control, and
were classified as temporary equity.
Comprehensive Income (Loss)
The Company is required to report all components of comprehensive income (loss), including net income (loss), in the accompanying condensed
consolidated financial statements in the period in which they are recognized. Comprehensive income (loss) is defined as the change in equity during a
period from transactions and other events and circumstances from non-owner sources, including unrealized gains and losses on investments and foreign
currency translation adjustments. Net loss and comprehensive loss were the same for all periods presented.
12

Revenue Recognition
Product and License Revenue
The Company records revenue in accordance with ASC 606, Revenue from Contracts with Customers, whereby revenue is recognized when a customer
obtains control of promised goods or services in an amount that reflects the consideration expected to be received in exchange for those goods or services.
A five-step model is used to achieve the core principle: (1) identify the customer contract, (2) identify the contract’s performance obligations, (3) determine
the transaction price, (4) allocate the transaction price to the performance obligations and (5) recognize revenue when or as a performance obligation is
satisfied. The Company applies the five-step model to contracts when it is probable that the entity will collect the consideration it is entitled to in exchange
for the goods or services it transfers to the customer. Shipping charges billed to customers are included in product revenue and the related shipping costs are
included in cost of product revenue. The Company applies the revenue recognition standard, including the use of any practical expedients, consistently to
contracts with similar characteristics and in similar circumstances (See Note 5).
Grant Awards
In March 2017, the National Science Foundation (“NSF”), a government agency, awarded the Company a research and development grant to develop a
novel wound dressing for infection control and tissue regeneration. The Company has concluded this government grant is not within the scope of ASC 606,
as government entities generally do not meet the definition of a “customer” as defined by ASC 606. Payments received under the grant are considered
conditional, non-exchange contributions under the scope of ASC 958-605, Not-for-Profit Entities – Revenue Recognition, and are recorded as revenue in
the period in which such conditions are satisfied. In reaching the determination that such payments should be recorded as revenue, management considered
a number of factors, including whether the Company is a principal under the arrangement, and whether the arrangement is significant to, and part of, the
Company’s ongoing operations.
In September 2020, the Company was approved for a grant award from the U.S. Department of Defense (“DoD”) in the amount of approximately $2.0
million to partially fund the Company’s planned Phase 1/2 clinical trial of HST-003 for regeneration of cartilage in the knee. Under the terms of the award,
the DoD will reimburse the Company for certain allowable costs. The period of performance for the grant award substantially expires in September 2025
and is subject to annual and quarterly reporting requirements. The Company will recognize funding received from the grant award as a reduction of
research and development expenses in the period in which qualifying expenses have been incurred, as the Company is reasonably assured that the expenses
will be reimbursed and the funding is collectible. For the three and nine months ended September 30, 2020, no qualifying expenses have been incurred and
there has been no reduction of research and development expenses related to the award and no amounts have been reimbursed by the DoD under the terms
of the award.
Professional Services Revenue
The Company recognizes revenue for professional services which are based upon negotiated rates with the counterparty. Professional services fees are
recognized as revenue over time when the underlying services are performed, in accordance with ASC 606, and none of the revenue recognized to date is
refundable.
Cost of Product Revenue
Cost of product revenue represents direct and indirect costs incurred to bring the product to saleable condition.
Cost of Professional Services Revenue
Cost of professional services revenue represents the Company’s costs for full-time employee equivalents and actual out-of-pocket costs.
Research and Development Expenses
All research and development costs are charged to expense as incurred. Research and development expenses primarily include (i) payroll and related costs
associated with research and development performed, (ii) costs related to clinical and preclinical testing of the Company’s technologies under development,
and (iii) other research and development costs including allocations of facility costs.
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Acquired In-Process Research and Development Expense
The Company has acquired and may continue to acquire the rights to drug candidates in various stages of development. The up-front payments to acquire a
drug candidate are immediately expensed as acquired in-process research and development, provided that the drug candidate has not obtained regulatory
approval for marketing and, absent obtaining such approval, have no alternative future use.
General and Administrative Expenses
General and administrative expenses represent personnel costs for employees involved in general corporate functions, including finance, accounting, legal
and human resources, among others. Additional costs included in general and administrative expenses consist of professional fees for legal (including
patent costs), audit and other consulting services, travel and entertainment, charitable contributions, recruiting, allocated facility and general information
technology costs, depreciation and amortization, and other general corporate overhead expenses.
Patent Costs
The Company expenses all costs as incurred in connection with patent applications (including direct application fees, and the legal and consulting expenses
related to making such applications) and such costs are included in general and administrative expenses in the accompanying condensed consolidated
statements of operations.
Income Taxes
Income taxes are accounted for under the asset and liability method. Deferred income taxes are recorded for temporary differences between consolidated
financial statement carrying amounts and the tax basis of assets and liabilities. Deferred tax assets and liabilities reflect the tax rates expected to be in effect
for the years in which the differences are expected to reverse. No income tax expense or benefit was recorded for the three and nine months ended
September 30, 2020 and 2019, due to the full valuation allowance on the Company’s net deferred tax assets. A valuation allowance is provided if it is more
likely than not that some or all the deferred tax assets will not be realized.
The Company also follows the provisions of accounting for uncertainty in income taxes which prescribes a model for the recognition and measurement of a
tax position taken or expected to be taken in a tax return, and provides guidance on derecognition, classification, interest and penalties, disclosure and
transition.
The Company’s policy is to recognize interest or penalties related to income tax matters in income tax expense. Interest and penalties related to income tax
matters were not material for the periods presented.
Net Loss Per Share
Basic net loss per share attributable to common stockholders is computed by dividing net loss attributable to common stockholders by the weightedaverage common shares outstanding during the period, without consideration for potentially dilutive securities. Diluted net loss per share attributable to
common stockholders is computed by dividing the net loss attributable to common stockholders by the weighted-average number of common shares and
potentially dilutive securities outstanding for the period. For the three and nine months ended September 30, 2020 and 2019, diluted net loss per share
attributable to common stockholders is equal to basic net loss per share attributable to common stockholders as common stock equivalent shares from stock
options and convertible preferred stock were anti-dilutive.
The following table sets forth outstanding potentially dilutive shares that have been excluded from the calculation of diluted net loss per share attributable
to common stockholders because of their anti-dilutive effect (in common stock equivalents):
September 30, 2020

Outstanding stock options
Convertible preferred stock
Warrants to purchase common stock
Warrants to purchase convertible preferred stock
Total

1,499,123
—
4,929
—
1,504,052
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September 30, 2019

1,358,588
5,046,213
3,585
107,565
6,515,951

Common Stock Valuations
Prior to the Merger, the Company was required to periodically estimate the fair value of common stock with the assistance of an independent third-party
valuation expert when issuing stock options and computing its estimated stock-based compensation expense. The assumptions underlying these valuations
represented management’s best estimates, which involved inherent uncertainties and the application of significant levels of management judgment.
In order to determine the fair value, the Company considered, among other things, contemporaneous valuations of the Company’s common stock, the
Company’s business, financial condition and results of operations, including related industry trends affecting its operations; the likelihood of achieving
various liquidity events; the lack of marketability of the Company’s common stock; the market performance of comparable publicly traded companies; and
U.S. and global economic and capital market conditions.
Stock-Based Compensation
Stock Options
The Company recognizes stock-based compensation expense over the requisite service period on a straight-line basis. Employee and director stock-based
compensation for stock options is measured based on estimated fair value as of the grant date, using the Black-Scholes option pricing model, in calculating
the fair value of option grants as of the grant date. The Company uses the following assumptions for estimating fair value of option grants:
Fair Value of Common Stock – The fair value of common stock underlying the option grant is determined based on observable market prices of the
Company’s common stock.
Expected Volatility – Volatility is a measure of the amount by which the Company’s share price has historically fluctuated or is expected to fluctuate (i.e.,
expected volatility) during a period. Due to the lack of an adequate history of a public market for the trading of the Company’s common stock and a lack of
adequate company-specific historical and implied volatility data, volatility has been estimated and based on the historical volatility of a group of similar
companies that are publicly traded. For these analyses, the Company has selected companies with comparable characteristics, including enterprise value,
risk profiles, and position within the industry, and with historical share price information sufficient to meet the expected term of the stock-based awards.
Expected Term – This is the period of time during which the options are expected to remain unexercised. Options have a maximum contractual term of ten
years. The Company estimates the expected term of stock options using the “simplified method”, whereby the expected term equals the average of the
vesting term and the original contractual term of the underlying option.
Risk-Free Interest Rate – This is the observed yield on zero-coupon U.S. Treasury securities, as of the day each option is granted, with a term that most
closely resembles the expected term of the option.
Expected Forfeiture Rate – Forfeitures are recognized as they occur.
Performance-Based Options
Stock-based compensation expense for performance-based options is recognized based on amortizing the fair market value as of the grant date over the
periods during which the achievement of the performance is probable. Performance-based options require certain performance conditions to be achieved in
order for these options to vest. These options vest on the date of achievement of the performance condition.
Market-Based Options
Stock-based compensation expense for market-based options is recognized on a straight-line basis over the derived service period, regardless of whether
the market condition is satisfied. Market-based options subject to market-based performance targets require achievement of the performance target in order
for these options to vest. The Company estimates the fair value of market-based options as of the grant date and expected term using a Monte Carlo
simulation that incorporates option-pricing inputs covering the period from the grant date through the end of the derived service period. The expected
volatility as of the grant date is estimated and based on the historical volatility of a group of similar companies that are publicly traded. The risk-free
interest rate is based on the yield on zero-coupon U.S. Treasury securities, as of the day the option is granted, with a term that most closely resembles the
expected term of the option.
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Recently Issued Accounting Pronouncements
In December 2019, the FASB issued ASU No. 2019-12, Income Taxes (Topic 740): Simplifying the Accounting for Income Taxes (“ASU 2019-12”). ASU
2019-12 simplifies the accounting for income taxes by removing certain exceptions to the general principles in Topic 740. ASU 2019-12 also improves the
consistent application, and the simplification, of other areas of Topic 740 by clarifying and amending existing guidance. ASU 2019-12 is effective for fiscal
years beginning after December 15, 2020, and interim periods within those fiscal years, with early adoption permitted. The Company is currently
evaluating the potential impact that this standard may have on its consolidated financial statements and related disclosures.
Recently Adopted Accounting Pronouncements
In June 2016, the FASB issued ASU 2016-13, Financial Instruments Credit Losses (Topic 326): Measurements of Credit Losses on Financial Instruments
(“ASU 2016-13”), which changes the impairment model for most financial assets and certain other instruments. For trade receivables and other
instruments, entities will be required to use a new forward-looking expected loss model that generally will result in the earlier recognition of allowances for
losses. For available-for-sale debt securities with unrealized losses, the losses will be recognized as allowances rather than as reductions in the amortized
cost of the securities. ASU 2016-13 is effective for fiscal years beginning after December 15, 2019, and interim periods within those periods, with early
adoption permitted. The Company adopted ASU 2016-13 on January 1, 2020. The adoption of this standard did not have a material impact on the
Company’s condensed consolidated financial statements or related disclosures.
In August 2018, the FASB issued ASU No. 2018-13, Fair Value Measurement (Topic 820): Disclosure Framework—Changes to the Disclosure
Requirements for Fair Value Measurement (“ASU 2018-13”). ASU 2018-13 removes the valuation processes for Level 3 fair value measurements and adds
the disclosure for the range and weighted-average of significant unobservable inputs used to develop Level 3 fair value measurements. ASU 2018-13 is
effective for fiscal years beginning after December 15, 2019, and interim periods within those fiscal years, with early adoption permitted. The Company
adopted ASU 2018-13 on January 1, 2020. The adoption of this standard did not have an impact on the Company’s condensed consolidated financial
statements or related disclosures.
2. Inventories
Inventories consisted of the following (in thousands):
September 30,
2020

Raw materials
Work in process
Total

$
$

116
337
453

December 31,
2019

$
$

106
—
106

As of September 30, 2020 and December 31, 2019, no finished goods were included in inventories. During the nine months ended September 30, 2020, the
Company recorded a write-off of inventory totaling $0.2 million. This amount was recognized as a component of cost of product revenue in the
accompanying condensed consolidated statements of operations.
3. Property and Equipment, Net
Property and equipment, net consisted of the following (in thousands):
September 30,
2020

Lab and manufacturing equipment
Leasehold improvements
Office furniture and equipment
Total
Less: accumulated depreciation and amortization
Property and equipment, net

$

$

1,235 $
845
157
2,237
(1,942)
295 $

December 31,
2019

1,231
845
157
2,233
(1,913)
320

Depreciation and amortization expense for the three months ended September 30, 2020 and 2019 were $24,000 and $40,000, respectively. Depreciation and
amortization expense for the nine months ended September 30, 2020 and 2019 was $0.1 million.
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4. Balance Sheet Details
Prepaid and other current assets consisted of the following (in thousands):
September 30,
2020

Insurance
Security deposit
Clinical research
Other
Total

$

466
81
13
139
699

$

December 31,
2019

$

—

$

50
117
167

—

Other assets consisted of the following (in thousands):
September 30,
2020

Insurance
Other
Total

$
$

1,016
75
1,091

December 31,
2019

$
$

—
69
69

Accrued liabilities consisted of the following (in thousands):
September 30,
2020

Current portion of finance lease liabilities
Compensation
Clinical trial and study related costs
Legal fees
Other
Total

$

$

8
272
161
2
110
553

December 31,
2019

$

$

6
182
22
169
67
446

Other liabilities consisted of the following (in thousands):
September 30,
2020

Noncurrent portion of finance lease liabilities
Forward purchase contract
Total

$
$

25
290
315

December 31,
2019

$
$

31
290
321

5. Revenues
The following is a summary description of the material revenue arrangements, including arrangements that generated revenues during the three and nine
months ended September 30, 2020 and 2019.
Edge Systems License and Supply Agreement
In 2014, the Company entered into a license and supply agreement (the “Edge Agreement”), amended May 17, 2018, with Edge Systems LLC (“Edge”),
which was terminated in October 2019, to incorporate Histogen’s CCM skin care ingredient into Edge’s cosmetic products. The quantities to be delivered
by the Company to Edge under the agreement were variable and the price per unit of CCM supplied to Edge was fixed with no variable consideration.
Product returns to date have not been significant and the Company has not considered it necessary to record a reserve for product returns. The Company’s
product revenues were recognized at a point in time when the underlying product was delivered to the customer which was when the customer obtained
control of the product. Product revenue under this arrangement was $0.2 million and $0.4 million for the three and nine months ended September 30, 2019,
respectively, and no product revenue from sales to Edge was recognized during 2020.
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Allergan License Agreements
2017 Allergan Amendment
In 2017, the Company entered into a series of agreements (collectively, the “2017 Allergan Agreement”), which ultimately transferred Suneva Medical,
Inc.’s license and supply rights of Histogen’s CCM skin care ingredient in the medical aesthetics market to Allergan Sales LLC (“Allergan”) and granted
Allergan an exclusive, royalty-free, perpetual, irrevocable, non-terminable and transferable license, including the right to sublicense to third parties, to use
the Company’s CCM skin care ingredient in the medical aesthetics market. The 2017 Allergan Agreement also obligated the Company to deliver CCM to
Allergan (the “Supply of CCM to Allergan”) in the future as well as share with Allergan any potential future improvements to the Company’s CCM skin
care ingredients identified through the Company’s research and development efforts (“Potential Future Improvements”). In consideration for the execution
of the agreements, Histogen received a cash payment of $11.0 million and a potential additional payment of $5.5 million if Allergan’s net sales of products
containing the Company’s CCM skin care ingredient exceeds $60.0 million in any calendar year through December 31, 2027.
2019 Allergan Amendment
In March 2019, Histogen entered into a separate agreement with Allergan (the “2019 Allergan Amendment”) to amend the 2017 Allergan Agreement in
exchange for a one-time payment of $7.5 million to the Company. The agreement broadened Allergan’s license rights, expanding Allergan’s access to
certain sales channels where its products incorporating the CCM ingredient can be sold. Specifically, the license was broadened to provide Allergan the
exclusive right to sell through the “Amazon Professional” website, or any website or digital platform owned or licensed by Allergan or under the Allergan
brand name, and non-exclusive rights to sell on other websites and through brick-and-mortar medical spas and wellness centers (excluding websites
and brick-and-mortar stores of luxury brands).
The Company evaluated the 2019 Allergan Amendment under ASC 606 and concluded that Allergan continues to be a customer and that the expanded
license is distinct from the 2017 Allergan Agreement. The Company determined the expanded license under the 2019 Allergan Amendment to be
functional intellectual property as Allergan has the right to utilize the Company’s CCM skin care ingredient, and that ingredient is functional to Allergan at
the time the Company transferred the expanded license.
The standalone selling price of the expanded license was not readily observable since the Company has not yet established a price for this expanded license
and the expanded license has not been sold on a standalone basis to any customer. The Company accounted for the 2019 Allergan Amendment as a
modification to the 2017 Allergan Agreement. The contract modification was accounted for as if the 2017 Allergan Agreement had been terminated and the
new contract included the expanded license as well as the remaining performance obligations that arose from the 2017 Allergan Agreement related to the
Supply of CCM to Allergan and Potential Future Improvements.
The total transaction price for the new contract included the $7.5 million from the 2019 Allergan Amendment as well as the amounts deferred as of the
2019 Allergan Amendment execution date for each the Supply of CCM to Allergan and Potential Future Improvements.
The standalone selling price for the Supply of CCM to Allergan was determined based on comparable sales transactions. The standalone selling price of the
Potential Future Improvements was estimated at the fully burdened rate of research and development employees cost plus a commercially reasonable
markup. The amount of the total transaction price allocated to the expanded license was determined using the residual approach, as a result of not having a
standalone selling price for the expanded license; that is, the total transaction price less the standalone selling prices of the Supply of CCM to Allergan and
Potential Future Improvements.
Revenue related to the Supply of CCM to Allergan has been deferred and recognized at the point in time in which deliveries are completed while revenue
related to the Potential Future Improvements has been deferred and amortized ratably over the remaining 9-year life of the patent. The Supply of CCM to
Allergan under the 2019 Allergan Amendment was entirely fulfilled during the year ended December 31, 2019, resulting in recognized revenue of $0 and
$1.5 million ($0.8 million of which was previously deferred) during the three and nine months ended September 30, 2019, respectively. The $7.5 million
residual amount of the total transaction price allocated to the expanded license was recognized as license revenue upon transfer of the license to Allergan in
March 2019.
2020 Allergan Amendment
In January 2020, the Company further amended the 2019 Allergan Amendment in exchange for a one-time payment of $1.0 million to the Company (the
“2020 Allergan Amendment”). The 2020 Allergan Amendment further broadened Allergan’s exclusive and non-exclusive license rights to include products
used for or in connection with microdermabrasion. In addition, the Company agreed to provide Allergan with an additional 200 kilograms of CCM (the
“Additional Supply of CCM to Allergan”).
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The Company evaluated the 2020 Allergan Amendment under ASC 606 and concluded that Allergan continues to be a customer and that the expanded
license is distinct from the 2019 Allergan Amendment. The Company determined the expanded license under the 2020 Allergan Amendment to be
functional intellectual property as Allergan has the right to utilize the Company’s CCM skin care ingredient, and that ingredient is functional to Allergan at
the time the Company transferred the expanded license.
The standalone selling price of the expanded license was not readily observable since the Company has not yet established a price for this expanded license
and the expanded license has not been sold on a standalone basis to any customer. The Company accounted for the 2020 Allergan Amendment as a
modification to the 2019 Allergan Amendment (which had modified the 2017 Allergan Agreement, as noted above). The contract modification was
accounted for as if the 2019 Allergan Amendment had been terminated and the new contract included the expanded license and Additional Supply of CCM
to Allergan, as well as the remaining performance obligation related to Potential Future Improvements.
The total transaction price for the new contract included the $1.0 million from the 2020 Allergan Amendment, the future payment for the Additional
Supply of CCM to Allergan, as well as the amounts deferred as of the 2020 Allergan Amendment execution date for Potential Future Improvements.
The standalone selling price for the Additional Supply of CCM to Allergan was determined using the observable inputs of historical comparable sales
transactions, including the margin from such sales. The Company also considered its reduced expected cost of satisfying this performance obligation based
on the current efficiencies within its CCM manufacturing processes. Due to significant efficiencies in the Company’s CCM manufacturing processes, the
forecasted cost of CCM production has decreased, while the applied margin was determined by comparison to similar sales transactions in prior years. The
standalone selling price of the Potential Future Improvements was estimated at the fully burdened rate of research and development employees cost plus a
commercially reasonable markup. The amount of the total transaction price allocated to the expanded license was determined using the residual approach,
as a result of not having a standalone selling price for the expanded license; that is, the total transaction price less the standalone selling prices of the
Additional Supply of CCM to Allergan and Potential Future Improvements.
Revenue related to the Additional Supply of CCM to Allergan has been deferred and will be recognized at the point in time in which deliveries are
completed. Revenue related to the Additional Supply of CCM to Allergan was $0.4 million ($0.1 million of which was previously deferred), during the
three and nine months ended September 30, 2020. Revenue related to the Potential Future Improvements has been deferred and amortized ratably over the
remaining 9-year life of the patent, for which $5,000 of previously deferred revenue was recognized in revenue during each of the three months ended
September 30, 2020 and 2019, and for which $15,000 of previously deferred revenue was recognized in revenue during each of the nine months ended
September 30, 2020 and 2019. The $0.9 million residual amount of the total transaction price allocated to the expanded license was recognized as license
revenue upon transfer of the license to Allergan in January 2020.
Remaining Performance Obligations and Deferred Revenue
The remaining performance obligations are the Company’s obligations to (1) deliver Additional Supply of CCM to Allergan and (2) share with Allergan
any Potential Future Improvements to CCM identified through the Company’s research and development efforts. Deferred revenue recorded for the
Additional Supply of CCM to Allergan was $0.1 million and $0 as of September 30, 2020 and December 31, 2019, respectively, while deferred revenue
recorded for the Potential Future Improvements was $0.1 million and $0.2 million as of September 30, 2020 and December 31, 2019, respectively. Deferred
revenue is classified in current liabilities when the Company’s obligations to supply CCM or provide research for Potential Future Improvements are
expected to be satisfied within twelve months of the balance sheet date.
Grant Revenue
In March 2017, the National Science Foundation, a government agency, awarded the Company a research and development grant to develop a novel wound
dressing for infection control and tissue regeneration. Grant revenue recognized was $0 and $0.2 million for the three and nine months ended
September 30, 2019, respectively, and no grant revenue was recognized during 2020.
Professional Services Revenue
The Company recognizes revenue for professional services which are based upon negotiated rates with the counterparty and are nonrefundable.
Professional services fees are recognized as revenue over time as the underlying services are performed. Professional services revenue related to the
Company’s assistance in establishing Allergan’s alternative manufacturing facility was $0.1 million for the three months ended September 30, 2020 and
2019 and $0.3 million for the nine months ended September 30, 2020 and 2019.
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6. Merger
The Merger, which closed on May 26, 2020, was accounted for as a reverse asset acquisition pursuant to Topic 805, Clarifying the Definition of a Business,
as substantially all of the fair value of the assets acquired were concentrated in a group of similar non-financial assets, and the acquired assets did not have
outputs or employees. As the assets had not yet received regulatory approval, the fair value attributable to these assets was recorded as acquired in-process
research and development (“IPR&D”) expenses in the Company’s condensed consolidated statements of operations for the nine months ended
September 30, 2020.
The total purchase price paid in the Merger has been allocated to the net assets acquired and liabilities assumed based on their fair values as of the
completion of the Merger. The following summarizes the purchase price paid in the Merger (in thousands, except share and per share amounts):
Number of shares of the combined organization owned by
the Company’s pre-Merger stockholders
Multiplied by the fair value per share of Conatus common
stock (1)
Fair value of consideration issued to effect the Merger
Transaction costs
Purchase price
(1)

3,394,299
$
$
$

5.56
18,872
1,817
20,689

Based on the last reported sale price of the Company’s common stock on the Nasdaq Capital Market on May 26, 2020, the closing date of the
Merger, and gives effect to the Reverse Stock Split.

The allocation of the purchase price is as follows (in thousands):
Cash acquired
Net assets acquired
Acquired IPR&D (2)
Purchase price
(2)

$

$

12,835
710
7,144
20,689

Represents the research and development projects of Conatus which were in-process, but not yet completed. This consists primarily of Conatus’
emricasan product candidate. Current accounting standards require that the fair value of IPR&D projects acquired in an asset acquisition with no
alternative future use be allocated a portion of the consideration transferred and charged to expense on the acquisition date. The acquired assets
did not have outputs or employees.

7. PUR Settlement
In April 2019, Private Histogen entered into a Settlement, Release and Termination Agreement (“PUR Settlement”) with PUR Biologics, LLC and its
members which terminated the License, Supply and Operating Agreements between Private Histogen and PUR, eliminated Private Histogen’s membership
interest in PUR and returned all in-process research and development assets to Private Histogen (the “Development Assets”). The agreement also provided
indemnifications and complete releases by and among the parties. The acquisition of the Development Assets was accounted for as an asset acquisition in
accordance with ASC 805-50-50, Acquisition of Assets Rather than a Business.
As consideration for the reacquisition of the Development Assets, Private Histogen compensated PUR with both equity and cash components, including
167,323 shares of Series D convertible preferred stock with a fair value of $1.75 million and a potential cash payout of up to $6.25 million (the “Cap
Amount”). Private Histogen paid PUR $0.5 million in upfront cash, forgave approximately $22,000 of accounts receivable owed by PUR to Private
Histogen, and settled an outstanding payable of PUR of approximately $23,000 owed to a third-party. The Company is also obligated to make milestone
and royalty payments, including (a) a $0.4 million payment upon the unconditional acceptance and approval of a New Drug Application or Pre-Market
Approval Application by the US FDA related to the Development Assets, (b) a $0.4 million commercialization milestone upon reaching gross sales (by the
Company or licensee) of the $0.5 million of products incorporating the Development Assets, and (c) a five percent (5%) royalty on net revenues collected
by Histogen from commercial sales (by the Company or licensee) of products incorporating the Development Assets. The aforementioned cash payments,
along with any future milestone and royalty payments, are all applied against the Cap Amount. In accordance with ASC 450, Contingencies, amounts for
the milestone and royalty payments will be recognized when it is probable that the related contingent liability has been incurred and the amount owed is
reasonably estimated. No amounts for the milestone and royalty payments have been recorded during the periods ended September 30, 2020 and December
31, 2019.
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For the acquisition of the Development Assets, Private Histogen recognized approximately $2.27 million of in-process research and development expense
(including the cash payments of $0.5 million and Series D preferred stock issuance of $1.75 million) on the accompanying condensed consolidated
statement of operations for the nine months ended September 30, 2019.
8. Paycheck Protection Program Loan
In April 2020, Private Histogen applied for and received loan proceeds in the amount of $0.5 million (the “PPP Loan”) under the PPP as government aid
for payroll, rent and utilities. The application for these funds required the Company to, in good faith, certify that the current economic uncertainty made the
loan request necessary to support the ongoing operations of the Company. This certification further required the Company to take into account its current
business activity and its ability to access other sources of liquidity sufficient to support ongoing operations in a manner that is not significantly detrimental
to the business. The certification made by the Company did not contain any objective criteria and is subject to interpretation. Based in part on the
Company’s assessment of other sources of liquidity, the uncertainty associated with future revenues created by the COVID-19 pandemic and related
governmental responses, and the going concern uncertainty reflected in the Company’s consolidated financial statements, the Company believed in good
faith that it met the eligibility requirements for the PPP Loan. If, despite the good-faith belief that given the Company’s circumstances all eligibility
requirements for the PPP Loan were satisfied, it is later determined that the Company had violated any applicable laws or regulations or it is otherwise
determined that the Company was ineligible to receive the PPP Loan, it may be required to repay the PPP Loan in its entirety and/or be subject to
additional penalties and potential liabilities.
On June 5, 2020, the Paycheck Protection Program Flexibility Act was signed into law, extending the PPP Loan forgiveness period from eight weeks to 24
weeks after loan origination, extending the initial deferral period of principal and interest payments from six months to ten months after the loan
forgiveness period, reducing the required amount of payroll expenditures from 75% to 60%, removing the prior ban on borrowers taking advantage of
payroll tax deferral after loan forgiveness and allowing for the amendment of the maturity date on existing loans from two years to five years.
9. Stockholders’ Deficit
Common Stock
At Market Issuance Sales Agreement with Stifel, Nicolaus & Company, Incorporated
Prior to the Merger, Conatus entered into an At Market Issuance Sales Agreement (the “Sales Agreement”) with Stifel, Nicolaus & Company, Incorporated
(“Stifel”), pursuant to which the Conatus could sell from time to time, at its option, up to an aggregate of $35.0 million of shares of its common stock
through Stifel, as sales agent. In July 2020, the Company terminated the Sales Agreement with Stifel, with no shares having been issued pursuant to the
Sales Agreement.
Common Stock Purchase Agreement with Lincoln Park
In July 2020, the Company entered into a common stock purchase agreement (the “2020 Purchase Agreement”) with Lincoln Park which provides that,
upon the terms and subject to the conditions and limitations in the 2020 Purchase Agreement, Lincoln Park is committed to purchase up to an aggregate of
$10.0 million of shares of the Company’s common stock at the Company’s request from time to time during a 24 month period that began in July 2020 and
at prices based on the market price of the Company’s common stock at the time of each sale. Upon execution of the 2020 Purchase Agreement, the
Company sold 328,516 shares of common stock at $3.04399 per share to Lincoln Park for proceeds of $1.0 million. During the three and nine months
ended September 30, 2020 the Company sold an additional 280,000 shares of common stock to Lincoln Park for net proceeds of approximately $0.3
million and as of September 30, 2020, approximately $8.5 million of common stock remains available for sale under the 2020 Purchase Agreement, subject
to limitations on the amount of securities the Company may sell under its effective registration statement on Form S-3 within any 12 month period. In
addition, in consideration for entering into the 2020 Purchase Agreement and concurrently with the execution of the 2020 Purchase Agreement, the
Company issued 66,964 shares of its common stock to Lincoln Park.
Convertible Preferred Stock
In connection with the Merger, all of the outstanding shares of Private Histogen’s convertible preferred stock were converted into 5,046,154 shares of the
Company’s common stock. As of December 31, 2019, Private Histogen’s convertible preferred stock is classified as temporary equity on the accompanying
condensed consolidated balance sheets in accordance with authoritative guidance for the classification and measurement of potentially redeemable
securities whose redemption is based upon certain change in control events outside of Private Histogen’s control, including liquidation, sale or transfer of
control of Private Histogen. Private Histogen did not adjust the carrying values of the convertible preferred stock to the liquidation preferences of such
shares because the occurrence of any such change of control event was not deemed probable.
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The authorized, issued and outstanding shares of convertible preferred stock as of December 31, 2019 consisted of the following:
Shares
Authorized

Series A
Series B
Series C
Series D
Total

10,000,000
35,000,000
8,000,000
20,000,000
73,000,000

Shares Issued
and
Outstanding

1,360,547
1,144,567
1,075,637
1,465,403
5,046,154

Liquidation
Carrying
Preference
Value
(in thousands)

$

$

9,486
7,981
7,500
15,327
40,294

$

$

9,486
9,356
5,550
14,678
39,070

During the nine months ended September 30, 2020, the Company issued no convertible preferred stock. During the nine months ended September 30, 2019,
the Company issued 16,413 shares of Series B convertible preferred stock at $6.97 per share and 216,468 shares of Series D convertible preferred stock, of
which 167,323 shares related to the PUR Settlement, at $10.46 per share.
General Rights and Preferences of Private Histogen Convertible Preferred Stock
The holders of each series of convertible preferred stock were entitled to receive noncumulative dividends at a rate of 6% per share per annum based on the
original issue price. The preferred stock dividends were payable in preference and in priority to any dividends on common stock if or when any dividends
had been declared by the Board of Directors. The Company’s Board of Directors have not declared any dividends during the periods presented.
The holders of the Series A, B and C convertible preferred stock were entitled to receive liquidation preferences at the rate of $6.97 per share. The Series D
holders were entitled to liquidation preferences at a rate of $10.46 per share. All series holders also had a right to receive declared but unpaid dividends
upon a liquidation event. The liquidation preferences to all holders of preferred stock were to have been made pari passu with payments to other series of
convertible preferred stockholders and made in preference to any payments to the holders of common stock.
The shares of each series of convertible preferred stock were convertible into an equal number of shares of common stock, at the option of the holder.
Likewise, at the election of the holders of the majority of the then outstanding shares of convertible preferred stock, all shares would have automatically
converted to an equal number of shares of common stock. Finally, each share of preferred stock was automatically converted into common stock
immediately upon the Company’s sale of its common stock in a firm commitment underwritten public offering pursuant to a registration statement under
the Securities Act of 1933, as amended, resulting in the receipt by the Company of at least $20.0 million in which the per share price is at least $31.38. The
conversion from the public offering would result in the convertible preferred stockholders receiving less than one common share for each of their shares
being converted.
The holders of each series of preferred stock were entitled to one vote for each share of common stock into which such preferred stock could then be
converted; and with respect to such vote, such holders shall have full voting rights and powers equal to the voting rights and powers of the holders of
common stock.
Common Stock Warrants
In 2016, Private Histogen issued warrants to purchase common stock as consideration for settlement of prior liability claims. The warrants for the purchase
of up to 3,583 common shares at an exercise price of $23.08 a share expire on July 31, 2021. The warrants remain outstanding and unexercised for the
periods presented.
In addition, at September 30, 2020, warrants to purchase 1,346 shares of common stock with an exercise price of $74.30 a share remain outstanding that
were issued by Conatus in connection with obtaining financing in 2016. These warrants expire on July 3, 2023.
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Stock-Based Compensation
Equity Incentive Plans
On December 18, 2017, Private Histogen established the Histogen Inc. 2017 Stock Plan (the “2017 Plan”). Under the 2017 Plan, Private Histogen was
authorized to issue a maximum aggregate of 837,208 shares of common stock with adjustments for unissued or forfeited shares under the predecessor plan
(the Histogen Inc. 2007 Stock Plan). In April 2019, Private Histogen amended the 2017 Plan, which increased the number of common stock available for
grants by 326,711 shares. The 2017 Plan permitted the issuance of incentive stock options (“ISOs”), non-statutory stock options (“NSOs”) and Stock
Purchase Rights. NSOs could be granted to employees, directors or consultants, while ISOs could be granted only to employees. Options granted vest over
a maximum period of four years and expire ten years from the date of grant. In connection with the closing of the Merger, no further awards will be made
under the 2017 Plan.
In May 2020, in connection with the closing of the Merger, the Company’s stockholders approved the Company’s 2020 Incentive Award Plan (the “2020
Plan”). The maximum number of shares of the Company’s common stock available for issuance under the 2020 Plan equals the sum of (a) 850,000 shares;
(b) any shares of common stock of the Company which are subject to awards under the Conatus 2013 Equity Incentive Plan (the “Conatus 2013 Plan”) as
of the effective date of the 2020 Plan which become available for issuance under the 2020 Plan after such date in accordance with its terms; and (c) an
annual increase on the first day of each calendar year beginning with the January 1 of the calendar year following the effectiveness of the 2020 Plan and
ending with the last January 1 during the initial ten year term of the 2020 Plan, equal to the lesser of (i) five percent of the number of shares of the
Company’s common stock outstanding (on an as-converted basis) on the final day of the immediately preceding calendar year, and (ii) such lesser number
of shares of the Company’s common stock as determined by the Company’s board of directors.
Additionally, in connection with the closing of the Merger, no further awards will be made under the Conatus 2013 Plan. As of September 30, 2020,
116,091 fully vested options remain outstanding under the Conatus 2013 Plan with a weighted average exercise price of $37.59 per share.
The following summarizes activity related to the Company’s stock options under the 2017 Plan and the 2020 Plan for the nine months ended September 30,
2020:

Weightedaverage
Exercise
Price

Options
Outstanding

Outstanding at December 31, 2019
Granted
Exercised
Cancelled or forfeited
Outstanding at September 30, 2020
Vested and exercisable at September 30, 2020

Weightedaverage
Remaining
Contractual
Term
(in years)

Aggregate
Intrinsic
Value
(in thousands)

1,362,173
124,119
(28,684)
(74,576)
1,383,032

$
$
$
$
$

3.16
4.61
1.40
4.30
3.26

6.34

$

2,926

5.87

$

528

897,647

$

2.31

4.39

$

528

Chief Executive Officer Stock Options
On January 24, 2019, the Company issued 485,178 stock options to its newly appointed Chief Executive Officer. In accordance with the original award
agreement, 40% of the options would vest immediately upon an initial public offering or 45 days following a change in control, as defined in the award
agreement, while the remaining 60% are subject to vesting, of which 25% vest on the first anniversary of the grant date and then ratably over the remaining
36 months.
On January 28, 2020, the award agreement was amended, which became effective upon the close of the Merger in May 2020, whereby the 40% of stock
options (“Liquidity Option Shares”) subject to vesting upon an initial public offering or 45 days following a change in control will now vest immediately
upon meeting certain performance and market condition-based criteria. The vesting of the Liquidity Option Shares is divided into four separate tranches,
each vesting 25% of the Liquidity Option Shares, upon: (1) the closing of the proposed merger with Conatus; (2) the date that the market capitalization of
the Company exceeds $200.0 million; (3) the date that the market capitalization of the Company exceeds $275.0 million, and; (4) the date that the market
capitalization of the Company exceeds $300.0 million. Each vesting tranche represents a unique derived service period and therefore stock-based
compensation expense for each vesting tranche is recognized on a straight-line basis over its respective derived service period. Additionally, in the event
that the Chief Executive Officer’s employment with the Company is terminated without cause or he resigns for good reason, an additional portion of the
stock options award will vest equal to the number of such options which would have vested in the 12 months following the date of such termination.
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On May 26, 2020, in connection with the closing of the Merger, 48,517 options of the Liquidity Option Shares became fully vested as the performance
condition was achieved. For the three and nine months ended September 30, 2020, the Company recognized $20,000 and $0.1 million, respectively, in total
compensation expense related to the performance and market-based options, all of which is recorded in general and administrative expense in the
accompanying condensed consolidated statements of operations. As of September 30, 2020, there was $0.4 million of total unrecognized compensation cost
related to unvested market condition-based options.
Valuation of Stock Option Awards
The following assumptions were used to calculate the fair value of awards granted to employees, non-employees and directors:
Three Months Ended September 30,
2020
2019

Expected volatility
Risk-free interest rate
Expected term (in years)
Expected dividend yield

—%
—%
—
—

Nine Months Ended September 30,
2020
2019

70.0%
1.59%
6.25
—

76.3%
0.45%
6.25
—

70.0%
2.54%
6.25
—

The compensation cost that has been included in the accompanying condensed consolidated statements of operations for all stock-based compensation
arrangements is detailed as follows (in thousands):
Three Months Ended September 30,
2020
2019

Cost of product revenue
Research and development
General and administrative
Total

$

$

(3) $
2
126
125 $

9
9
97
115

Nine Months Ended September 30,
2020
2019

$

$

16
8
432
456

$

$

26
31
272
329

As of September 30, 2020, total unrecognized compensation cost related to unvested options, including unvested market condition-based options, was
approximately $1.5 million which is expected to be recognized over a weighted-average period of 4.0 years.
Common Stock Reserved for Future Issuance
Common stock reserved for future issuance at September 30, 2020 is as follows:
Common stock warrants
Common stock options issued and outstanding
Common stock available for issuance under the 2020 Plan
Total

4,929
1,499,123
725,881
2,229,933

10. Commitments and Contingencies
Leases
In January 2020, Private Histogen entered into a long-term operating lease with San Diego Sycamore, LLC (“Sycamore”) for its headquarters that includes
office and laboratory space. The lease commenced on March 1, 2020 and expires on August 31, 2031, with no options to renew or extend. The lease was
accounted for as a modification of Private Histogen’s existing lease with Sycamore as the lease agreement did not grant Private Histogen an additional
right-of-use asset.
The terms of the lease agreement include six months of rent abatement at lease commencement and a tenant improvement allowance of up to $2.2 million.
The tenant improvements are required to be permanently affixed to the leased office and laboratory space and do not constitute leasehold improvements of
the Company. During the construction period of the tenant improvements, the lease agreement requires the Company to relocate its operations to a similar
Sycamore property whereby monthly rent is substantially reduced for the duration of the construction period. The lease is subject to additional variable
charges for common area maintenance, insurance, taxes and other operating costs. At lease commencement, the Company recognized a right-of-use asset
and operating lease liability totaling approximately $4.5 million. The Company used a discount rate based on its estimated incremental borrowing rate to
determine the right-of-use asset and operating lease liability amounts to be recognized. The Company determined its incremental borrowing rate based on
the term and lease payments of the new operating lease and what it would normally pay to borrow, on a collateralized basis, over a similar term for an
amount equal to the lease payments. Operating lease expense is recognized on a straight-line basis over the lease term.
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In connection with the closing of the Merger, the Company assumed Conatus’ noncancelable operating lease agreement, as amended, for certain office
space with a lease term that expired on September 30, 2020. Upon close of the Merger, the Company recognized a right-of-use asset and operating lease
liability in the amount of $0.1 million and $0.2 million, respectively, related to the Conatus lease. Prior to the Merger, Conatus entered into a sub-lease
agreement with a third-party to lease the whole office space for the remainder of the lease term. Sublease income was not material for all periods presented.
The Company leases certain office equipment that is classified as a finance lease. As of September 30, 2020, the weighted-average remaining term of the
Company’s operating and finance lease was 11 years and 3.7 years, respectively.
The Company recognizes right-of-use assets and lease liabilities at the lease commencement date based on the present value of future minimum lease
payments over the lease term. The discount rate used to determine the present value of the lease payments is the rate implicit in the lease unless that rate
cannot be readily determined, in which case, the Company utilizes its incremental borrowing rate in determining the present value of the future minimum
lease payments. As of September 30, 2020, the weighted-average discount rate for the Company’s operating and finance lease was 12.2% and 10.0%,
respectively.
The Company does not record leases with an initial term of 12 months or less on the consolidated balance sheets. Expense for these short-term leases is
recognized on a straight-line basis over the lease term. The Company has elected the practical expedient to combine lease and non-lease components into a
single component for all classes of underlying assets.
Future minimum payments of lease liabilities were as follows (in thousands):
Operating Leases

2020 (remaining 3 months)
2021
2022
2023
2024
Thereafter
Total minimum lease payments
Less: imputed interest
Total future minimum lease payments
Less: current obligations under leases
Noncurrent lease obligations

$

$

60 $
616
757
780
803
6,010
9,026
(4,277)
4,749
—
4,749 $

Finance Lease

3
10
10
10
5
—
38
(5)
33
(8)
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Litigation and Legal Matters
The Company is subject to claims and legal proceedings that arise in the ordinary course of business. Such matters are inherently uncertain, and there can
be no guarantee that the outcome of any such matter will be decided favorably to the Company or that the resolution of any such matter will not have a
material adverse effect upon the Company’s consolidated financial statements. The Company does not believe that any of such pending claims and legal
proceedings will have a material adverse effect on its consolidated financial statements.
The Company has entered into numerous financing arrangements with Lordship Ventures Histogen Holdings LLC (“Lordship”), a related party (See Note
11). During subsequent financing events, Lordship asserted that it has certain rights and that are, in some cases, detrimental to other existing or future
investors in the Company. Although the Company believes it has no further obligation to Lordship with respect to prior financing arrangements, there is no
guarantee that, if requested, concessions will not be granted or that disputes will not arise with Lordship in the future.
11. Related Parties
Lordship
Lordship, with its predecessor entities along with its principal owner, Jonathan Jackson, have invested and been affiliated with Private Histogen since 2010.
As of September 30, 2020 and December 31, 2019, Lordship controlled approximately 19% and 28% of the Company’s outstanding voting shares,
respectively, and currently holds two Board of Director seats.
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In January 2012, Private Histogen entered into an Indemnification Agreement (the “Lordship Indemnification”) with Lordship whereby Private Histogen
granted Lordship special non-dilutive rights. Pursuant to the Indemnification Agreement, Private Histogen was obligated to issue to Lordship additional
common stock based on payments or issuance of common stock the Company may make to Proteus Advisors, LLC (“Proteus”). Private Histogen had
contracted with Proteus for various advisory services dating back to 2009, and settled the compensation for such services with Proteus in January 2016
through the immediate issuance of freestanding warrants to purchase 64,539 shares of Private Histogen’s Series B convertible preferred stock and a onetime cash payment of $0.3 million upon Private Histogen receiving additional accumulated capital investments of $10.0 million, beginning after May 1,
2015. In January 2019, Private Histogen issued 21,885 shares of common stock and 16,413 shares of Series B convertible preferred stock to Lordship, to
settle its obligation under the Indemnification Agreement.
In November 2012, Private Histogen entered into a Strategic Relationship Success Fee Agreement with Lordship (the “Success Fee Agreement”). The
Success Fee Agreement causes certain payments to be made from the Company to Lordship equal to 1% of certain product revenues and 10% of certain
license and royalty revenues. The Success Fee Agreement also stipulates that if the Company engages in a merger or sale of all or substantially all (defined
as 90% or more) of its assets or equity to a third party, then the Company has the option to terminate the agreement by paying Lordship the fair market
value of future payments with the minimum payment being at least equal to the most recent annual payments Lordship has received. The Success Fee
Agreement was amended in August 2016, but continues to carry the same rights to certain payments. Private Histogen recognized an expense to Lordship
for the three months ended September 30, 2020 and 2019 of $4,000 and $2,000, respectively, and $0.1 million and $0.8 million for the nine months ended
September 30, 2020 and 2019, respectively, all of which is included in general and administrative expenses on the accompanying condensed consolidated
statements of operations. As of September 30, 2020 and December 31, 2019, there was a balance of $14,000 and $16,000, respectively, paid to Lordship
included in other assets on the accompanying condensed consolidated balance sheet in connection with the deferral of revenue from the Allergan license
transfer agreements.
Promissory Notes
In April 2020, the Company entered into two promissory notes (the “Notes”), each for $0.3 million, with two stockholders, one of which was a principal
owner of the Company. The Notes carried a fixed return of $25,000, due upon maturity. All outstanding principal and interest were due upon the earlier of
(1) June 13, 2020 or (ii) 15 days following the consummation of the Merger. In June 2020, the Notes, including principal and interest, was repaid.
Dr. Stephen Chang
Dr. Chang is a Board member and was acting Chief Executive Officer of the Company from April 2017 through January 2019. For the three months ended
September 30, 2020 and 2019, Dr. Chang was paid $0 and $0.1 million, respectively, for consulting services and for the nine months ended September 30,
2020 and 2019, Dr. Chang was paid $15,000 and $0.1 million, respectively, for consulting services, all of which is recorded in general and administrative
expenses on the accompanying condensed consolidated statements of operations.
12. Subsequent Events
The Company retained rights to emricasan, an orally active pan-caspase inhibitor, which was an asset previously developed by Conatus (see Note 6). The
Company has been evaluating alternatives to create opportunities for increasing shareholder value from this asset. On October 26, 2020, the Company
entered into a Collaborative Development and Commercialization Agreement (the “Collaboration Agreement”) with Amerimmune LLC (“Amerimmune”),
pursuant to which the Company agreed to jointly develop emricasan for the potential treatment of COVID-19. The Company filed and received approval
for an Investigational New Drug (“IND”) from the United States Food and Drug Administration (“FDA”) to initiate a Phase 1 study of emricasan in mild
Covid-19 patients to assess safety and tolerability. Until such time as a strategic partner assumes responsibility, the Company, in collaboration with
Amerimmune, shall be responsible for and shall control all regulatory interactions relating to emricasan. Under the Collaboration Agreement,
Amerimmune, at its expense and in collaboration with the Company, shall use commercially reasonable efforts to lead the development activities for
emricasan. Amerimmune shall be responsible for conducting clinical trials and the Company shall provide reasonable quantities of emricasan for such
purpose. The Company believes its current supply of emricasan is sufficient to support clinical trials through Phase 2. The parties shall establish a joint
development committee to oversee the development of emricasan and a joint partnering committee to oversee commercialization activities for
emricasan. Each party shall retain ownership of their legacy intellectual property and responsibility for ongoing patent application prosecution and
maintenance costs. In addition, the Company granted Amerimmune an exclusive option, subject to certain terms and conditions, to an exclusive license to
develop and commercialize emricasan throughout the world during the term. After exercise of the option, Amerimmune, alone or in conjunction with one
or more strategic partners, will use its commercially reasonable efforts to develop, manufacture and commercialize emricasan and the Company and
Amerimmune shall equally share the profits.
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ITEM 2.MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS
The following discussion and analysis of our financial condition and results of operations should be read in conjunction with (i) our unaudited condensed
consolidated financial statements and related notes thereto included elsewhere in this Quarterly Report on Form 10-Q for the period ended September 30,
2020 (this “Quarterly Report”), (ii) the unaudited condensed consolidated financial statements and related notes thereto for the period ended March 31,
2020 of privately-held Histogen Inc. (“Private Histogen”) prior to the merger described herein (“Merger”), included in our Current Report on Form 8K/A, filed with the Securities and Exchange Commission (“SEC”) on June 26, 2020, and (iii) Private Histogen’s audited consolidated financial statements
and notes thereto and management’s discussion and analysis of financial condition and results of operations for the year ended December 31, 2019,
included in our Amendment No. 1 to Registration Statement on Form S-4, filed with the SEC on March 13, 2020 (Registration No. 333-236332) (the
“Registration Statement”). As further described in Note 1 – Description of Business and Note 6 – Merger in our condensed consolidated financial
statements included elsewhere in this Quarterly Report, Private Histogen was determined to be the accounting acquirer in the Merger. Accordingly, the preMerger historical financial information presented in this Quarterly Report reflects the standalone financial statements of Private Histogen and, therefore,
period-over-period comparisons may not be meaningful. In addition, references to the Company’s operating results prior to the Merger will refer to the
operating results of Private Histogen. Except as otherwise indicated herein or as the context otherwise requires, references in this Quarterly Report to
“Histogen” “the Company,” “we,” “us” and “our” refer to Histogen Inc., a Delaware corporation, on a post-Merger basis, and the term “Private
Histogen” refers to the business of privately-held Histogen Inc. prior to completion of the Merger.
Cautionary Note Regarding Forward-Looking Statements
This Quarterly Report contains forward-looking statements within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended (the
“Exchange Act”). All statements other than statements of historical facts contained in this Quarterly Report are forward-looking statements, including
statements regarding:
• any impact of the COVID-19 pandemic, or responses to the pandemic, on our business, collaborations, clinical trials or personnel;
• our expectations regarding the potential benefits of our strategy and technology;
• our expectations regarding the operation of our product candidates, collaborations and related benefits;
• our beliefs regarding our industry;
• our beliefs regarding the success, cost and timing of our product candidate development and collaboration activities and current and future
clinical trials and studies;
• our beliefs regarding the potential markets for our product candidates, collaborations and our and our collaborators’ ability to serve those markets;
• our ability to attract and retain key personnel;
• our ability to obtain funding for our operations, including funding necessary to complete further development and any commercialization of our
product candidates; and
• regulatory developments in the United States, or U.S., and foreign countries, with respect to our product candidates.
These statements involve known and unknown risks, uncertainties and other important factors that may cause our actual results, performance and
achievements to be materially different from any future results, performance or achievements expressed or implied by the forward-looking statements.
In some cases, you can identify forward-looking statements by terminology such as “may,” “will,” “should,” “could,” “expects,” “intends,” “plans,”
“anticipates,” “believes,” “estimates,” “predicts,” “potential,” “continue,” or the negative of these terms or other comparable terminology. These forwardlooking statements are only predictions. We have based these forward-looking statements largely on our current expectations and projections about future
events and financial trends that we believe may affect our business, financial condition and results of operations. These forward-looking statements speak
only as of the date of this Quarterly Report and are subject to a number of risks, uncertainties and assumptions, including those described in Part II, Item
1A, “Risk Factors.” The events and circumstances reflected in our forward-looking statements may not be achieved or occur and actual results could differ
materially from those projected in the forward-looking statements. Moreover, we operate in an evolving environment. New risk factors and uncertainties
may emerge from time to time, and it is not possible for management to predict all risk factors and uncertainties. Except as required by applicable law, we
do not plan to publicly update or revise any forward-looking statements contained herein, whether as a result of any new information, future events,
changed circumstances or otherwise.
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We have common law trademark rights in the unregistered marks “Histogen Inc.,” “Histogen Therapeutics Inc.,” “Histogen,” and the Histogen logo in
certain jurisdictions. Solely for convenience, trademarks and tradenames referred to in this Quarterly Report appear without the ® and ™ symbols, but
those references are not intended to indicate, in any way, that we will not assert, to the fullest extent under applicable law, our rights or that the applicable
owner will not assert its rights, to these trademarks and tradenames.
Overview
Histogen is a clinical-stage therapeutics company focused on developing potential first-in-class restorative therapeutics that ignite the body’s natural
process to repair and maintain healthy biological function.
Histogen’s technology is based on the discovery that growing fibroblast cells under simulated embryonic conditions induces them to become multipotent
with stem cell like properties The environment created by Histogen’s proprietary process mimics the conditions within the womb — very low oxygen and
suspension. When cultured under these conditions, the fibroblast cells generate biological materials that stimulate a person’s own stem cells to activate and
replace/regenerate their damaged cells and tissue. Histogen’s proprietary, reproducible manufacturing process provides targeted solutions that harness the
body’s inherent regenerative power across a broad range of therapeutic indications including hair growth, dermal rejuvenation, joint cartilage regeneration
and spinal disc repair.
Histogen’s reproducible manufacturing process yields multiple biologic products from a single bioreactor, including cell conditioned medium (CCM),
human extracellular matrix (hECM) and hair stimulating complex (HSC), creating a spectrum of products for a variety of markets from one core
technology.
• Human Multipotent Cell Conditioned Media, or CCM: A soluble multipotent CCM that is the starting material for products for skin care and
other applications. The liquid complex produced through Histogen’s manufacturing process contains soluble biologicals with a diverse range of
embryonic-like proteins. Because the cells produce and secrete these factors while developing the extracellular matrix, or ECM, these proteins are
naturally infused into the liquid media in a stabilized form. The CCM contains a diverse mixture of cell-signaling materials, including human
growth factors such as Keratinocyte Growth Factor, soluble human ECM proteins such as collagen, and vital proteins which support the
epidermal stem cells that renew skin throughout life.
• Human Extracellular Matrix, or hECM: An insoluble hECM for applications such as orthopedics and soft tissue augmentation, which can be
fabricated into a variety of structural or functional forms for tissue engineering and clinical applications. The hECM produced through Histogen’s
proprietary process is a novel, all-human, naturally secreted material. It is most similar to early embryonic structural tissue which provides the
framework and signals necessary for cell in-growth and tissue development. By producing similar ECM materials to those that aided in the
original formation of these tissues in the embryo, regenerative cells are supported in vitro and have shown potential as therapeutics in vivo.
• Hair Stimulating Complex, or HSC: A soluble biologic comprised of growth factors involved in the signaling of cells in the body, particularly
those factors known to be important in hair formation and the stimulation of resting hair follicles.
Under the hECM and HSC core technology platforms, we have three product candidates in clinical development intended to address what we believe to be
underserved, multibillion-dollar global markets:
• HST-001 is a hair stimulating complex, or HSC, intended to be a physician-administered therapeutic for alopecia (hair loss). HST-001 is
minimally-invasive and has been shown in early studies to stimulate resting hair follicles to produce new cosmetically-relevant hair. In May of
2020, we initiated our Phase 1b/2a clinical trial of HST-001, designed to assess the safety, tolerability and indicators of efficacy of HST-001 for
the treatment of androgenic alopecia in men and in October, we completed patient dosing. We anticipate having top-line results in the fourth
quarter of 2020.
• HST-002 is a human-derived collagen and extracellular matrix dermal filler intended to be injected into the dermis for the treatment of facial
folds and wrinkles. In April of 2020, we filed an investigational device exemption, or IDE, with the FDA. In September of 2020, we received
communications from the Office of Combination Products (OCM), a division of the United States Food and Drug Administration (FDA), that
HST-002 is a drug-biologic-device combination product and will be assigned to the Center for Biologics Evaluation Research (CBER) Office of
Tissues and Advanced Therapies (OTAT) as the agency lead for premarket review and regulation. Assuming the IDE had been granted by FDA,
we planned to initiate a Phase 1 clinical trial, designed to assess the safety and tolerability of HST-002, as well as look for early indications of
efficacy versus Restylane-L in moderate to severe nasolabial folds, in the fourth quarter of 2020. Based upon the FDA’s communications that
HST-002 will be regulated as a drug-biologic-device combination product, we are evaluating the impact to our clinical timeline and expect to
provide an update in the fourth quarter of 2020.
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• HST-003 is a human extracellular matrix, or hECM, intended for regenerating hyaline cartilage for the treatment of articular cartilage defects in
the knee, with a novel malleable scaffold that stimulates the body’s own stem cells. In September 2020, we were awarded a $2.0 million grant by
the Peer Reviewed Orthopedic Research Program (PRORP) of the U.S. Department of Defense (“DoD”) to partially fund a Phase 1/2 clinical trial
of HST-003 for regeneration of cartilage in the knee. We intend to file an IND for HST-003 in the fourth quarter of 2020. The U.S. Army Medical
Research Acquisition Activity, 820 Chandler Street, Fort Detrick MD 21702, is the awarding and administering acquisition office. The views
expressed in this filing are those of the author and may not reflect the official policy or position of the Department of the Army, Department of
Defense, or the U.S. Government.
Additionally, we are developing HST-004, which is a CCM scaffold intended to be administered through an interdiscal injection for spinal disc repair. Early
research has shown that HST-004 stimulates stem cells from spinal disc to proliferate and secrete aggrecan and collagen II. HST-004 was shown to reduce
inflammation and protease activity and upregulate aggrecan production in an ex vivo spinal disc model.
Histogen has also developed a non-prescription topical skin care ingredient utilizing CCM that harnesses the power of growth factors and other cell
signaling molecules to support our epidermal stem cells, which renew skin throughout life. The CCM ingredient for skin care currently generates product
revenue from Allergan Sales LLC (“Allergan”), who formulates the ingredient into their skin care product lines in spas and professional offices.
Recent Developments
Collaborative Development and Commercialization Agreement with Amerimmune LLC
Histogen retained the development and commercialization rights to emricasan, an asset previously developed by Conatus Pharmaceuticals, Inc,
(“Conatus”), in conjunction with the close of the Merger more fully discussed below, and has been evaluating opportunities to create shareholder value
from this asset. On October 26, 2020, we entered into a Collaborative Development and Commercialization Agreement (the “Collaboration Agreement”)
with Amerimmune LLC (“Amerimmune”), pursuant to which we have agreed to jointly develop emricasan, an orally active pan-caspase inhibitor, for the
potential treatment of COVID-19. We have filed and received approval for an IND from the FDA to initiate a Phase 1 study of emricasan in mild COVID19 patients to assess safety and tolerability. Amerimmune, at its expense and in collaboration with us, shall use commercially reasonable efforts to lead the
development activities for emricasan. In addition, we granted Amerimmune an exclusive option, subject to certain terms and conditions, to an exclusive
license to develop and commercialize emricasan throughout the world during the term. After exercise of the option, Amerimmune, alone or in conjunction
with one or more strategic partners, will use its commercially reasonable efforts to develop, manufacture and commercialize emricasan and we and
Amerimmune shall equally share the profits.
Coronavirus (COVID-19)
On January 30, 2020, the World Health Organization (“WHO”) announced a global health emergency because of a new strain of coronavirus originating in
Wuhan, China (the “COVID-19 outbreak”) and the risks to the international community as the virus spreads globally beyond its point of origin. In March
2020, the WHO classified the COVID-19 outbreak as a pandemic, based on the rapid increase in exposure globally.
The full impact of the COVID-19 outbreak continues to evolve as of the date of this Quarterly Report. As such, it is uncertain as to the full magnitude that
the pandemic will have on the Company’s financial condition, liquidity, and future results of operations. Management is actively monitoring the situation
on its financial condition, liquidity, operations, customers, suppliers, industry, and workforce. Given the daily evolution of the COVID-19 outbreak and the
response to curb its spread, the Company is not able to estimate the effects of the COVID-19 outbreak to its results of operations, financial condition, or
liquidity for fiscal year 2020 and beyond.
On March 27, 2020, President Trump signed into law the Coronavirus Aid, Relief and Economic Security Act (the “CARES Act”). The CARES Act,
among other things, includes provisions relating to refundable payroll tax credits, deferment of employer side social security payments, net operating loss
carryback periods, alternative minimum tax credit refunds, modifications to the net interest deduction limitations, increased limitations on qualified
charitable contributions and technical corrections to tax depreciation methods for qualified improvement property. The Company continues to examine the
impact that the CARES Act may have on its business. Currently, the Company is unable to determine the impact that the CARES Act will have on its
financial condition, results of operations, or liquidity. The CARES Act also appropriated funds for the U.S. Small Business Administration Paycheck
Protection Program (“PPP”) loans that are forgivable in certain situations to promote continued employment, as well as Economic Injury Disaster
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Loans to provide liquidity to small businesses harmed by COVID-19. Refer to Note 8 – Paycheck Protection Program Loan for further information.
Merger
On January 28, 2020, the Company, then operating as Conatus, entered into an Agreement and Plan of Merger and Reorganization, as amended (the
“Merger Agreement”), with privately-held Histogen Inc. (“Private Histogen”) and Chinook Merger Sub, Inc., a wholly-owned subsidiary of Conatus
(“Merger Sub”). Under the Merger Agreement, Merger Sub merged with and into Private Histogen, with Private Histogen surviving as a wholly-owned
subsidiary of the Company (the “Merger”). On May 26, 2020, the Merger was completed. Conatus changed its name to Histogen Inc., and Private
Histogen, which remains as a wholly-owned subsidiary of the Company, changed its name to Histogen Therapeutics Inc. On May 27, 2020, the combined
company’s common stock began trading on The Nasdaq Capital Market under the ticker symbol “HSTO.”
Pursuant to the terms of the Merger Agreement, each outstanding share of Private Histogen common stock outstanding immediately prior to the closing of
the Merger was converted into approximately 0.14342 shares of Company common stock (the “Exchange Ratio”), after taking into account the Reverse
Stock Split, as defined below. Immediately prior to the closing of the Merger, all shares of Private Histogen preferred stock then outstanding were
exchanged into shares of common stock of Private Histogen. In addition, all outstanding options exercisable for common stock of Private Histogen and
warrants exercisable for common stock of Private Histogen became options and warrants exercisable for the same number of shares of common stock of
the Company multiplied by the Exchange Ratio. Immediately following the Merger, stockholders of Private Histogen owned approximately 71.3% of the
outstanding common stock of the combined company.
Prior to the Merger and since our inception through September 30, 2020, we have accumulated losses of $59.2 million and expects to incur operating losses
and generate negative cash flows from operations for the foreseeable future. Through September 30, 2020, we have devoted a substantial portion of our
efforts to raising capital, building infrastructure and conducting preclinical studies, clinical trials and product development activities. We incurred net losses
of $15.3 million, $3.0 million and $6.2 million for the nine months ended September 30, 2020 and the years ended December 31, 2019 and 2018,
respectively.
We have not yet established an ongoing source of revenues sufficient to cover our operating costs and have funded our activities to date from debt and
equity financings, government funding and license revenues. Our ability to generate product revenue sufficient to achieve profitability will depend heavily
on the successful development and eventual commercialization of one or more of our current or future product candidates. Substantially all of our net losses
have resulted from costs incurred in connection with advancing our research and development programs and from general and administrative costs
associated with our operations. We expect to continue to incur significant and increasing operating losses for at least the next several years. We expect that
our expenses and capital funding requirements will increase substantially in connection with our ongoing activities, particularly if and as we:
• Execute the HST-001 Phase 1b/2a clinical trial to determine optimal dosing for the treatment of androgenic alopecia in men;
• Evaluate a clinical pathway for HST-002 as a drug-biologic-device combination product for the treatment of moderate to severe nasolabial folds;
• File an IND for HST-003 for the treatment of articular cartilage defects and commencing a Phase 1/2 clinical study;
• Advance the preclinical development of HST-004;
• Maintain, expand and protect our intellectual property portfolio;
• Seek regulatory approvals for any product candidates that successfully complete clinical trials; and
• Add operational, financial and management information systems and personnel, including personnel to support our planned product development
and commercialization efforts, as well as to support our transition to a public reporting company.
As a result, our plans continue to be focused on raising additional capital or other financing, such as potential partnering arrangements with respect to our
existing technology. However, no assurance can be given at this time as to whether we will be able to achieve these objectives. If we fail to raise capital or
enter into such agreements as, and when needed, we could have significant delays in the development and commercialization of one or more of our product
candidates.
As of September 30, 2020, we had cash and cash equivalents of $6.6 million. Based on our current development plans, including plans for the preparation
for commercialization and other operating costs, we believe that our current capital will not be sufficient to fund our planned operations for the foreseeable
future.
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We may obtain additional financing in the future through the issuance of our common stock in public offerings, through other equity or debt financings or
through collaborations, partnerships, and grants with other companies and organizations. For example, in July 2020, we entered into a common stock
purchase agreement with Lincoln Park which provides that, upon the terms and subject to the conditions and limitations in the 2020 Purchase Agreement,
Lincoln Park is committed to purchase up to an aggregate of $10.0 million of shares of our common stock, under which we sold 608,506 shares during the
three months ended September 30, 2020 for net proceeds of $1.3 million. However, we may be unable to raise additional funds or enter into other
agreements or arrangements on terms acceptable to us on a timely basis or at all. Management has concluded that this circumstance raises substantial doubt
about our ability to continue as a going concern for twelve months after the issuance date of the financial statements included in this Quarterly Report.
Similarly, in its report on our financial statements for the year ended December 31, 2019, our independent registered public accounting firm included an
explanatory paragraph stating that our recurring losses from operations and required additional funding to finance our operations raise substantial doubt
about our ability to continue as a going concern.
License Agreement
Allergan License and Supply Agreements
In July 2017, the Company and Allergan entered into a letter agreement to transfer Suneva Medical, Inc.’s Amended and Restated License and Supply
Agreements (collectively the “Allergan Agreements”) to Allergan, which grants exclusive rights to commercialize our CCM skin care ingredient
worldwide, excluding South Korea, China and India, in exchange for royalty payments to us based on Allergan’s sales of product including the licensed
ingredient. Through September 30, 2020, we entered into several amendments to the Allergan Agreements to, among other things, expand Allergan’s
license rights, identify exclusive and non-exclusive fields of use and clarify responsibilities with response to regulatory filings. For these amendments to
the License Agreements, we have received cash payments of $19.5 million through September 30, 2020. The Allergan Agreements also include a potential
future milestone payment of $5.5 million if Allergan’s net sales of products containing our CCM skin care ingredient exceeds $60 million in any calendar
year through December 31, 2027.
From time to time, we may improve our CCM skin care ingredient, and to the extent that these are within the field of use in the Allergan Agreements, we
will provide the improvements to Allergan. The remaining performance obligations related to the Allergan Agreements from 2017 were our obligations to
supply CCM and provide potential future improvements to Allergan, for which our obligation to supply CCM was satisfied during the fourth quarter of
2019.
On January 17, 2020, the Company and Allergan amended the Allergan Agreements, further clarifying the fields of use, the product definition and rights to
certain improvements, as well as us agreeing to supply additional CCM in 2020 and provide further technical assistance to Allergan (the cost of which shall
be reimbursed to the Company), for a one-time payment of $1.0 million to us.
Allergan may terminate the agreement for convenience upon one business days’ notice to us. Under the Amended and Restated License Agreement, as
amended, Allergan will indemnify the Company for third party claims arising from Allergan’s breach of the agreement, negligence or willful misconduct,
or the exploitation of products by Allergan or its sublicensees. We will indemnify Allergan for third party claims arising from our breach of the agreement,
negligence or willful misconduct, or the exploitation of products by us prior to the effective date.
Components of Results of Operations
Revenue
Our revenues to date have been generated primarily from the sale of cosmetic ingredient products (CCM), license fees, professional services revenue, and a
National Science Foundation grant award.
License, Product and Professional Services Revenue
Our license, product and professional services revenue to date has been generated primarily from payments received under the Allergan Agreements.
Grant Revenue
In March 2017, the National Science Foundation (“NSF”), a government agency, awarded us a research and development grant to develop a novel wound
dressing for infection control and tissue regeneration.
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Operating Expenses
Cost of Revenues
Cost of product revenue represents direct and indirect costs incurred to bring the product to saleable condition, including write-offs of inventory.
Cost of professional services revenue represents costs for full-time employee equivalents and actual out-of-pocket costs.
In-Process Research and Development
In-process research and development expenses represent costs incurred for acquisitions of technologies for which regulatory approval had not yet been
obtained.
Research and Development
Research and development expenses consist primarily of costs incurred for the preclinical and clinical development of our product candidates, which
include:
• expenses under agreements with third-party contract organizations, investigative clinical trial sites that conduct research and development
activities on our behalf, and consultants;
• costs related to develop and manufacture preclinical study and clinical trial material;
• salaries and employee-related costs, including stock-based compensation;
• costs incurred under our collaboration and third-party licensing agreements; and
• laboratory and vendor expenses related to the execution of preclinical and clinical trials.
We accrue all research and development costs in the period for which they are incurred. Costs for certain development activities are recognized based on an
evaluation of the progress to completion of specific tasks using information and data provided to us by our vendors, collaborators and third-party service
providers. Advance payments for goods or services to be received in future periods for use in research and development activities are deferred and then
expensed as the related goods are delivered and as services are performed.
We expect our research and development expenses to increase substantially for the foreseeable future as we: (i) invest in additional operational personnel to
support our planned product development efforts, and (ii) continue to invest in developing our product candidates as our product candidates advance into
later stages of development, and as we begin to conduct larger clinical trials. Product candidates in later stages of clinical development generally have
higher development costs than those in earlier stages of clinical development, primarily due to the increased size and duration of later-stage clinical trials.
Our direct research and development expenses are tracked by product candidate and consist primarily of external costs, such as fees paid under third-party
license agreements and to outside consultants, contract research organizations (“CROs”), contract manufacturing organizations and research laboratories in
connection with our preclinical development, process development, manufacturing and clinical development activities. We do not allocate employee costs
and costs associated with our discovery efforts, laboratory supplies and facilities, including other indirect costs, to specific product candidates because
these costs are deployed across multiple programs and, as such, are not separately classified. We use internal resources primarily to conduct our research as
well as for managing our preclinical development, process development, manufacturing and clinical development activities. These employees work across
multiple programs and, therefore, we do not track our costs by product candidate unless such costs are includable as subaward costs. The following table
shows our research and development expenses by type of activity (in thousands):
Three Months Ended September 30,
2020
2019

Pre-clinical and clinical
Salaries and benefits
Facilities and other costs
Total research and development expenses

$

$
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373
641
520
1,534

$

$

3
467
203
673

Nine Months Ended September 30,
2020
2019

$

$

1,121
1,655
1,586
4,362

$

$

173
1,461
1,082
2,716

We cannot determine with certainty the timing of initiation, the duration or the completion costs of current or future preclinical studies and clinical trials of
our product candidates due to the inherently unpredictable nature of preclinical and clinical development, including any potential expanded dosing beyond
the original protocols based in part on ongoing clinical success. Clinical and preclinical development timelines, the probability of success and development
costs can differ materially from expectations. We anticipate that we will make determinations as to which product candidates to pursue and how much
funding to direct to each product candidate on an ongoing basis in response to the results of ongoing and future preclinical studies and clinical trials,
regulatory developments and our ongoing assessments of each product candidate’s commercial potential. We will need to raise substantial additional capital
in the future. In addition, we cannot forecast which product candidates may be subject to future collaborations, when such arrangements will be secured, if
at all, and to what degree such arrangements would affect our development plans and capital requirements.
General and Administrative
General and administrative expenses consist primarily of personnel-related costs, insurance costs, facility costs and professional fees for legal, patent,
consulting, investor and public relations, accounting and audit services. Personnel-related costs consist of salaries, benefits and stock-based compensation.
We expect our general and administrative expenses to increase substantially as we: (i) incur additional costs associated with being a public company,
including audit, legal, regulatory, and tax-related services associated with maintaining compliance with exchange listing and SEC requirements, director
and officer insurance premiums, and investor relations costs, (ii) hire additional personnel, and (iii) protect our intellectual property.
Other Income (Expense)
Interest Income
Interest income consists of interest earned on our cash equivalents, which consist of money market funds. Our interest income has not been significant due
to low interest earned on invested balances.
Other Income
Other income consists of proceeds received from the sublease of office space previously occupied by Conatus, both the lease and sublease terminated in
September 2020.
Results of Operations
Comparison of Three Months Ended September 30, 2020 and 2019
The following table summarizes our results of operations for the three months ended September 30, 2020 and 2019 (in thousands):

2020

Revenues
License
Product
Professional services
Total revenues
Operating expenses
Cost of product revenue
Cost of professional services revenue
Research and development
General and administrative
Total operating expenses
Loss from operations
Total other income (expense)
Net loss

$

$

Three Months Ended September 30,
2019
Change

5
419
71
495

263
62
1,534
1,982
3,841
(3,346)
83
(3,263) $

Revenues
For the three months ended September 30, 2020 and 2019, we recognized license revenues of $5,000.
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$

5
190
119
314
81
104
673
1,202
2,060
(1,746)
48
(1,698) $

229
(48)
181
182
(42)
861
780
1,781
(1,600)
35
(1,565)

For the three months ended September 30, 2020 and 2019, we recognized product and service revenues of $0.5 million and $0.3 million, respectively. The
year-over-year increase of $0.2 million was primarily due to the fulfillment of supply orders of CCM to Allergan.
Total Operating Expenses
Cost of Revenues
For the three months ended September 30, 2020 and 2019, we recognized cost of product revenue of $0.3 million and $0.1 million, respectively. The
increase of $0.2 million for the three months ended September 30, 2020 as compared to the three months ended September 30, 2019 was commensurate
with the increase in product sales to Allergan.
For both the three months ended September 30, 2020 and 2019, we recognized costs of professional services of $0.1 million.
Research and Development Expenses
Research and development expenses for the three months ended September 30, 2020 and 2019 were $1.5 million and $0.7 million, respectively. The
increase of $0.8 million for the three months ended September 30, 2020 as compared to the three months ended September 30, 2019 was primarily due to
increases related to expanded development costs of our product candidates and increases in personnel related expenses due to changes in duties and
responsibilities of existing personnel.
General and Administrative Expenses
General and administrative expenses for the three months ended September 30, 2020 and 2019 were $2.0 million and $1.2 million, respectively. The $0.8
million increase for the three months ended September 30, 2020 as compared to the three months ended September 30, 2019 was primarily due to increases
in insurance, rent and legal and accounting fees, offset slightly by decreases in personnel related expenses due to changes in duties and responsibilities of
existing personnel, in the three months ended September 30, 2020.
Comparison of Nine Months Ended September 30, 2020 and 2019
The following table sets forth our selected statements of operations data for the nine months ended September 30, 2020 and 2019 (in thousands):

2020

Revenues
License
Product
Grants
Professional service
Total revenues
Operating expenses
Cost of product revenue
Cost of professional services revenue
In-process research and development
Research and development
General and administrative
Total operating expenses
Loss from operations
Total other income (expense)
Net loss

$

$

Nine Months Ended September 30,
2019
Change

877
419
—
285
1,581

$

424
248
7,144
4,362
4,753
16,931
(15,350)
55
(15,295) $

7,515
1,956
150
272
9,893
873
237
2,250
2,716
4,607
10,683
(790)
113
(677) $

(6,638)
(1,537)
(150)
13
(8,312)
(449)
11
4,894
1,646
146
6,248
(14,560)
(58)
(14,618)

Revenues
For the nine months ended September 30, 2020 and 2019, we recognized license revenues of $0.9 million and $7.5 million, respectively. The $7.5 million
recognized in the nine months ended September 30, 2019 related to an upfront payment received in the same period in connection with the execution of the
2019 Allergan Agreement. We received a $1.0 million upfront payment in connection with an amendment to the 2019 Allergan Agreement executed in the
nine months ended September 30, 2020, of which approximately $0.1 million was deferred at September 30, 2020.
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For the nine months ended September 30, 2020 and 2019, we recognized product and service revenues of $0.7 million and $2.2 million, respectively. The
decrease of $1.5 million for the nine months ended September 30, 2020 as compared to the nine months ended September 30, 2019 was primarily due to a
decrease in fulfillment of supply orders of CCM to Allergan and one additional customer in 2019 as compared to 2020.
Grant revenue for the nine months ended September 30, 2020 and 2019 was $0 and $0.2 million, respectively, all of which was related to an NSF research
grant awarded to us in 2017 and resulted from the acceptance of milestone reports in 2019.
Total Operating Expenses
Cost of Revenues
For the nine months ended September 30, 2020 and 2019, we recognized cost of product revenue of $0.4 million and $0.8 million, respectively. The
decrease of $0.4 million for the nine months ended September 30, 2020 as compared to the nine months ended September 30, 2019 was commensurate with
the decrease in product sales, coupled with a $0.2 million write-off of inventory.
For the nine months ended September 30, 2020 and 2019, we recognized costs of professional services of $0.2 million.
In-process Research and Development Expenses
In-process research and development expenses increased $4.9 million for the nine months ended September 30, 2020 as compared to the nine months ended
September 30, 2019. In nine months ended September 30, 2020, we incurred $7.1 million for in-process research and development acquired in connection
with the Merger and in the nine months ended September 30, 2019, we incurred $2.3 million for in-process research and development related to the
acquisition of HST-003 and HST-004 from PUR.
Research and Development Expenses
Research and development expenses for the nine months ended September 30, 2020 and 2019 were $4.4 million and $2.7 million, respectively. The
increase of $1.7 million for the nine months ended September 30, 2020 as compared to the nine months ended September 30, 2019 was primarily due to
expanded development costs of our product candidates.
General and Administrative Expenses
General and administrative expenses for the nine months ended September 30, 2020 and 2019 were $4.8 million and $4.6 million, respectively. This
increase of $0.2 million was primarily due to increases in insurance, legal, accounting and other professional fees in the nine months ended September 30,
2020, offset by a decrease in success based fees related to license revenue received in the nine months ended September 30, 2020 of approximately $0.7
million as compared to the nine months ended September 30, 2019.
Liquidity, Capital Resources and Going Concern
From inception through September 30, 2020, we have accumulated losses of $59.2 million and expect to incur operating losses and generate negative cash
flows from operations for the foreseeable future. As of September 30, 2020, we had $6.6 million in cash and cash equivalents.
We have not yet established ongoing sources of revenues sufficient to cover our operating costs and will need to continue to raise additional capital to
support our future operating activities, including progression of our development programs, preparation for commercialization, and other operating costs.
Our plans with regard to these matters include entering into a combination of additional debt or equity financing arrangements, government funding,
strategic partnerships, collaboration and licensing arrangements, or other similar arrangements. There can be no assurance that we will be able to obtain
additional financing on terms acceptable to us, on a timely basis or at all.
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The condensed consolidated financial statements have been prepared assuming that we will continue as a going concern, which contemplates the realization
of assets and the satisfaction of liabilities and commitments in the normal course of business. Based on the above, there is substantial doubt about our
ability to continue as a going concern within one year from the date the condensed consolidated financial statements are available to be issued. The
condensed consolidated financial statements do not include any adjustments to reflect the possible future effects on the recoverability and classification of
assets or the amounts and classification of liabilities that may result from the outcome of this uncertainty.
On May 29, 2019, Conatus received a letter from the Nasdaq staff indicating that, for the prior thirty consecutive business days, the bid price for its
common stock had closed below the minimum $1.00 per share requirement for continued listing on the Nasdaq Global Market under Nasdaq Listing Rule
5450(a)(1).
Conatus filed an application to transfer the listing of its common stock from the Nasdaq Global Market to the Nasdaq Capital Market. On November 27,
2019, the application was approved by Nasdaq and a result, Conatus was granted an additional 180-day grace period, until May 25, 2020, to regain
compliance with the minimum $1.00 per share requirement for continued listing on the Nasdaq Capital Market under Nasdaq Listing Rule 5810(c)(3)
(A). Subsequently, based on an immediately effective rule change with the SEC on April 16, 2020, Conatus’ deadline to regain compliance was extended
to August 10, 2020.
On May 26, 2020, in connection with, and prior to the completion of, the Merger, we effected a reverse stock split of our common stock, which enabled us
to regain compliance with the minimum closing bid price requirement. Even though we have regained compliance with the Nasdaq Capital Market’s
minimum closing bid price requirement, there is no guarantee that we will remain in compliance with such listing requirements in the future.
Common Stock Purchase Agreement with Lincoln Park
In July 2020, we entered into a common stock purchase agreement (the 2020 Purchase Agreement) with Lincoln Park which provides that, upon the terms
and subject to the conditions and limitations in the 2020 Purchase Agreement, Lincoln Park, is committed to purchase up to an aggregate of $10.0 million
of shares of our common stock at our request from time to time during a 24 month period that began in July 2020 and at prices based on the market price of
our common stock at the time of each sale. Upon execution of the 2020 Purchase Agreement, we sold 328,516 shares of common stock at $3.04399 per
share to Lincoln Park for proceeds of $1.0 million. During September 2020, pursuant to the 2020 Purchase Agreement, we sold an additional 280,000
shares of our common stock to Lincoln Park for net proceeds of approximately $0.3 million and as of September 30, 2020, $8.5 million of common stock
remained available to be sold, subject to certain limitations on the amount of securities the Company may sell under its effective registration statement on
Form S-3 within any 12 month period and NASDAQ rules. In consideration for entering into the 2020 Purchase Agreement and concurrently with the
execution of the 2020 Purchase Agreement, we issued 66,964 shares of our common stock to Lincoln Park.
At Market Issuance Agreement with Stifel, Nicolaus & Company, Incorporated
Effective July 20, 2020, in connection with the execution of the 2020 Purchase Agreement, we elected to terminate the At Market Issuance Sales
Agreement, dated August 2, 2018, between us and Stifel, Nicolaus & Company, Incorporated, which provided for the sale of up to $35.0 million of our
common stock.
Cash Flow Summary for the Nine Months Ended September 30, 2020 and 2019
The following table shows a summary of our cash flows for the nine months ended September 30, 2020 and 2019 (in thousands):
Nine Months Ended
2020
2019

Net cash provided by (used in)
Operating activities
Investing activities
Financing activities
Net increase in cash, cash equivalents and restricted cash
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$

$

(7,980) $
10,975
1,839
4,834 $

395
(152)
488
731

Operating activities
Net cash used in operating activities was $8.0 million for the nine months ended September 30, 2020, resulting from our net loss of $15.3 million, which
included non-cash charges of $7.9 million primarily related to acquired in-process research and development in connection with the Merger and stockbased compensation, and a $0.5 million change in our operating assets and liabilities.
Net cash provided by operating activities was $0.4 million for the nine months ended September 30, 2019, resulting from our net loss of $0.7 million,
which included non-cash charges of $2.1 million primarily related to the issuance of shares of our convertible preferred stock for the settlement with PUR
and stock-based compensation, and a $1.0 million change in our operating assets and liabilities.
Investing activities
Net cash provided by investing activities was $11.0 million for the nine months ended September 30, 2020, consisting of cash of $12.8 million received in
connection with the Merger, offset by payments for acquisition related costs and purchases of property and equipment. Net cash used in investing activities
was $0.2 million for the nine months ended September 30, 2019, all of which was for purchases of property and equipment.
Financing activities
Net cash provided by financing activities was $1.8 million for the nine months ended September 30, 2020, resulting primarily from sales of our common
stock to Lincoln Park and the proceeds of the PPP Loan. Net cash provided by financing activities was $0.5 million for the nine months ended
September 30, 2019, resulting primarily from proceeds received from the sale of shares of our convertible preferred stock.
Funding Requirements
We believe our existing cash and cash equivalents will be sufficient to meet our anticipated cash requirements into the second quarter of 2021. However,
our forecast of the period of time through which our financial resources will be adequate to support our operations is a forward-looking statement that
involves risks and uncertainties, and actual results could vary materially. We have based this estimate on assumptions that may prove to be wrong, and we
could use our capital resources sooner than we expect. Additionally, the process of testing product candidates in clinical trials is costly, and the timing of
progress, potential dose expansions beyond our planned study protocols based in part on our clinical progress, and expenses in these trials is uncertain.
Our future capital requirements will depend on many factors, including:
• the type, number, scope, progress, expansions, results, costs and timing of, our preclinical studies and clinical trials of our product candidates
which we are pursuing or may choose to pursue in the future;
• the costs and timing of manufacturing for our product candidates, including commercial manufacturing if any product candidate is approved;
• the costs, timing and outcome of regulatory review of our product candidates;
• the costs of obtaining, maintaining and enforcing our patents and other intellectual property rights;
• our efforts to enhance operational systems and hire additional personnel to satisfy our obligations as a public company, including enhanced
internal controls over financial reporting;
• the costs associated with hiring additional personnel and consultants as our preclinical and clinical activities increase;
• the costs and timing of establishing or securing sales and marketing capabilities if any product candidate is approved;
• our ability to achieve sufficient market acceptance, adequate coverage and reimbursement from third-party payors and adequate market share and
revenue for any approved products;
• the terms and timing of establishing and maintaining collaborations, licenses and other similar arrangements;
• the impact of any natural disasters or public health crises, such as the COVID-19 pandemic; and
• costs associated with any products or technologies that it may in-license or acquire.
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Until such time, if ever, as we can generate substantial product revenues to support our cost structure, we expect to finance our losses from operations and
capital funding needs through a combination of equity offerings, debt financings, government funding and other sources, including potentially
collaborations, licenses and other similar arrangements. To the extent we raise additional capital through the sale of convertible debt or equity securities,
the ownership interest of our stockholders will be or could be diluted, and the terms of these securities may include liquidation or other preferences that
adversely affect the rights of our common stockholders. Debt financing and preferred equity financing, if available, may involve agreements that include
covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. If
we raise funds through collaborations, licenses and other similar arrangements with third parties, we may have to relinquish valuable rights to our
technologies, future revenue streams, research programs or product candidates or grant licenses on terms that may not be favorable to us and/or may reduce
the value of our common stock. If we are unable to raise additional funds through debt or equity financings when needed, we may be required to delay,
limit, reduce or terminate our product development or future commercialization efforts or grant rights to develop and market our product candidates even if
we would otherwise prefer to develop and market such product candidates by ourselves. There can be no assurance that we will be able to obtain any
sources of financing on acceptable terms, or at all.
We may be unable to raise additional funds on acceptable terms or at all. As a result of the COVID-19 pandemic and actions taken to slow its spread, the
global credit and financial markets have recently experienced extreme volatility and disruptions, including severely diminished liquidity and credit
availability, declines in consumer confidence, declines in economic growth, increases in unemployment rates and uncertainty about economic stability. If
the equity and credit markets deteriorate, it may make any necessary debt or equity financing more difficult, more costly and more dilutive. If we are
unable to raise additional funds, we may be required to delay, limit, reduce or terminate our product development or future commercialization efforts or
grant rights to develop and market our product candidates even if we would otherwise prefer to develop and market such product candidates ourselves.
Critical Accounting Policies
Our management’s discussion and analysis of our financial condition and results of operations is based on our condensed consolidated financial statements,
which have been prepared in accordance with generally accepted accounting principles in the United States. The preparation of the financial statements
requires us to make estimates and judgments that affect the reported amounts of assets and liabilities and the disclosure of contingent assets and liabilities at
the date of the financial statements, as well as the reported expenses incurred during the reporting periods.
Our estimates are based on our historical experience, trends and various other factors that we believe are reasonable under the circumstances, the results of
which form the basis for making judgments about the carrying value of assets and liabilities that are not readily apparent from other sources. Actual results
may differ from these estimates under different assumptions or conditions. Though the impact of the COVID-19 pandemic to our business and operating
results presents additional uncertainty, we continue to use the best information available to us in our critical accounting estimates.
We consider our critical accounting policies and estimates to be related to research and development expenses and accruals and revenue recognition. There
have been no material changes to our critical accounting policies and estimates during the nine months ended September 30, 2020 from those disclosed in
“Histogen’s Management’s Discussion and Analysis of Financial Condition and Results of Operations – Critical Accounting Policies,” included in the
Registration Statement.
Off-Balance Sheet Arrangements
We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined under SEC rules.
Contractual Obligations and Commitments
There have been no material changes during the nine months ended September 30, 2020 to our contractual obligations disclosed in our “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” included in the Registration Statement.
ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISKS
We are a smaller reporting company, as defined by Rule 12b-2 of the Exchange Act, and are not required to provide the information required under this
item.
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ITEM 4. CONTROLS AND PROCEDURES.
Evaluation of Disclosure Controls and Procedures
We maintain disclosure controls and procedures that are designed to ensure that information required to be disclosed by us in our reports that we file or
submit pursuant to the Securities Exchange Act of 1934, as amended, or the Exchange Act, is recorded, processed, summarized and reported within the
time periods specified in the Securities and Exchange Commission’s, or SEC's, rules and forms, and that such information is accumulated and
communicated to our management, including our Chief Executive Officer and Chief Financial Officer, as appropriate, to allow for timely decisions
regarding required disclosure. In designing and evaluating the disclosure controls and procedures, management recognizes that any controls and
procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving the desired control objectives, and management
is required to apply its judgment in evaluating the cost-benefit relationship of possible controls and procedures. Under the supervision and with
participation of our management, including our Chief Executive Officer and our Chief Financial Officer, we carried out an evaluation of the effectiveness
of our disclosure controls and procedures (as such term is defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) as of the end of the period covered by
this report. Based on this evaluation and the material weakness previously identified and further discussed below, our Company’s Chief Executive Officer
and Chief Financial Officer have concluded that our disclosure controls and procedures were not effective at the reasonable level of assurance.
Material Weaknesses in Internal Control over Financial Reporting
We identified deficiencies in our internal controls over financial reporting related to inadequate segregation of duties that existed as a result of our limited
number of accounting personnel. In March 2020, we reported these deficiencies to the Audit Committee of our Board of Directors and a material weakness
related to these deficiencies existed at December 31, 2019.
Remediation of the Material Weakness During 2020
The material weakness related to inadequate segregation of duties that existed as a result of our limited number of accounting personnel resulted in a
reasonable possibility that a material misstatement of our annual or interim financial statements may not be prevented or detected on a timely basis. To
remediate the deficiencies described above and prevent similar deficiencies in the future, we developed and implemented a remediation plan during the first
quarter of 2020 which included:
• Addition of resources. We added appropriate resources to our accounting and finance team to further facilitate accurate and timely accounting
closes and preparation and review of financial statements and related footnote disclosure.
• Other actions to strengthen the internal control environment. As a result of the additional resources added to the accounting and finance function,
we are allowing for separate preparation and review of the reconciliations and other account analyses.
Although we have implemented these remediation efforts, the deficiencies will not be considered fully remediated until the applicable remedial controls
operate for a sufficient period of time and management has concluded, through testing, that these controls are operating effectively. Any actions we have
taken or may take to remediate these deficiencies are subject to continued management review supported by testing, as well as oversight by the Audit
Committee of our Board of Directors.
We cannot provide complete assurance that other material weaknesses or significant deficiencies will not occur in the future or that we will be able to
remediate such weaknesses or deficiencies in a timely manner. The occurrence of such material weaknesses or our inability to remediate these deficiencies
could impair our ability to accurately and timely report our financial position, results of operations or cash flows.
Changes in Internal Control over Financial Reporting
On May 26, 2020, we completed the Merger as described in above and are integrating Private Histogen into our internal control over financial reporting.
The Company has implemented remedial procedures to address the material weakness in our internal controls over financial reporting. These remedial
procedures will continue throughout the remainder of fiscal 2020 and had no impact on our internal controls over financial reporting that occurred during
the period covered by this report that have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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Inherent Limitations on Effectiveness of Controls
Management recognizes that a control system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that the
objectives of the control system are met. Further, the design of a control system must reflect the fact that there are resource constraints and that
management is required to apply its judgment in evaluating the benefits of possible controls and procedures relative to their costs. Because of the inherent
limitations in all control systems, no evaluation of controls can provide absolute assurance that all control issues and instances of fraud or error, if any, have
been detected. These inherent limitations include the realities that judgments in decision making can be faulty, and that breakdowns can occur because of a
simple error or mistake. Additionally, controls can be circumvented by the individual acts of some persons, by collusion of two or more people, or by
management override of the controls. The design of any system of controls also is based in part upon certain assumptions about the likelihood of future
events, and there can be no assurance that any design will succeed in achieving its stated goals under all potential future conditions; over time, controls may
become inadequate because of changes in conditions, or the degree of compliance with policies or procedures may deteriorate. Because of the inherent
limitations in a cost-effective control system, misstatements due to error or fraud may occur and not be detected.
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PART II — OTHER INFORMATION
ITEM 1. LEGAL PROCEEDINGS.
We are not currently party to any material legal proceedings. We may be a party to certain litigation that is either judged to be not material or that arises in
the ordinary course of business from time to time.
ITEM 1A. RISK FACTORS.
We operate in a dynamic and rapidly changing environment that involves numerous risks and uncertainties. Certain factors may have a material adverse
effect on our business, prospects, financial condition and results of operations, and you should carefully consider them. Accordingly, in evaluating our
business, we encourage you to consider the following discussion of risk factors, in its entirety, in addition to other information contained in this Quarterly
Report on Form 10-Q and our other public filings with the SEC. Other events that we do not currently anticipate or that we currently deem immaterial may
also affect our business, prospects, financial condition and results of operations.
Moreover, the Merger with Histogen Therapeutics Inc. is a significant business combination that substantially changed the profile of our company and also
introduced a new chief executive officer to our company. As a result of the Merger, below is a series of risk factors related to the ongoing business
operations of the combined company that amends and restates in full the risk factors discussed in Part I, Item 1A. Risk Factors in our Form 10-K for the
fiscal year ended December 31, 2019.
Risks Related to the Company
We are a clinical-stage company, have a very limited operating history, are not currently profitable, do not expect to become profitable in the near
future and may never become profitable.
We are a clinical-stage biopharmaceutical company. In May 2020, we completed the business combination between Conatus Pharmaceuticals Inc., a
Delaware corporation (“Conatus”) and Histogen Inc., a Delaware corporation (“Histogen Subsidiary”), in accordance with the Agreement and Plan of
Merger and Reorganization, dated as of January 28, 2020, pursuant to which a subsidiary of Conatus merged with and into the Histogen Subsidiary, with
the Histogen Subsidiary continuing as a wholly-owned subsidiary of Conatus and the surviving corporation of the merger (the “Merger”). On May 26,
2020, the Merger was completed, and we changed our name from Conatus Pharmaceuticals Inc. to Histogen Inc., and Histogen Inc. changed its name to
Histogen Therapeutics Inc. Following the Merger, we are focused primarily on the development of patented, innovative technologies that replace and
regenerate tissues in the body for aesthetic and therapeutic markets.
We have three product candidates currently in clinical development, HST-001, HST-002 and HST-003, and we are advancing one preclinical program, HST004. None of these product candidates have been approved for marketing or are being marketed or commercialized. In addition, we have developed a nonprescription topical skin care ingredient utilizing human multipotent cell conditioned media (CCM) that harnesses the power of growth factors and other
cell signaling molecules to support our epidermal stem cells, which is utilized by Allergan Sales LLC (“Allergan”) in formulating certain of their skin care
product lines in spa and professional offices.
As a result, while the CCM ingredient for skin care currently generates some product revenue, we have limited historical operations upon which to evaluate
our business and prospects and have not yet demonstrated an ability to obtain marketing approval for any of our product candidates or successfully
overcome the risks and uncertainties frequently encountered by companies in the biopharmaceutical industry. We also have generated limited revenues
from licensing agreements or product sales to date, and continue to incur significant research and development and other expenses. As a result, we have not
been profitable and have incurred significant operating losses in every reporting period since our inception, except for the year ended December 31, 2017.
For the nine months ended September 30, 2020 and for the years ended December 31, 2019 and 2018, we reported net losses of $15.3 million, $3.0 million
and $6.2 million, respectively, and had an accumulated deficit of $59.2 million as of September 30, 2020.
For the foreseeable future, we expect to continue to incur losses, which will increase significantly from historical levels as we expand our drug
development activities, seek regulatory approvals for our product candidates and begin to commercialize them if they are approved by the U.S. Food and
Drug Administration (the “FDA”), the European Medicines Agency (the “EMA”) or comparable foreign authorities. Even if we succeed in developing and
commercializing one or more product candidates, we may never become profitable.
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We are dependent on the success of one or more of our current product candidates and we cannot be certain that any of them will receive regulatory
approval or be commercialized.
We have spent significant time, money and effort on the licensing and development of our core assets, HST-001, HST-002 and HST-003 and our preclinical asset, HST-004. To date, no pivotal clinical trials designed to provide clinically and statistically significant proof of efficacy, or to provide sufficient
evidence of safety to justify approval, have been completed with any of our product candidates. All of our product candidates will require additional
development, including clinical trials as well as further preclinical studies to evaluate their toxicology, carcinogenicity and pharmacokinetics and optimize
their formulation, and regulatory clearances before they can be commercialized. Positive results obtained during early development do not necessarily
mean later development will succeed or that regulatory clearances will be obtained. Our drug development efforts may not lead to commercial drugs, either
because our product candidates fail to be safe and effective or because we have inadequate financial or other resources to advance our product candidates
through the clinical development and approval processes. If any of our product candidates fail to demonstrate safety or efficacy at any time or during any
phase of development, we would experience potentially significant delays in, or be required to abandon, development of the product candidate.
We do not anticipate that any of our current product candidates will be eligible to receive regulatory approval from the FDA, the EMA or comparable
foreign authorities and begin commercialization for a number of years, if ever. Even if we ultimately receive regulatory approval for any of these product
candidates, we or our current or potential future partners, if any, may be unable to commercialize them successfully for a variety of reasons. These include,
for example, the availability of alternative treatments, lack of cost-effectiveness, the cost of manufacturing the product on a commercial scale and
competition with other drugs. The success of our product candidates may also be limited by the prevalence and severity of any adverse side effects. If we
fail to commercialize one or more of our current product candidates, we may be unable to generate sufficient revenues to attain or maintain profitability,
and our financial condition and stock price may decline.
Clinical drug development involves uncertain outcomes, and results of earlier studies and trials may not be predictive of future trial results.
Clinical testing is expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at any time during the clinical
trial process. The results of preclinical studies and early clinical trials relating to our product candidates may not be predictive of the results of later-stage
clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and efficacy traits despite having progressed through
preclinical studies and initial clinical trials. A number of companies in the biopharmaceutical industry have suffered significant setbacks in advanced
clinical trials due to lack of efficacy or safety profiles, notwithstanding promising results in earlier trials. We cannot be certain that any of our current or
future clinical trials will be successful. Failure in one indication may have negative consequences for the development of our product candidates for other
indications. Any such failure may harm our business, prospects and financial condition.
For instance, we recently announced that we entered into a Collaborative Development and Commercialization Agreement with Amerimmune LLC under
which Amerimmune and Histogen intend to collaborate to undertake a clinical development program using emricasan to determine if emricasan is safe and
efficacious in treating COVID-19. Emricasan will require additional clinical and non-clinical development, regulatory review and approval in multiple
jurisdictions, substantial investment, access to sufficient commercial manufacturing capacity and significant marketing efforts before we or Amerimmune
can generate any revenues from product sales.
If further clinical development of emricasan is resumed, there is no guarantee that future clinical trials will be completed on time or at all or that any future
clinical trials will commence on time or at all, and the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of
its clinical trials. Even if such regulatory authorities agree with the design and implementation of clinical trials conducted by us or our partner, we cannot
guarantee you that such regulatory authorities will not change their requirements in the future. In addition, even if future clinical trials are successfully
completed, we cannot guarantee that the FDA or foreign regulatory authorities will interpret the results as we do, and more trials would likely be required
before we or our partner submit emricasan for approval. To the extent that the results of the clinical trials are not satisfactory to the FDA or foreign
regulatory authorities for support of a marketing application, approval of emricasan may be significantly delayed, or we or our partner may be required to
expend significant additional resources, which may not be available to us or our partner, to conduct additional trials in support of potential approval of
emricasan.
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If development of our product candidates does not produce favorable results, we and our licensees, may be unable to commercialize these products.
To receive regulatory approval for the commercialization of our core assets, HST-001, HST-002 and HST-003 and our pre-clinical asset, HST-004, or any
other product candidates that we may develop, including emricasan, adequate and well-controlled clinical trials must be conducted to demonstrate safety
and efficacy in humans to the satisfaction of the FDA, the EMA and comparable foreign authorities. In order to support marketing approval, these agencies
typically require successful results in one or more Phase 3 clinical trials, which our current product candidates have not yet reached and may never reach.
The development process is expensive, can take many years and has an uncertain outcome. Failure can occur at any stage of the process. We may
experience numerous unforeseen events during, or as a result of, the development process that could delay or prevent commercialization of our current or
future product candidates, including the following:
• clinical trials may produce negative or inconclusive results;
• preclinical studies conducted with product candidates during clinical development to, among other things, evaluate their toxicology,
carcinogenicity and pharmacokinetics and optimize their formulation may produce unfavorable results;
• patient recruitment and enrollment in clinical trials may be slower than we anticipate;
• costs of development may be greater than we anticipate;
• Our product candidates may cause undesirable side effects that delay or preclude regulatory approval or limit their commercial use or market
acceptance, if approved;
• licensees who may be responsible for the development of our product candidates may not devote sufficient resources to these clinical trials or
other preclinical studies of these candidates or conduct them in a timely manner; or
• We may face delays in obtaining regulatory approvals to commence one or more clinical trials.
Success in early development does not mean that later development will be successful because, for example, product candidates in later-stage clinical trials
may fail to demonstrate sufficient safety and efficacy despite having progressed through initial clinical trials.
In the future, we or our licensees will be responsible for establishing the targeted endpoints and goals for development of our product candidates. These
targeted endpoints and goals may be inadequate to demonstrate the safety and efficacy levels required for regulatory approvals. Even if we believe data
collected during the development of our product candidates are promising, such data may not be sufficient to support marketing approval by the FDA, the
EMA or comparable foreign authorities. Further, data generated during development can be interpreted in different ways, and the FDA, the EMA or
comparable foreign authorities may interpret such data in different ways than us or our licensees. Our failure to adequately demonstrate the safety and
efficacy of our product candidates would prevent our receipt of regulatory approval, and ultimately the potential commercialization of these product
candidates.
Since we do not currently possess the resources necessary to independently develop and commercialize our product candidates or any other product
candidates that we may develop, we may seek to enter into license agreements to assist in the development and potential future commercialization of some
or all of these assets as a component of our strategic plan. However, our discussions with potential licensees may not lead to the establishment of a license
agreement on acceptable terms, if at all, or it may take longer than expected to establish new licensing agreements, leading to development and potential
commercialization delays, which would adversely affect our business, financial condition and results of operations.
We expect to continue to incur significant research and development expenses, which may make it difficult for us to attain profitability.
We expect to expend substantial funds in research and development, including preclinical studies and clinical trials of our product candidates, and to
manufacture and market any product candidates in the event they are approved for commercial sale. We also may need additional funding to develop or
acquire complementary companies, technologies and assets, as well as for working capital requirements and other operating and general corporate
purposes. Moreover, our planned increases in staffing will dramatically increase our costs in the near and long-term.
However, our spending on current and future research and development programs and product candidates for specific indications may not yield any
commercially viable products. Due to our limited financial and managerial resources, we must focus on a limited number of research programs and product
candidates and on specific indications. Our resource allocation decisions may cause us to fail to capitalize on viable commercial products or profitable
market opportunities.
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Because the successful development of our product candidates is uncertain, we are unable to precisely estimate the actual funds we will require to develop
and potentially commercialize them. In addition, we may not be able to generate sufficient revenue, even if we are able to commercialize any of our
product candidates, to become profitable.
Our financial statements include an explanatory paragraph that expresses substantial doubt on our ability to continue as a going concern, and we must
raise additional funds to finance our operations to remain a going concern.
Based on our cash balances, recurring losses since inception, except for year ended December 31, 2017, and inadequacy of existing capital resources to
fund planned operations for a twelve-month period, our independent registered public accounting firm has included an explanatory paragraph in its report
on our financial statements as of and for the years ended December 31, 2019 and 2018 expressing substantial doubt about our ability to continue as a going
concern. We will, during 2020, require significant additional funding to continue operations. If we are unable to raise additional funds when needed, we
will not be able to continue development of our product candidates, or we will be required to delay, scale back or eliminate some or all of our development
programs or cease operations. We have a purchase agreement in place with Lincoln Park to sell up to $10.0 million worth of shares of our common stock,
from time to time, to Lincoln Park, and as of September 30, 2020, have sold approximately $1.5 million worth of shares of our common stock to Lincoln
Park. Any sales under the Lincoln Park arrangement, and any additional equity or debt financing that we are able to obtain may be dilutive to our current
stockholders and debt financing, if available, may involve restrictive covenants or unfavorable terms. If we raise funds through licensing arrangements, we
may be required to relinquish, on terms that are not favorable to us, rights to some of our technologies or product candidates that we would otherwise seek
to develop or commercialize. Moreover, if we are unable to continue as a going concern, we may be forced to liquidate our assets and the values we receive
for our assets in liquidation or dissolution could be significantly lower than the values reflected in our financial statements.
Given our lack of current cash flow, we will need to raise additional capital; however, it may be unavailable to us or, even if capital is obtained, may
cause dilution or place significant restrictions on our ability to operate our business.
Since we will be unable to generate sufficient, if any, cash flow to fund our operations for the foreseeable future, we will need to seek additional equity or
debt financing to provide the capital required to maintain or expand our operations.
There can be no assurance that we will be able to raise sufficient additional capital on acceptable terms or at all. If such additional financing is not available
on satisfactory terms, or is not available in sufficient amounts, we may be required to delay, limit or eliminate the development of business opportunities
and our ability to achieve our business objectives, our competitiveness, and our business, financial condition and results of operations may be materially
adversely affected. In addition, we may be required to grant rights to develop and market product candidates that we would otherwise prefer to develop and
market ourselves. Our inability to fund our business could lead to the loss of your investment.
Our future capital requirements will depend on many factors, including, but not limited to:
• the scope, rate of progress, results and cost of our clinical trials, preclinical studies and other related activities;
• our ability to establish and maintain strategic licensing or other arrangements and the financial terms of such arrangements;
• the timing of, and the costs involved in, obtaining regulatory approvals for any of our current or future product candidates;
• the number and characteristics of the product candidates we seek to develop or commercialize;
• the cost of manufacturing clinical supplies, and establishing commercial supplies, of our product candidates;
• the cost of commercialization activities if any of our current or future product candidates are approved for sale, including marketing, sales and
distribution costs;
• the expenses needed to attract and retain skilled personnel;
• the costs associated with being a public company;
• the amount of revenue, if any, received from commercial sales of our product candidates, should any of our product candidates receive marketing
approval;
• the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing possible patent claims, including litigation costs and the
outcome of any such litigation; and
• the impact of any natural disasters or public health crises, such as the COVID-19 pandemic.
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If we raise additional capital by issuing common stock under the Lincoln Park arrangement, or any other equity securities or securities convertible into
equity, the percentage ownership of our existing stockholders may be reduced, and accordingly these stockholders may experience substantial dilution. We
may also issue equity securities that provide for rights, preferences and privileges senior to those of our common stock. Given our need for cash and that
equity issuances are the most common type of fundraising for similarly situated companies, the risk of dilution is particularly significant for our
stockholders.
Further, SEC regulations limit the amount of funds we can raise during any 12-month period pursuant to our shelf registration statement on Form S-3. We
are currently subject to General Instruction I.B.6 to Form S-3, or the Baby Shelf Rule, and the amount of funds we can raise through primary public
offerings of securities in any 12-month period using our registration statement on Form S-3 is limited to one-third of the aggregate market value of the
voting and non-voting common equity held by non-affiliates to the Company. We are currently limited by the Baby Shelf Rule as of the filing of this
Quarterly Report on Form 10-Q, until such time as our public float exceeds $75 million. If we are required to file a new registration statement on another
form, we may incur additional costs and be subject to delays due to review by SEC staff.
Our product candidates may cause undesirable side effects that could delay or prevent their regulatory approval or commercialization or have other
significant adverse implications on our business, financial condition and results of operations.
Undesirable side effects observed in clinical trials or in supportive preclinical studies with our product candidates could interrupt, delay or halt their
development and could result in the denial of regulatory approval by the FDA, the EMA or comparable foreign authorities for any or all targeted
indications or adversely affect the marketability of any such product candidates that receive regulatory approval. In turn, this could eliminate or limit our
ability to commercialize our product candidates.
Our product candidates may exhibit adverse effects in preclinical toxicology studies and adverse interactions with other drugs. There are also risks
associated with additional requirements the FDA, the EMA or comparable foreign authorities may impose for marketing approval with regard to a
particular disease.
Our product candidates may require a risk management program that could include patient and healthcare provider education, usage guidelines, appropriate
promotional activities, a post-marketing observational study, and ongoing safety and reporting mechanisms, among other requirements. Prescribing could
be limited to physician specialists or physicians trained in the use of the drug, or could be limited to a more restricted patient population. Any risk
management program required for approval of our product candidates could potentially have an adverse effect on our business, financial condition and
results of operations.
Undesirable side effects involving our product candidates may have other significant adverse implications on our business, financial condition and results
of operations. For example:
• we may be unable to obtain additional financing on acceptable terms, if at all;
• our licensees may terminate any license agreements covering these product candidates;
• if any license agreements are terminated, we may determine not to further develop the affected product candidates due to resource constraints and
may not be able to establish additional license agreements for their further development on acceptable terms, if at all;
• if we were to later continue the development of these product candidates and receive regulatory approval, earlier findings may significantly limit
their marketability and thus significantly lower our potential future revenues from their commercialization;
• we may be subject to product liability or stockholder litigation; and
• we may be unable to attract and retain key employees.
In addition, if any of our product candidates receive marketing approval and we or others later identify undesirable side effects caused by the product:
• regulatory authorities may withdraw their approval of the product, or us or our partners may decide to cease marketing and sale of the product
voluntarily;
• We may be required to change the way the product is administered, conduct additional clinical trials or preclinical studies regarding the product,
change the labeling of the product, or change the product’s manufacturing facilities; and
• our reputation may suffer.
Any of these events could prevent us from achieving or maintaining market acceptance of the affected product and could substantially increase the costs
and expenses of commercializing the product, which in turn could delay or prevent us from generating significant revenues from the sale of the product.
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Our efforts to discover product candidates beyond our current product candidates may not succeed, and any product candidates we recommend for
clinical development may not actually begin clinical trials.
We intend to expand our existing pipeline of core assets by advancing drug compounds from current ongoing discovery programs into clinical
development. However, the process of researching and discovering drug compounds is expensive, time-consuming and unpredictable. Data from our
current preclinical programs may not support the clinical development of our lead compounds or other compounds from these programs, and we may not
identify any additional drug compounds suitable for recommendation for clinical development. Moreover, any drug compounds we recommend for clinical
development may not demonstrate, through preclinical studies, indications of safety and potential efficacy that would support advancement into clinical
trials. Such findings would potentially impede our ability to maintain or expand our clinical development pipeline. Our ability to identify new drug
compounds and advance them into clinical development also depends upon our ability to fund our research and development operations, and we cannot be
certain that additional funding will be available on acceptable terms, or at all.
Delays in the commencement or completion of clinical trials could result in increased costs to us and delay our ability to establish strategic license
agreements.
Delays in the commencement or completion of clinical trials could significantly impact our drug development costs. We do not know whether planned
clinical trials will begin on time or be completed on schedule, if at all. The commencement of clinical trials can be delayed for a variety of reasons,
including, but not limited to, delays related to:
• obtaining regulatory approval to commence one or more clinical trials;
• reaching agreement on acceptable terms with prospective third-party contract research organizations (“CROs”) and clinical trial sites;
• manufacturing sufficient quantities of a product candidate or other materials necessary to conduct clinical trials;
• obtaining institutional review board approval to conduct one or more clinical trials at a prospective site;
• recruiting and enrolling patients to participate in one or more clinical trials; and
• the failure of our licensees to adequately resource our product candidates due to their focus on other programs or as a result of general market
conditions.
In addition, once a clinical trial has begun, it may be suspended or terminated by us, our licensees, the institutional review boards or data safety monitoring
boards charged with overseeing our clinical trials, the FDA, the EMA or comparable foreign authorities due to a number of factors, including:
• failure to conduct the clinical trial in accordance with regulatory requirements or clinical protocols;
• inspection of the clinical trial operations or clinical trial site by the FDA, the EMA or comparable foreign authorities resulting in the imposition of
a clinical hold;
• unforeseen safety issues; or
• lack of adequate funding to continue the clinical trial.
The progress of clinical trials and clinical studies also may be affected by significant global public health matters such as the current novel coronavirus
outbreak. Factors related to the novel coronavirus outbreak that may impact the timing and conduct of our clinical trials and clinical studies include:
• the diversion of healthcare resources away from the conduct of clinical trial and clinical study matters to focus on pandemic-related concerns,
including the attention of physicians serving as clinical trial investigators, hospitals and clinics serving as clinical trial sites, and medical staff
supporting the conduct of clinical trials;
• limitations on travel and distancing requirements that interrupt key trial or study activities, such as site initiations and monitoring, or that limit the
ability of a patient to participate in a clinical trial or study or delay access to drug dosing or assessments;
• interruption in global shipping affecting the transport of clinical trial materials, such as investigational drug product; and
• employee furlough days that delay necessary interactions with local regulators, ethics committees and other important agencies and contractors.
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In addition, if patients or subjects participating in our clinical trials or studies were to contract COVID-19, there could be an adverse impact on the trials or
studies. For example, such patients may be unable to participate further or may need to limit participation in a clinical trial or study; the results and data
recorded for such patients may differ from those that would have been recorded if the patients had not been affected by COVID-19; or such patients could
experience adverse events that could be attributed to the drug product under investigation.
If we experience delays in the completion or termination of any clinical trial of our product candidates, the commercial prospects of our product candidates
will be harmed, and our ability to commence product sales and generate product revenues from any of our product candidates will be delayed. In addition,
any delays in completing our clinical trials will increase our costs and slow down our product candidate development and approval process. Delays in
completing our clinical trials could also allow our competitors to obtain marketing approval before we do or shorten the patent protection period during
which we may have the exclusive right to commercialize our product candidates. Any of these occurrences may harm our business, financial condition and
prospects significantly. In addition, many of the factors that cause, or lead to, a delay in the commencement or completion of clinical trials may also
ultimately lead to the denial of regulatory approval of our product candidates.
Results of earlier clinical trials may not be predictive of the results of later-stage clinical trials.
The results of preclinical studies and early clinical trials of product candidates may not be predictive of the results of later-stage clinical trials. Product
candidates in later stages of clinical trials may fail to show the desired safety and efficacy results despite having progressed through preclinical studies and
initial clinical trials. Many companies in the biopharmaceutical industry have suffered significant setbacks in advanced clinical trials due to adverse safety
profiles or lack of efficacy, notwithstanding promising results in earlier studies. Similarly, our future clinical trial results may not be successful for these or
other reasons.
This product candidate development risk is heightened by any changes in the planned clinical trials compared to the completed clinical trials. As product
candidates are developed through preclinical to early to late stage clinical trials towards approval and commercialization, it is customary that various
aspects of the development program, such as manufacturing and methods of administration, are altered along the way in an effort to optimize processes and
results. While these types of changes are common and are intended to optimize the product candidates for late stage clinical trials, approval and
commercialization, such changes carry the risk that they will not achieve these intended objectives.
Any of these changes could make the results of our planned clinical trials or other future clinical trials we may initiate less predictable and could cause our
product candidates to perform differently, including causing toxicities, which could delay completion of our clinical trials, delay approval of our product
candidates, and/or jeopardize our ability to commence product sales and generate revenues.
If we experience delays in the enrollment of patients in our clinical trials, our receipt of necessary regulatory approvals could be delayed or prevented.
We may not be able to initiate or continue clinical trials for our product candidates if we are unable to locate and enroll a sufficient number of eligible
patients to participate in these trials as required by the FDA or other regulatory authorities. Patient enrollment, a significant factor in the timing of clinical
trials, is affected by many factors, including the size and nature of the patient population, the proximity of patients to clinical sites, the eligibility criteria for
the trial, the design of the clinical trial, competing clinical trials and clinicians’ and patients’ perceptions as to the potential advantages of the drug being
studied in relation to other available therapies, including any new drugs that may be approved for the indications we are investigating.
If we fail to enroll and maintain the number of patients for which the clinical trial was designed, the statistical power of that clinical trial may be reduced,
which would make it harder to demonstrate that the product candidate being tested in such clinical trial is safe and effective. Additionally, enrollment
delays in our clinical trials may result in increased development costs for our product candidates, which would cause our value to decline and limit our
ability to obtain additional financing. Our inability to enroll a sufficient number of patients for any of our current or future clinical trials would result in
significant delays or may require us to abandon one or more clinical trials altogether.
A pandemic, epidemic or outbreak of an infectious disease, such as COVID-19, or the perception of their effects, may materially and adversely affect
our business, operations and financial condition
Outbreaks of epidemic, pandemic or contagious diseases, such as COVID-19, have and may continue to significantly disrupt our business. Such outbreaks
pose the risk that we or our employees, contractors, suppliers, and other partners may be prevented from conducting business activities for an indefinite
period of time due to spread of the disease, or due to shutdowns that may be requested or mandated by federal, state and local governmental authorities
both within and outside the United States. Business disruptions could include disruptions or restrictions on our ability to travel, as well as temporary
closures of our facilities and the facilities of clinical trial sites, service providers, suppliers or contract manufacturers. While it is not possible at this time to
estimate the overall impact that
47

the COVID-19 pandemic could have on our business, the continued rapid spread of COVID-19, both across the United States and through much of the
world, and the measures taken by the governments of countries and local authorities has disrupted and could delay advancing our product pipeline, could
delay our clinical trials, and could delay our overall preclinical activities. Any of these effects could adversely affect our ability to obtain regulatory
approval for and to commercialize our product candidates, increase our operating expenses and have a material adverse effect on our business, prospects
and financial condition.
The state of California, where our corporate office is located, has issued orders for all residents to remain at home, except as needed for essential activities
as a result of the COVID-19 pandemic and we have had to implement work from home policies that may continue for an indefinite period. We have taken
steps to protect the health and safety of our employees and community, while working to ensure the sustainability of our business operations as this
unprecedented situation continues to evolve.
We continue to evaluate the impact COVID-19 may have on our ability to effectively conduct our business operations as planned while taking into account
regulatory, institutional, and government guidance and policies, but there can be no assurance that we will be able to avoid part or all of any impact from
the spread of COVID-19 or its consequences. Any shutdowns or other business interruptions could result in material and negative effects to our ability to
conduct our business in the manner and on the timelines presently planned, which could have a material adverse effect on our business, prospects and
financial condition.
In addition, as set forth in greater detail in Note 8 of the unaudited condensed consolidated financial statements included in this Quarterly report, in April
2020, we received a loan in the aggregate amount of $466,600 under the Paycheck Protection Program (“PPP”) of the Coronavirus Aid, Relief, and
Economic Security Act (“CARES Act”). Under the PPP, we may apply for and be granted forgiveness for all or part of the PPP loan. Subject to the other
requirements and limitations on loan forgiveness, only loan proceeds spent on payroll and other eligible costs during the covered period will qualify for
forgiveness. We will be required to repay any portion of the outstanding principal that is not forgiven, along with accrued interest, as set forth in the note
evidencing the PPP loan, and we cannot provide any assurance that we will be eligible for loan forgiveness, that we will ultimately apply for forgiveness, or
that any amount of the PPP loan will ultimately be forgiven by the SBA.
We intend to rely on third parties to conduct our preclinical studies and clinical trials and perform other tasks. If these third parties do not successfully
carry out their contractual duties, meet expected deadlines, or comply with regulatory requirements, we may not be able to obtain regulatory approval
for or commercialize our product candidates and our business, financial condition and results of operations could be substantially harmed.
We intend to rely upon third-party CROs, medical institutions, clinical investigators and contract laboratories to monitor and manage data for our ongoing
preclinical and clinical programs. Nevertheless, we maintain responsibility for ensuring that each of our clinical trials and preclinical studies is conducted
in accordance with the applicable protocol, legal, regulatory, and scientific standards and our reliance on these third parties does not relieve us of our
regulatory responsibilities. We and our CROs and other vendors are required to comply with current requirements on good manufacturing practices
(“cGMP”), good clinical practices (“GCP”) and good laboratory practice (“GLP”) which are a collection of laws and regulations enforced by the FDA, the
EMA and comparable foreign authorities for all of our product candidates in clinical development. Regulatory authorities enforce these regulations through
periodic inspections of preclinical study and clinical trial sponsors, principal investigators, preclinical study and clinical trial sites, and other contractors. If
we or any of our CROs or vendors fails to comply with applicable regulations, the data generated in our preclinical studies and clinical trials may be
deemed unreliable and the FDA, the EMA or comparable foreign authorities may require us to perform additional preclinical studies and clinical trials
before approving our marketing applications. We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will
determine that any of our clinical trials comply with GCP regulations. In addition, our clinical trials must be conducted with products produced consistent
with cGMP regulations. Our failure to comply with these regulations may require us to repeat clinical trials, which would delay the development and
regulatory approval processes.
We may not be able to enter into arrangements with CROs on commercially reasonable terms, or at all. In addition, our CROs will not be our employees,
and except for remedies available to us under our agreements with such CROs, we will not be able to control whether or not they devote sufficient time and
resources to our ongoing preclinical and clinical programs. If CROs do not successfully carry out their contractual duties or obligations or meet expected
deadlines, if they need to be replaced or if the quality or accuracy of the data they obtain is compromised due to the failure to adhere to our protocols,
regulatory requirements, or for other reasons, our clinical trials may be extended, delayed or terminated and we may not be able to obtain regulatory
approval for or successfully commercialize our product candidates. CROs may also generate higher costs than anticipated. As a result, our business,
financial condition and results of operations and the commercial prospects for our product candidates could be materially and adversely affected, our costs
could increase, and our ability to generate revenue could be delayed.
Switching or adding additional CROs, medical institutions, clinical investigators or contract laboratories involves additional cost and requires management
time and focus. In addition, there is a natural transition period when a new CRO commences work replacing a previous CRO. As a result, delays occur,
which can materially impact our ability to meet our desired clinical development timelines. There can be no assurance that we will not encounter similar
challenges or delays in the future or that these delays or challenges will not have a material adverse effect on our business, financial condition or results of
operations.
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Our product candidates are subject to extensive regulation under the FDA, the EMA or comparable foreign authorities, which can be costly and time
consuming, cause unanticipated delays or prevent the receipt of the required approvals to commercialize our product candidates.
The clinical development, manufacturing, labeling, storage, record-keeping, advertising, promotion, export, marketing and distribution of our product
candidates are subject to extensive regulation by the FDA and other U.S. regulatory agencies, the EMA or comparable authorities in foreign markets. In the
U.S., neither us nor our licensees are permitted to market our product candidates until we or our licensees receive approval of a Biologics License
Application (“BLA”), new drug application (“NDA”), or Premarket Application (“PMA”) from the FDA or receive similar approvals abroad. The process
of obtaining these approvals is expensive, often takes many years, and can vary substantially based upon the type, complexity and novelty of the product
candidates involved. Approval policies or regulations may change and may be influenced by the results of other similar or competitive products, making it
more difficult for us to achieve such approval in a timely manner or at all. Any guidance that may result from recent FDA advisory panel discussions may
make it more expensive to develop and commercialize such product candidates. In addition, as a company, we have not previously filed BLAs, NDAs, or
PMAs with the FDA or filed similar applications with other foreign regulatory agencies. This lack of experience may impede our ability to obtain FDA or
other foreign regulatory agency approval in a timely manner, if at all, for our product candidates for which development and commercialization is our
responsibility.
Despite the time and expense invested, regulatory approval is never guaranteed. The FDA, the EMA or comparable foreign authorities can delay, limit or
deny approval of a product candidate for many reasons, including:
• a product candidate may not be deemed safe or effective;
• agency officials of the FDA, the EMA or comparable foreign authorities may not find the data from non-clinical or preclinical studies and clinical
trials generated during development to be sufficient;
• the FDA, the EMA or comparable foreign authorities may not approve our third-party manufacturers’ processes or facilities; or
• the FDA, the EMA or a comparable foreign authority may change its approval policies or adopt new regulations.
Our inability to obtain these approvals would prevent us from commercializing our product candidates.
The FDA regulatory approval process is lengthy and time-consuming and we could experience significant delays in the clinical development and
regulatory approval of our product candidates.
We may experience delays in commencing and completing clinical trials of our product candidates. We do not know whether planned clinical trials will
begin on time, need to be redesigned, enroll patients on time or be completed on schedule, if at all. Any of our future clinical trials may be delayed for a
variety of reasons, including delays related to:
• the availability of financial resources for us to commence and complete our planned clinical trials;
• reaching agreement on acceptable terms with prospective contract research organizations (“CROs”), and clinical trial sites, the terms of which can
be subject to extensive negotiation and may vary significantly among different CROs and clinical trial sites;
• obtaining IRB approval at each clinical trial site;
• obtaining regulatory approval for clinical trials in each country;
• recruiting suitable patients to participate in clinical trials;
• having patients complete a clinical trial or return for post-treatment follow-up;
• clinical trial sites deviating from trial protocol or dropping out of a trial;
• adding new clinical trial sites;
• developing one or more new formulations or routes of administration; or
• manufacturing sufficient quantities of our product candidate for use in clinical trials.
Patient enrollment, a significant factor in the timing of clinical trials, is affected by many factors including the size and nature of the patient population, the
proximity of patients to clinical sites, the eligibility criteria for the clinical trial, the design of the clinical trial, competing clinical trials and clinicians’ and
patients’ perceptions as to the potential advantages of the product candidate being studied in relation to other available therapies, including any new drugs
that may be approved for the indications we are investigating. In addition, significant numbers of patients who enroll in our clinical trials may drop out
during the clinical trials for various reasons. We believe it appropriately accounts for such increased risk of dropout rates in our trials when determining
expected clinical trial timelines, but we cannot assure you that our assumptions are correct, or that it will not experience higher numbers of dropouts than
anticipated, which would result in the delay of completion of such trials beyond our expected timelines.
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We could encounter delays if physicians encounter unresolved ethical issues associated with enrolling patients in clinical trials of our product candidates in
lieu of prescribing existing treatments that have established safety and efficacy profiles. Further, a clinical trial may be suspended or terminated by us, the
IRBs in the institutions in which such trials are being conducted, the data monitoring committee for such trial, or by the FDA or other regulatory authorities
due to a number of factors, including failure to conduct the clinical trial in accordance with regulatory requirements or our clinical protocols, inspection of
the clinical trial operations or trial site by the FDA or other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or
adverse side effects, failure to demonstrate a benefit from using a product candidate, changes in governmental regulations or administrative actions or lack
of adequate funding to continue the clinical trial. If we experience termination of, or delays in the completion of, any clinical trial of our product
candidates, the commercial prospects for such product candidate will be harmed, and our ability to generate product revenues will be delayed. In addition,
any delays in completing our clinical trials will increase our costs, slow down our product development and approval process and jeopardize our ability to
commence product sales and generate revenues. Any of these occurrences may harm our business, prospects, financial condition and results of operations
significantly. Furthermore, many of the factors that cause, or lead to, a delay in the commencement or completion of clinical trials may also ultimately lead
to the denial of regulatory approval of a product candidate.
In connection with clinical trials, we face risks that:
• IRBs may delay approval of, or fail to approve, a clinical trial at a prospective site;
• there may be a limited number of, and significant competition for, suitable patients for enrollment in the clinical trials;
• there may be slower than expected rates of patient recruitment and enrollment;
• patients may fail to complete the clinical trials;
• there may be an inability or unwillingness of patients or medical investigators to follow our clinical trial protocols;
• there may be an inability to monitor patients adequately during or after treatment;
• there may be termination of the clinical trials by one or more clinical trial sites;
• unforeseen ethical or safety issues may arise;
• conditions of patients may deteriorate rapidly or unexpectedly, which may cause the patients to become ineligible for a clinical trial or may
prevent our product candidates from demonstrating efficacy or safety;
• patients may die or suffer other adverse effects for reasons that may or may not be related to our product candidate being tested;
• we may not be able to sufficiently standardize certain of the tests and procedures that are part of our clinical trials because such tests and
procedures are highly specialized and involve a high degree of expertise;
• a product candidate may not prove to be efficacious in all or some patient populations;
• the results of the clinical trials may not confirm the results of earlier trials;
• the results of the clinical trials may not meet the level of statistical significance required by the FDA or other regulatory agencies; and
• a product candidate may not have a favorable risk/benefit assessment in the disease areas studied.
We cannot assure you that any future clinical trial for our product candidates will be started or completed on schedule, or at all. Any failure or significant
delay in completing clinical trials for our product candidates would harm the commercial prospects for such product candidate and adversely affect our
financial results. Difficulties and failures can occur at any stage of clinical development, and we cannot assure you that it will be able to successfully
complete the development and commercialization of any product candidate in any indication.
Changes in funding for the FDA and other government agencies could hinder their ability to hire and retain key leadership and other personnel, or
otherwise prevent new products and services from being developed or commercialized in a timely manner, which could negatively impact our business.
The ability of the FDA to review and approve new products can be affected by a variety of factors, including (i) government budget and funding levels, (ii)
the ability to hire and retain key personnel and accept the payment of user fees and (iii) statutory, regulatory and policy changes. Average review times at
the agency have fluctuated in recent years as a result. In addition, government funding of other government agencies that fund research and development
activities is subject to the political process, which is inherently fluid and unpredictable.
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Disruptions at the FDA and other agencies may also slow the time necessary for new drugs to be reviewed and/or approved by necessary government
agencies, which would adversely affect its business. For example, over the last several years, including for 35 days beginning on December 22, 2018, the
U.S. government has shut down several times and certain regulatory agencies, such as the FDA, have had to furlough critical FDA employees and stop
critical activities. If a prolonged government shutdown occurs, it could significantly impact the ability of the FDA to timely review and process our
regulatory submissions, which could have a material adverse effect on our business.
Even if we obtain and maintain regulatory approval for a product candidate in one jurisdiction, we may never obtain regulatory approval for such
product candidate in any other jurisdiction, which would limit our market opportunities and adversely affect our business.
Obtaining and maintaining regulatory approval for a product candidate in one jurisdiction does not guarantee that we will be able to obtain or maintain
regulatory approval in any other jurisdiction. For example, even if the FDA grants marketing approval for a product candidate, comparable regulatory
authorities in foreign countries must also approve the manufacturing, marketing and promotion of the product candidate in those countries. Approval
procedures vary among jurisdictions and can involve requirements and administrative review periods different from, and greater than, those in the United
States, including additional preclinical studies or clinical trials. In many countries outside the United States, a product candidate must be approved for
reimbursement before it can be approved for sale in that country. In some cases, the price that we intend to charge for our products is also subject to
approval.
We are expected to submit a marketing authorization application (“MAA”) to the EMA for approval of a product candidate in the European Union. As with
the FDA, obtaining approval of an MAA from the EMA is a similarly lengthy and expensive process, and the EMA has its own procedures for approval of
product candidates. Even if a product is approved, the FDA or the EMA, as the case may be, may limit the indications for which the product may be
marketed, require extensive warnings on the product labeling, require a REMS or require expensive and time-consuming clinical trials or reporting as
conditions of approval. Regulatory authorities in countries outside of the United States and the EU also have requirements for approval of product
candidates with which we must comply prior to marketing in those countries. Obtaining foreign regulatory approvals and compliance with foreign
regulatory requirements could result in significant delays, difficulties and costs for us and could delay or prevent the introduction of our products in certain
countries.
Further, clinical trials conducted in one country may not be accepted by regulatory authorities in other countries, and regulatory approval in one country
does not ensure approval in any other country, while a failure or delay in obtaining regulatory approval in one country may have a negative effect on the
regulatory approval process in others. Also, regulatory approval for any product candidate may be withdrawn. A failure or delay in obtaining regulatory
approval in one country may have a negative effect on the regulatory process in others. If we fail to comply with the regulatory requirements in
international markets and/or receive applicable marketing approvals, our target market will be reduced and our ability to realize the full market potential of
a product candidate will be harmed, which would adversely affect our business, prospects, financial condition and results of operations.
Even if any of our product candidates receive regulatory approval, our product candidates may still face future development and regulatory difficulties.
If any of our product candidates receive regulatory approval, the FDA, the EMA or comparable foreign authorities may still impose significant restrictions
on the indicated uses or marketing of the product candidates or impose ongoing requirements for potentially costly post-approval studies and trials. In
addition, regulatory agencies subject a product, its manufacturer and the manufacturer’s facilities to continual review and periodic inspections. If a
regulatory agency discovers previously unknown problems with a product, including adverse events of unanticipated severity or frequency, or problems
with the facility where the product is manufactured, a regulatory agency may impose restrictions on that product, our licensees or us, including requiring
withdrawal of the product from the market. Our product candidates will also be subject to ongoing FDA, the EMA or comparable foreign authorities’
requirements for the labeling, packaging, storage, advertising, promotion, record-keeping and submission of safety and other post-market information on
the drug. If our product candidates fail to comply with applicable regulatory requirements, a regulatory agency may:
• issue warning letters or other notices of possible violations;
• impose civil or criminal penalties or fines or seek disgorgement of revenue or profits;
• suspend any ongoing clinical trials;
• refuse to approve pending applications or supplements to approved applications filed by us or our licensees;
• withdraw any regulatory approvals;
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• impose restrictions on operations, including costly new manufacturing requirements, or shut down our manufacturing operations; or
• seize or detain products or require a product recall.
The FDA, the EMA and comparable foreign authorities actively enforce the laws and regulations prohibiting the promotion of off-label uses.
The FDA, the EMA and comparable foreign authorities strictly regulate the promotional claims that may be made about prescription products, such as our
product candidates, if approved. In particular, a product may not be promoted for uses that are not approved by the FDA, the EMA or comparable foreign
authorities as reflected in the product’s approved labeling. If we receive marketing approval for our product candidates for our proposed indications,
physicians may nevertheless use our products for their patients in a manner that is inconsistent with the approved label, if the physicians personally believe
in their professional medical judgment that our products could be used in such manner. However, if we are found to have promoted our products for any
off-label uses, the federal government could levy civil, criminal or administrative penalties, and seek fines against us. Such enforcement has become more
common in the industry. The FDA, the EMA or comparable foreign authorities could also request that we enter into a consent decree or a corporate
integrity agreement, or seek a permanent injunction against us under which specified promotional conduct is monitored, changed or curtailed. If we cannot
successfully manage the promotion of our product candidates, if approved, we could become subject to significant liability, which would materially
adversely affect our business, financial condition and results of operations.
Even if we obtain regulatory approval for a product candidate, the product may not gain market acceptance among physicians, patients and others in
the medical community.
If a product candidate is approved for commercialization, its acceptance will depend on a number of factors, including:
• the clinical indications for which the product is approved;
• physicians and patients considering a product candidate as a safe and effective treatment;
• the potential and perceived advantages of the product over alternative treatments;
• the prevalence and severity of any side effects;
• product labeling or product insert requirements of the FDA or other regulatory authorities;
• the timing of market introduction of the product as well as competitive products;
• the cost of treatment in relation to alternative treatments;
• the availability of adequate reimbursement and pricing by third-party payors and government authorities;
• relative convenience and ease of administration; and
• the effectiveness of our sales and marketing efforts.
If a product candidate is approved but fails to achieve market acceptance among physicians, patients or others in the medical community, we will not be
able to generate significant revenues, which would have a material adverse effect on our business, prospects, financial condition and results of operations.
If our competitors have product candidates that are approved faster, marketed more effectively, are better tolerated, have a more favorable safety profile
or are demonstrated to be more effective than ours, our commercial opportunity may be reduced or eliminated.
The biopharmaceutical industry is characterized by rapidly advancing technologies, intense competition and a strong emphasis on proprietary products.
While we believe that our technology, knowledge, experience and scientific resources provide us with competitive advantages, we face potential
competition from many different sources, including commercial biopharmaceutical enterprises, academic institutions, government agencies and private and
public research institutions. Any product candidates that we successfully develop and commercialize will compete with existing therapies and new
therapies that may become available in the future.
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Many of our competitors have significantly greater financial resources and expertise in research and development, manufacturing, preclinical studies,
clinical trials, regulatory approvals and marketing approved products than we do. Some of our competitors include companies such as Allergan Aesthetics,
Merz, Galderma, RepliCel Life Sciences Inc., Kerastem, Cassiopea, Inc., Johnson & Johnson, and Merck & Co, Inc. Smaller or early-stage companies may
also prove to be significant competitors, particularly through license arrangements with large and established companies. Our competitors may succeed in
developing technologies and therapies that are more effective, better tolerated or less costly than any which we are developing, or that would render our
product candidates obsolete and noncompetitive. Even if we obtain regulatory approval for any of our product candidates, our competitors may succeed in
obtaining regulatory approvals for their products earlier than we do. We will also face competition from these third parties in recruiting and retaining
qualified scientific and management personnel, in establishing clinical trial sites and patient registration for clinical trials, and in acquiring and in-licensing
technologies and products complementary to our programs or advantageous to our business.
The key competitive factors affecting the success of each of our product candidates, if approved, are likely to be its efficacy, safety, tolerability, frequency
and route of administration, convenience and price, the level of branded and generic competition and the availability of coverage and reimbursement from
government and other third-party payors.
We are subject to a multitude of manufacturing risks, any of which could substantially increase our costs and limit supply of our product candidates.
The process of manufacturing our product candidates is complex, highly regulated, and subject to several risks. For example, the process of manufacturing
our product candidates is extremely susceptible to product loss due to contamination, equipment failure or improper installation or operation of equipment,
or vendor or operator error. Even minor deviations from normal manufacturing processes for any of our product candidates could result in reduced
production yields, product defects, and other supply disruptions. If microbial, viral, or other contaminations are discovered in our product candidates or in
the manufacturing facilities in which our product candidates are made, such manufacturing facilities may need to be closed for an extended period of time
to investigate and remedy the contamination. In addition, the manufacturing facilities in which our product candidates are made could be adversely affected
by equipment failures, labor shortages, natural disasters, public health crises, pandemics and epidemics, such as the recent coronavirus disease 2019
(COVID-19), power failures and numerous other factors.
In addition, any adverse developments affecting manufacturing operations for our product candidates may result in shipment delays, inventory shortages,
lot failures, withdrawals or recalls, or other interruptions in the supply of our product candidates. We also may need to take inventory write-offs and incur
other charges and expenses for product candidates that fail to meet specifications, undertake costly remediation efforts, or seek costlier manufacturing
alternatives.
We intend to rely primarily on third parties to manufacture our preclinical and clinical drug supplies, and our business, financial condition and results
of operations could be harmed if those third parties fail to provide us with sufficient quantities of drug product, or fail to do so at acceptable quality
levels or prices.
We currently have the infrastructure or capability internally to manufacture certain of our preclinical and clinical drug supplies for use in our clinical trials,
but we have engaged a contract manufacturing organization and once the technology transfer process is complete, we will rely completely on third parties
for such manufacturing. We lack the resources and the capability to manufacture any of our product candidates on a late-stage clinical or commercial scale.
We will rely on our manufacturers to purchase from third-party suppliers the materials necessary to produce our product candidates for our clinical trials.
There are a limited number of suppliers for raw materials that we use to manufacture our product candidates, and there may be a need to identify alternate
suppliers to prevent a possible disruption of the manufacture of the materials necessary to produce our product candidates for our clinical trials, and, if
approved, ultimately for commercial sale. We do not have any control over the process or timing of the acquisition of these raw materials by our
manufacturers. Although we generally do not begin a clinical trial unless we believe we have a sufficient supply of a product candidate to complete such
clinical trial, any significant delay or discontinuity in the supply of a product candidate, or the raw material components thereof, for an ongoing clinical
trial due to the need to replace a third-party manufacturer could considerably delay completion of our clinical trials, product testing and potential regulatory
approval of our product candidates, which could harm our business, financial condition and results of operations.
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We and our contract manufacturers are subject to significant regulation with respect to manufacturing our product candidates. The manufacturing
facilities on which we rely may not continue to meet regulatory requirements.
All entities involved in the preparation of therapeutics for clinical trials or commercial sale, including our contract manufacturers for our product
candidates, are subject to extensive regulation. Components of a finished therapeutic product approved for commercial sale or used in late-stage clinical
trials must be manufactured in accordance with cGMP. These regulations govern manufacturing processes and procedures and the implementation and
operation of quality systems to control and assure the quality of investigational products and products approved for sale. Poor control of production
processes can lead to the introduction of contaminants or to inadvertent changes in the properties or stability of our product candidates that may not be
detectable in final product testing. We or our contract manufacturers must supply all necessary documentation in support of a BLA, NDA, or PMA or
MAA on a timely basis and must adhere to GLP and cGMP regulations enforced by the FDA, the EMA or comparable foreign authorities through their
facilities inspection program. Some of our contract manufacturers may not have produced a commercially approved pharmaceutical product and therefore
may not have obtained the requisite regulatory authority approvals to do so. The facilities and quality systems of some or all of our third-party contractors
must pass a pre-approval inspection for compliance with the applicable regulations as a condition of regulatory approval of our product candidates or any
of our other potential products. In addition, the regulatory authorities may, at any time, audit or inspect a manufacturing facility involved with the
preparation of our product candidates or any of our other potential products or the associated quality systems for compliance with the regulations applicable
to the activities being conducted. Although we plan to oversee the contract manufacturers, we cannot control the manufacturing process of, and are
completely dependent on, our contract manufacturing partners for compliance with the regulatory requirements. If these facilities do not pass a preapproval plant inspection, regulatory approval of the products may not be granted or may be substantially delayed until any violations are corrected to the
satisfaction of the regulatory authority, if ever.
The regulatory authorities also may, at any time following approval of a product for sale, audit the manufacturing facilities of our third-party contractors. If
any such inspection or audit identifies a failure to comply with applicable regulations or if a violation of our product specifications or applicable regulations
occurs independent of such an inspection or audit, we or the relevant regulatory authority may require remedial measures that may be costly or time
consuming for us or a third party to implement, and that may include the temporary or permanent suspension of a clinical trial or commercial sales or the
temporary or permanent closure of a facility. Any such remedial measures imposed upon us or third parties with whom we contract could materially harm
our business, financial condition and results of operations.
If we or any of our third-party manufacturers fail to maintain regulatory compliance, the FDA, the EMA or comparable foreign authorities can impose
regulatory sanctions including, among other things, refusal to approve a pending application for a product candidate, withdrawal of an approval, or
suspension of production. As a result, our business, financial condition and results of operations may be materially and adversely affected.
Additionally, if supply from one manufacturer is interrupted, an alternative manufacturer would need to be qualified through a BLA, NDA, or PMA
supplement or MAA variation, or equivalent foreign regulatory filing, which could result in further delay. The regulatory agencies may also require
additional studies or trials if a new manufacturer is relied upon for commercial production. Switching manufacturers may involve substantial costs and is
likely to result in a delay in our desired clinical and commercial timelines.
These factors could cause us to incur higher costs and could cause the delay or termination of clinical trials, regulatory submissions, required approvals, or
commercialization of our product candidates. Furthermore, if our suppliers fail to meet contractual requirements and we are unable to secure one or more
replacement suppliers capable of production at a substantially equivalent cost, our clinical trials may be delayed or we could lose potential revenue.
Any license agreement that we may enter into in the future may not be successful, which could adversely affect our ability to develop and
commercialize our current and potential future product candidates.
We may seek license agreements with biopharmaceutical companies for the development or commercialization of our current and potential future product
candidates. To the extent that we decide to enter into license agreements, we will face significant competition in seeking appropriate licensees. Moreover,
license agreements are complex and time consuming to negotiate, execute and implement. We may not be successful in our efforts to establish and
implement license agreements or other alternative arrangements should we choose to enter into such arrangements, and the terms of the arrangements may
not be favorable to us. If and when we enter into additional license agreements with a third party for development and commercialization of a product
candidate, we can expect to relinquish some or all of the control over the future success of that product candidate to the third party. The success of our
license agreements will depend heavily on the efforts and activities of our licensees. Licensees generally have significant discretion in determining the
efforts and resources that they will apply to the product candidate.
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Disagreements between parties to a license arrangement can lead to delays in developing or commercializing the applicable product candidate and can be
difficult to resolve in a mutually beneficial manner. In some cases, licenses with biopharmaceutical companies and other third parties are terminated or
allowed to expire by the other party. Any such termination or expiration would adversely affect our business, financial condition and results of operations.
If we are unable to develop our own commercial organization or enter into agreements with third parties to sell and market our product candidates, we
may be unable to generate significant revenues.
We do not have a sales and marketing organization, and we have no experience as a company in the sales, marketing and distribution of pharmaceutical
products. If any of our product candidates are approved for commercialization, we may be required to develop our sales, marketing and distribution
capabilities, or make arrangements with a third party to perform sales and marketing services. Developing a sales force for any resulting product or any
product resulting from any of our other product candidates is expensive and time consuming and could delay any product launch. We may be unable to
establish and manage an effective sales force in a timely or cost-effective manner, if at all, and any sales force we do establish may not be capable of
generating sufficient demand for our product candidates. To the extent that we enter into arrangements with licensees or other third parties to perform sales
and marketing services, our product revenues are likely to be lower than if we marketed and sold our product candidates independently. If we are unable to
establish adequate sales and marketing capabilities, independently or with others, we may not be able to generate significant revenues and may not become
profitable.
If we fail to obtain and sustain an adequate level of reimbursement for our potential products by third-party payors, potential future sales would be
materially adversely affected.
There will be no viable commercial market for our product candidates, if approved, without reimbursement from third-party payors. Reimbursement
policies may be affected by future healthcare reform measures. We cannot be certain that reimbursement will be available for our current product
candidates or any other product candidate we may develop. Additionally, even if there is a viable commercial market, if the level of reimbursement is
below our expectations, our anticipated revenue and gross margins will be adversely affected.
Third-party payors, such as government or private healthcare insurers, carefully review and increasingly question and challenge the coverage of and the
prices charged for drugs. Reimbursement rates from private health insurance companies vary depending on the company, the insurance plan and other
factors. Reimbursement rates may be based on reimbursement levels already set for lower cost drugs and may be incorporated into existing payments for
other services. There is a current trend in the U.S. healthcare industry toward cost containment.
Large public and private payors, managed care organizations, group purchasing organizations and similar organizations are exerting increasing influence on
decisions regarding the use of, and reimbursement levels for, particular treatments. Such third-party payors, including Medicare, may question the coverage
of, and challenge the prices charged for, medical products and services, and many third-party payors limit coverage of or reimbursement for newly
approved healthcare products. In particular, third-party payors may limit the covered indications. Cost-control initiatives could decrease the price we might
establish for products, which could result in product revenues being lower than anticipated. We believe our drugs will be priced significantly higher than
existing generic drugs and consistent with current branded drugs. If we are unable to show a significant benefit relative to existing generic drugs, Medicare,
Medicaid and private payors may not be willing to provide reimbursement for our drugs, which would significantly reduce the likelihood of our products
gaining market acceptance.
We expect that private insurers will consider the efficacy, cost-effectiveness, safety and tolerability of our potential products in determining whether to
approve reimbursement for such products and at what level. Obtaining these approvals can be a time consuming and expensive process. Our business,
financial condition and results of operations would be materially adversely affected if we do not receive approval for reimbursement of our potential
products from private insurers on a timely or satisfactory basis. Limitations on coverage could also be imposed at the local Medicare carrier level or by
fiscal intermediaries. Medicare Part D, which provides a pharmacy benefit to Medicare patients as discussed below, does not require participating
prescription drug plans to cover all drugs within a class of products. Our business, financial condition and results of operations could be materially
adversely affected if Part D prescription drug plans were to limit access to, or deny or limit reimbursement of, our product candidates or other potential
products.
Reimbursement systems in international markets vary significantly by country and by region, and reimbursement approvals must be obtained on a countryby-country basis. In many countries, the product cannot be commercially launched until reimbursement is approved. In some foreign markets, prescription
pharmaceutical pricing remains subject to continuing governmental control even after initial approval is granted. The negotiation process in some countries
can exceed 12 months. To obtain reimbursement or pricing approval in some countries, we may be required to conduct a clinical trial that compares the
cost-effectiveness of our products to other available therapies.
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If the prices for our potential products are reduced or if governmental and other third-party payors do not provide adequate coverage and reimbursement of
our drugs, our future revenue, cash flows and prospects for profitability will suffer.
Current and future legislation may increase the difficulty and cost of commercializing our product candidates and may affect the prices we may obtain
if our product candidates are approved for commercialization.
In the U.S. and some foreign jurisdictions, there have been a number of adopted and proposed legislative and regulatory changes regarding the healthcare
system that could prevent or delay regulatory approval of our product candidates, restrict or regulate post-marketing activities and affect our ability to
profitably sell any of our product candidates for which we obtain regulatory approval.
In the U.S., the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (“MMA”) changed the way Medicare covers and pays for
pharmaceutical products. Cost reduction initiatives and other provisions of this legislation could limit the coverage and reimbursement rate that we receive
for any of our approved products. While the MMA only applies to drug benefits for Medicare beneficiaries, private payors often follow Medicare coverage
policy and payment limitations in setting their own reimbursement rates. Therefore, any reduction in reimbursement that results from the MMA may result
in a similar reduction in payments from private payors.
In March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2010 (collectively the
“PPACA”), was enacted. The PPACA was intended to broaden access to health insurance, reduce or constrain the growth of healthcare spending, enhance
remedies against healthcare fraud and abuse, add new transparency requirements for healthcare and health insurance industries, impose new taxes and fees
on the health industry and impose additional health policy reforms. The PPACA increased manufacturers’ rebate liability under the Medicaid Drug Rebate
Program by increasing the minimum rebate amount for both branded and generic drugs and revised the definition of “average manufacturer price,”
(“AMP”), which may also increase the amount of Medicaid drug rebates manufacturers are required to pay to states. The legislation also expanded
Medicaid drug rebates and created an alternative rebate formula for certain new formulations of certain existing products that is intended to increase the
rebates due on those drugs. The Centers for Medicare & Medicaid Services, which administers the Medicaid Drug Rebate Program, also has proposed to
expand Medicaid rebates to the utilization that occurs in the territories of the U.S., such as Puerto Rico and the Virgin Islands. Further, beginning in 2011,
the PPACA imposed a significant annual fee on companies that manufacture or import branded prescription drug products and required manufacturers to
provide a 50% discount off the negotiated price of prescriptions filled by beneficiaries in the Medicare Part D coverage gap, referred to as the “donut hole.”
Legislative and regulatory proposals have been introduced at both the state and federal level to expand post-approval requirements and restrict sales and
promotional activities for pharmaceutical products.
There have been recent public announcements by members of the U.S. Congress, President Trump and his administration regarding their plans to repeal
and replace the PPACA and Medicare. For example, on December 22, 2017, President Trump signed into law the Tax Cuts and Jobs Act of 2017, which,
among other things, eliminated the individual mandate requiring most Americans (other than those who qualify for a hardship exemption) to carry a
minimum level of health coverage, effective January 1, 2019. We are not sure whether additional legislative changes will be enacted, or whether the FDA
regulations, guidance or interpretations will be changed, or what the impact of such changes on the marketing approvals of our product candidates, if any,
may be. In addition, increased scrutiny by the U.S. Congress of the FDA’s approval process may significantly delay or prevent marketing approval, as well
as subject us to more stringent product labeling and post-marketing approval testing and other requirements.
In Europe, the United Kingdom has withdrawn from the European Union. A significant portion of the regulatory framework in the United Kingdom is
derived from the regulations of the European Union, and the EMA is currently located in the United Kingdom. We cannot predict what consequences the
withdrawal of the United Kingdom from the European Union, if it occurs, might have on the regulatory frameworks of the United Kingdom or the
European Union, or on our future operations, if any, in these jurisdictions.
We are subject to “fraud and abuse” and similar laws and regulations, and a failure to comply with such regulations or prevail in any litigation related
to noncompliance could harm our business, financial condition and results of operations.
In the U.S., we are subject to various federal and state healthcare “fraud and abuse” laws, including anti-kickback laws, false claims laws and other laws
intended, among other things, to reduce fraud and abuse in federal and state healthcare programs. The federal Anti-Kickback Statute makes it illegal for any
person, including a prescription drug manufacturer, or a party acting on its behalf, to knowingly and willfully solicit, receive, offer or pay any remuneration
that is intended to induce the referral of business, including the purchase, order or prescription of a particular drug, or other good or service for which
payment in whole or in part may be made under a federal healthcare program, such as Medicare or Medicaid. Although we seek to structure our business
arrangements in compliance with all applicable requirements, these laws are broadly written, and it is often difficult to determine precisely how the law will
be applied in specific circumstances. Accordingly, it is possible that our practices may be challenged under the federal Anti-Kickback Statute.
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The federal False Claims Act prohibits anyone from, among other things, knowingly presenting or causing to be presented for payment to the government,
including the federal healthcare programs, claims for reimbursed drugs or services that are false or fraudulent, claims for items or services that were not
provided as claimed, or claims for medically unnecessary items or services. Under the Health Insurance Portability and Accountability Act of 1996, we are
prohibited from knowingly and willfully executing a scheme to defraud any healthcare benefit program, including private payors, or knowingly and
willfully falsifying, concealing or covering up a material fact or making any materially false, fictitious or fraudulent statement in connection with the
delivery of or payment for healthcare benefits, items or services to obtain money or property of any healthcare benefit program. Violations of fraud and
abuse laws may be punishable by criminal or civil sanctions, including penalties, fines or exclusion or suspension from federal and state healthcare
programs such as Medicare and Medicaid and debarment from contracting with the U.S. government. In addition, private individuals have the ability to
bring actions on behalf of the government under the federal False Claims Act as well as under the false claims laws of several states.
Many states have adopted laws similar to the federal Anti-Kickback Statute, some of which apply to the referral of patients for healthcare services
reimbursed by any source, not just governmental payors. In addition, some states have passed laws that require pharmaceutical companies to comply with
the April 2003 Office of Inspector General Compliance Program Guidance for Pharmaceutical Manufacturers or the Pharmaceutical Research and
Manufacturers of America’s Code on Interactions with Healthcare Professionals. Several states also impose other marketing restrictions or require
pharmaceutical companies to make marketing or price disclosures to the state. There are ambiguities as to what is required to comply with these state
requirements and if we fail to comply with an applicable state law requirement, it could be subject to penalties.
Neither the government nor the courts have provided definitive guidance on the application of fraud and abuse laws to our business. Law enforcement
authorities are increasingly focused on enforcing these laws, and it is possible that some of our practices may be challenged under these laws. Efforts to
ensure that our business arrangements with third parties will comply with applicable healthcare laws and regulations will involve substantial costs. If we
are found in violation of one of these laws, we could be subject to significant civil, criminal and administrative penalties, damages, fines, exclusion from
governmental funded federal or state healthcare programs and the curtailment or restructuring of our operations. If this occurs, our business, financial
condition and results of operations may be materially adversely affected.
If we face allegations of noncompliance with the law and encounter sanctions, our reputation, revenues and liquidity may suffer, and any of our
product candidates that are ultimately approved for commercialization could be subject to restrictions or withdrawal from the market.
Any government investigation of alleged violations of law could require us to expend significant time and resources in response, and could generate
negative publicity. Any failure to comply with ongoing regulatory requirements may significantly and adversely affect our ability to generate revenues from
any of our product candidates that are ultimately approved for commercialization. If regulatory sanctions are applied or if regulatory approval is withdrawn,
our business, financial condition and results of operations will be adversely affected. Additionally, if we are unable to generate revenues from product sales,
our potential for achieving profitability will be diminished and our need to raise capital to fund our operations will increase.
If we fail to retain current members of our senior management and scientific personnel, or to attract and keep additional key personnel, we may be
unable to successfully develop or commercialize our product candidates.
Our success depends on our continued ability to attract, retain and motivate highly qualified management and scientific personnel. Competition for
qualified personnel is intense. We may not be successful in attracting qualified personnel to fulfill our current or future needs and there is no guarantee that
any of these individuals will join the combined organization on a full-time employment basis, or at all. In the event the combined organization is unable to
fill critical open employment positions, we may need to delay our operational activities and goals, including the development of the company’s product
candidates, and may have difficulty in meeting our obligations as a public company. We do not maintain “key person” insurance on any of our employees.
In addition, competitors and others are likely in the future to attempt to recruit our employees. The loss of the services of any of our key personnel, the
inability to attract or retain highly qualified personnel in the future or delays in hiring such personnel, particularly senior management and other technical
personnel, could materially and adversely affect our business, financial condition and results of operations. In addition, the replacement of key personnel
likely would involve significant time and costs, and may significantly delay or prevent the achievement of our business objectives.
From time to time, our management seeks the advice and guidance of certain scientific advisors and consultants regarding clinical and regulatory
development programs and other customary matters. These scientific advisors and consultants are not our employees and may have commitments to, or
consulting or advisory contracts with, other entities that may limit their availability to us. In addition, our scientific advisors may have arrangements with
other companies to assist those companies in developing products or technologies that may compete with ours.
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We will need to increase the size of our organization and may not successfully manage our growth.
We are a clinical-stage biopharmaceutical company with a small number of employees, and our management systems currently in place are not likely to be
adequate to support our future growth plans. Our ability to grow and to manage our growth effectively will require us to hire, train, retain, manage and
motivate additional employees and to implement and improve our operational, financial and management systems. These demands also may require the
hiring of additional senior management personnel or the development of additional expertise by our senior management personnel. Hiring a significant
number of additional employees, particularly those at the management level, would increase our expenses significantly. Moreover, if we fail to expand and
enhance our operational, financial and management systems in conjunction with our potential future growth, it could have a material adverse effect on our
business, financial condition and results of operations.
We are exposed to product liability, non-clinical and clinical liability risks, which could place a substantial financial burden upon us, should lawsuits
be filed against us.
Our business exposes us to potential product liability and other liability risks that are inherent in the testing, manufacturing and marketing of
pharmaceutical formulations and products. In addition, the use in our clinical trials of pharmaceutical products and the subsequent sale of these products by
us or our potential licensees may cause us to bear a portion of or all product liability risks. A successful liability claim or series of claims brought against us
could have a material adverse effect on our business, financial condition and results of operations.
Our research and development activities involve the use of hazardous materials, which subject us to regulation, related costs and delays and potential
liabilities.
Our research and development activities involve the controlled use of hazardous materials, chemicals and various radioactive compounds. If an accident
occurs, we could be held liable for resulting damages, which could be substantial. We are also subject to numerous environmental, health and workplace
safety laws and regulations, including those governing laboratory procedures, exposure to blood-borne pathogens and the handling of biohazardous
materials. Additional federal, state and local laws and regulations affecting our operations may be adopted in the future. We may incur substantial costs to
comply with, and substantial fines or penalties if we violate any of these laws or regulations.
We rely significantly on information technology and any failure, inadequacy, interruption or security lapse of that technology, including any
cybersecurity incidents, could harm our ability to operate our business effectively.
Despite the implementation of security measures, our internal computer systems and those of third parties with which we contract are vulnerable to damage
from cyber-attacks, computer viruses, unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures. System failures,
accidents or security breaches could cause interruptions in our operations, and could result in a material disruption of our drug development and clinical
activities and business operations, in addition to possibly requiring substantial expenditures of resources to remedy. The loss of drug development or
clinical trial data could result in delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. To the extent
that any disruption or security breach were to result in a loss of, or damage to, our data or applications, or inappropriate disclosure of confidential or
proprietary information, we could incur liability and our development programs and the development of our product candidates could be delayed.
Our employees and consultants may engage in misconduct or other improper activities, including noncompliance with regulatory standards and
requirements.
We are exposed to the risk of employee or consultant fraud or other misconduct. Misconduct by our employees or consultants could include intentional
failures to comply with FDA regulations, provide accurate information to the FDA, comply with manufacturing standards, comply with federal and state
healthcare fraud and abuse laws and regulations, report financial information or data accurately or disclose unauthorized activities to us. In particular, sales,
marketing and business arrangements in the healthcare industry are subject to extensive laws and regulations intended to prevent fraud, kickbacks, selfdealing and other abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion,
sales commissions, customer incentive programs and other business arrangements. Employee and consultant misconduct also could involve the improper
use of information obtained in the course of clinical trials, which could result in regulatory sanctions and serious harm to our reputation. It is not always
possible to identify and deter such misconduct, and the precautions we take to detect and prevent this activity may not be effective in controlling unknown
or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure to be in compliance
with such laws or regulations. If any such actions are instituted against us, and we are not successful in defending itself or asserting our rights, those actions
could have a material adverse effect on our business, financial condition and results of operations, and result in the imposition of significant fines or other
sanctions against us.
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Business disruptions such as natural disasters could seriously harm our future revenues and financial condition and increase our costs and expenses.
We and our suppliers may experience a disruption in their business as a result of natural disasters. A significant natural disaster, such as an earthquake,
hurricane, flood or fire, could severely damage or destroy our headquarters or facilities or the facilities of our manufacturers or suppliers, which could have
a material and adverse effect on our business, financial condition and results of operations. In addition, terrorist acts or acts of war targeted at the U.S.,
could cause damage or disruption to us, our employees, facilities, partners and suppliers, which could have a material adverse effect on our business,
financial condition and results of operations.
We may engage in strategic transactions that could impact our liquidity, increase our expenses and present significant distractions to our management.
From time to time, we may consider strategic transactions, such as acquisitions of companies, asset purchases and out-licensing or in-licensing of products,
product candidates or technologies. Additional potential transactions that we may consider include a variety of different business arrangements, including
spin-offs, strategic partnerships, joint ventures, restructurings, divestitures, business combinations and investments. Any such transaction may require us to
incur non-recurring or other charges, may increase our near- and long-term expenditures and may pose significant integration challenges or disrupt our
management or business, which could adversely affect our business, financial condition and results of operations. For example, these transactions may
entail numerous operational and financial risks, including:
• exposure to unknown liabilities;
• disruption of our business and diversion of our management’s time and attention in order to develop acquired products, product candidates or
technologies;
• incurrence of substantial debt or dilutive issuances of equity securities to pay for any of these transactions;
• higher-than-expected transaction and integration costs;
• write-downs of assets or goodwill or impairment charges;
• increased amortization expenses;
• difficulty and cost in combining the operations and personnel of any acquired businesses or product lines with our operations and personnel;
• impairment of relationships with key suppliers or customers of any acquired businesses or product lines due to changes in management and
ownership; and
• inability to retain key employees of any acquired businesses.
Accordingly, although there can be no assurance that we will undertake or successfully complete any transactions of the nature described above, any
transactions that we do complete may be subject to the foregoing or other risks, and could have a material adverse effect on our business, financial
condition and results of operations.
Risks Relating to Our Intellectual Property
We may not be successful in obtaining or maintaining necessary rights to our product candidates through acquisitions and in-licenses.
One of our programs may require the use of proprietary rights held by third parties. We may need to acquire or in-license additional intellectual property in
the future with respect to other product candidates. Moreover, we may be unable to acquire or in-license any compositions, methods of use, processes or
other intellectual property rights from third parties that we identify as necessary for our product candidates. We face competition with regard to acquiring
and in-licensing third-party intellectual property rights, including from a number of more established companies. These established companies may have a
competitive advantage over us due to their size, cash resources and greater clinical development and commercialization capabilities. In addition, companies
that perceive us to be a competitor may be unwilling to assign or license intellectual property rights to us. We also may be unable to acquire or in-license
third-party intellectual property rights on terms that would allow us to make an appropriate return on our investment.
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We may enter into license agreements with U.S. and foreign academic institutions to accelerate development of our current or future preclinical product
candidates. Typically, these agreements include an option for the company to negotiate a license to the institution’s resulting intellectual property rights.
Even with such an option, we may be unable to negotiate a license within the specified timeframe or under terms that are acceptable to us. If we are unable
to license rights from the institution, the institution may offer the intellectual property rights to other parties, potentially blocking our ability to pursue our
desired program.
If we are unable to successfully obtain required third-party intellectual property rights or maintain our existing intellectual property rights, we may need to
abandon development of the related program and our business, financial condition and results of operations could be materially and adversely affected.
We may not be able to protect our proprietary or licensed technology in the marketplace.
We depend on our ability to protect our proprietary or licensed technology. We rely on trade secret, patent, copyright and trademark laws, and
confidentiality, licensing and other agreements with employees and third parties, all of which offer only limited protection. Our success depends in large
part on our ability and any licensor’s or licensee’s ability to obtain and maintain patent protection in the U.S. and other countries with respect to our
proprietary or licensed technology and products. We currently in-license some of our intellectual property rights to develop our product candidates and may
in-license additional intellectual property rights in the future. We cannot be certain that patent enforcement activities by our current or future licensors have
been or will be conducted in compliance with applicable laws and regulations or will result in valid and enforceable patents or other intellectual property
rights. We also cannot be certain that our current or future licensors will allocate sufficient resources or prioritize their or our enforcement of such patents.
Even if we are not a party to these legal actions, an adverse outcome could prevent us from continuing to license intellectual property that we may need to
operate our business, which would have a material adverse effect on our business, financial condition and results of operations.
We believe we will be able to obtain, through prosecution of patent applications covering our owned technology and technology licensed from others,
adequate patent protection for our proprietary drug technology, including those related to our in-licensed intellectual property. If we are compelled to spend
significant time and money protecting or enforcing our licensed patents and future patents we may own, designing around patents held by others or
licensing or acquiring, potentially for large fees, patents or other proprietary rights held by others, our business, financial condition and results of operations
may be materially and adversely affected. If we are unable to effectively protect the intellectual property that we own or in-license, other companies may be
able to offer the same or similar products for sale, which could materially adversely affect our business, financial condition and results of operations. The
patents of others from whom we may license technology, and any future patents we may own, may be challenged, narrowed, invalidated or circumvented,
which could limit our ability to stop competitors from marketing the same or similar products or limit the length of term of patent protection that we may
have for our products.
Obtaining and maintaining patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection for licensed patents, pending patent applications and potential future
patent applications and patents could be reduced or eliminated for non-compliance with these requirements.
Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees on patents and/or patent applications will be due to be paid to
the U.S. Patent and Trademark Office (“USPTO”) and various governmental patent agencies outside of the U.S. in several stages over the lifetime of the
applicable patent and/or patent application. The USPTO and various non-U.S. governmental patent agencies require compliance with a number of
procedural, documentary, fee payment and other similar provisions during the patent application process. In many cases, an inadvertent lapse can be cured
by payment of a late fee or by other means in accordance with the applicable rules. However, there are situations in which noncompliance can result in
abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. If this occurs with
respect to our in-licensed patents or patent applications we may file in the future, our competitors might be able to use our technologies, which would have
a material adverse effect on our business, financial condition and results of operations.
The patent positions of pharmaceutical products are often complex and uncertain. The breadth of claims allowed in pharmaceutical patents in the U.S. and
many jurisdictions outside of the U.S. is not consistent. For example, in many jurisdictions, the support standards for pharmaceutical patents are becoming
increasingly strict. Some countries prohibit method of treatment claims in patents. Changes in either the patent laws or interpretations of patent laws in the
U.S. and other countries may diminish the value of our licensed or owned intellectual property or create uncertainty. In addition, publication of information
related to our current product candidates and potential products may prevent us from obtaining or enforcing patents relating to these product candidates and
potential products, including without limitation composition-of-matter patents, which are generally believed to offer the strongest patent protection.
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Patents that we currently license and patents that we may own or license in the future do not necessarily ensure the protection of our licensed or owned
intellectual property for a number of reasons, including, without limitation, the following:
• the patents may not be broad or strong enough to prevent competition from other products that are identical or similar to our product candidates;
• there can be no assurance that the term of a patent can be extended under the provisions of patent term extensions afforded by U.S. law or similar
provisions in foreign countries, where available;
• the issued patents and patents that we may obtain or license in the future may not prevent generic entry into the market for our product candidates;
• We, or third parties from whom we in-license or may license patents, may be required to disclaim part of the term of one or more patents;
• there may be prior art of which we are aware, which we do not believe affects the validity or enforceability of a patent claim, but which,
nonetheless, ultimately may be found to affect the validity or enforceability of a patent claim;
• there may be other patents issued to others that will affect our freedom to operate;
• if the patents are challenged, a court could determine that they are invalid or unenforceable;
• there might be a significant change in the law that governs patentability, validity and infringement of our licensed patents or any future patents we
may own that adversely affects the scope of our patent rights;
• a court could determine that a competitor’s technology or product does not infringe our licensed patents or any future patents we may own; and
• the patents could irretrievably lapse due to failure to pay fees or otherwise comply with regulations or could be subject to compulsory licensing. If
we encounter delays in our development or clinical trials, the period of time during which we could market our potential products under patent
protection would be reduced.
Our competitors may be able to circumvent our licensed patents or future patents we may own by developing similar or alternative technologies or products
in a non-infringing manner. Our competitors may seek to market generic versions of any approved products by submitting abbreviated new drug
applications to the FDA in which our competitors claim that our licensed patents or any future patents we may own are invalid, unenforceable or not
infringed. Alternatively, our competitors may seek approval to market their own products similar to or otherwise competitive with our products. In these
circumstances, we may need to defend or assert our licensed patents or any future patents we may own, including by filing lawsuits alleging patent
infringement. In any of these types of proceedings, a court or other agency with jurisdiction may find our licensed patents or any future patents we may
own invalid or unenforceable. We may also fail to identify patentable aspects of our research and development before it is too late to obtain patent
protection. Even if we own or in-license valid and enforceable patents, these patents still may not provide protection against competing products or
processes sufficient to achieve our business objectives.
The issuance of a patent is not conclusive as to our inventorship, scope, ownership, priority, validity or enforceability. In this regard, third parties may
challenge our licensed patents or any future patents we may own in the courts or patent offices in the U.S. and abroad. Such challenges may result in loss of
exclusivity or freedom to operate or in patent claims being narrowed, invalidated or held unenforceable, in whole or in part, which could limit our ability to
stop others from using or commercializing similar or identical technology and products, or limit the duration of the patent protection of our technology and
potential products. In addition, given the amount of time required for the development, testing and regulatory review of new product candidates, patents
protecting such product candidates might expire before or shortly after such product candidates are commercialized.
We may infringe the intellectual property rights of others, which may prevent or delay our drug development efforts and prevent us from
commercializing or increase the costs of commercializing our products, if approved.
Our commercial success depends significantly on our ability to operate without infringing the patents and other intellectual property rights of third parties.
For example, there could be issued patents of which we are not aware that our current or potential future product candidates infringe. There also could be
patents that we believe we do not infringe, but that we may ultimately be found to infringe.
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Moreover, patent applications are in some cases maintained in secrecy until patents are issued. The publication of discoveries in the scientific or patent
literature frequently occurs substantially later than the date on which the underlying discoveries were made and patent applications were filed. Because
patents can take many years to issue, there may be currently pending applications of which we are unaware that may later result in issued patents that our
product candidates or potential products infringe. For example, pending applications may exist that claim or can be amended to claim subject matter that
our product candidates or potential products infringe. Competitors may file continuing patent applications claiming priority to already issued patents in the
form of continuation, divisional, or continuation-in-part applications, in order to maintain the pendency of a patent family and attempt to cover our product
candidates.
Third parties may assert that we are employing their proprietary technology without authorization and may sue us for patent or other intellectual property
infringement. These lawsuits are costly and could adversely affect our business, financial condition and results of operations and divert the attention of
managerial and scientific personnel. If we are sued for patent infringement, we would need to demonstrate that our product candidates, potential products
or methods either do not infringe the claims of the relevant patent or that the patent claims are invalid, and we may not be able to do this. Proving invalidity
is difficult. For example, in the U.S., proving invalidity requires a showing of clear and convincing evidence to overcome the presumption of validity
enjoyed by issued patents. Even if we are successful in these proceedings, we may incur substantial costs and the time and attention of our management and
scientific personnel could be diverted in pursuing these proceedings, which could have a material adverse effect on us. In addition, we may not have
sufficient resources to bring these actions to a successful conclusion. If a court holds that any third-party patents are valid, enforceable and cover our
products or their use, the holders of any of these patents may be able to block our ability to commercialize our products unless we acquire or obtains a
license under the applicable patents or until the patents expire.
We may not be able to enter into licensing arrangements or make other arrangements at a reasonable cost or on reasonable terms. Any inability to secure
licenses or alternative technology could result in delays in the introduction of our products or lead to prohibition of the manufacture or sale of products by
us. Even if we are able to obtain a license, it may be non-exclusive, thereby giving our competitors access to the same technologies licensed to us. We
could be forced, including by court order, to cease commercializing the infringing technology or product. In addition, in any such proceeding or litigation,
we could be found liable for monetary damages, including treble damages and attorneys’ fees, if we are found to have willfully infringed a patent. A
finding of infringement could prevent us from commercializing our product candidates or force us to cease some of our business operations, which could
materially and adversely affect our business, financial condition and results of operations. Any claims by third parties that we have misappropriated their
confidential information or trade secrets could have a similar material and adverse effect on our business, financial condition and results of operations. In
addition, any uncertainties resulting from the initiation and continuation of any litigation could have a material adverse effect on our ability to raise the
funds necessary to continue our operations.
Any claims or lawsuits relating to infringement of intellectual property rights brought by or against us will be costly and time consuming and may
adversely affect our business, financial condition and results of operations.
We may be required to initiate litigation to enforce or defend our licensed and owned intellectual property. Lawsuits to protect our intellectual property
rights can be very time consuming and costly. There is a substantial amount of litigation involving patent and other intellectual property rights in the
biopharmaceutical industry generally. Such litigation or proceedings could substantially increase our operating expenses and reduce the resources available
for development activities or any future sales, marketing or distribution activities.
In any infringement litigation, any award of monetary damages we receive may not be commercially valuable. Furthermore, because of the substantial
amount of discovery required in connection with intellectual property litigation, there is a risk that some of our confidential information could be
compromised by disclosure during litigation. Moreover, there can be no assurance that we will have sufficient financial or other resources to file and pursue
such infringement claims, which typically last for years before they are resolved. Further, any claims we assert against a perceived infringer could provoke
these parties to assert counterclaims against us alleging that we have infringed their patents. Some of our competitors may be able to sustain the costs of
such litigation or proceedings more effectively than we can because of their greater financial resources. Uncertainties resulting from the initiation and
continuation of patent litigation or other proceedings could have a material adverse effect on our ability to develop our product candidates.
In addition, our licensed patents and patent applications, and patents and patent applications that we may apply for, own or license in the future, could face
other challenges, such as interference proceedings, opposition proceedings, re-examination proceedings and other forms of post-grant review. Any of these
challenges, if successful, could result in the invalidation of, or in a narrowing of the scope of, any of our licensed patents and patent applications and
patents and patent applications that we may apply for, own or license in the future subject to challenge. Any of these challenges, regardless of their success,
would likely be time consuming and expensive to defend and resolve and would divert our management and scientific personnel’s time and attention.
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Changes in U.S. patent law could diminish the value of patents in general, thereby impairing our ability to protect our products.
As is the case with other biopharmaceutical companies, our success is heavily dependent on intellectual property, particularly patents. Obtaining and
enforcing patents in the biopharmaceutical industry involves both technological and legal complexity and is costly, time-consuming and inherently
uncertain. For example, the U.S. previously enacted and is currently implementing wide-ranging patent reform legislation. Specifically, on September 16,
2011, the Leahy-Smith America Invents Act (the “Leahy-Smith Act”) was signed into law and included a number of significant changes to U.S. patent law,
and many of the provisions became effective in March 2013. However, it may take the courts years to interpret the provisions of the Leahy-Smith Act, and
the implementation of the statute could increase the uncertainties and costs surrounding the prosecution of our licensed and future patent applications and
the enforcement or defense of our licensed and future patents, all of which could have a material adverse effect on our business, financial condition and
results of operations.
In addition, the U.S. Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available in certain
circumstances or weakening the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our ability to obtain
patents in the future, this combination of events has created uncertainty with respect to the value of patents, once obtained. Depending on decisions by the
U.S. Congress, the federal courts and the USPTO, the laws and regulations governing patents could change in unpredictable ways that would weaken our
ability to obtain new patents or to enforce patents that we might obtain in the future.
We may not be able to protect our intellectual property rights throughout the world.
Filing, prosecuting and defending patents on product candidates throughout the world would be prohibitively expensive. Competitors may use our licensed
and owned technologies in jurisdictions where we has not licensed or obtained patent protection to develop their own products and, further, may export
otherwise infringing products to territories where we may obtain or license patent protection, but where patent enforcement is not as strong as that in the
U.S. These products may compete with our products in jurisdictions where we do not have any issued or licensed patents and any future patent claims or
other intellectual property rights may not be effective or sufficient to prevent them from so competing.
Many companies have encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal systems
of certain countries, particularly certain developing countries, do not favor the enforcement of patents and other intellectual property protection, particularly
those relating to biopharmaceuticals, which could make it difficult for us to stop the infringement of our licensed patents and future patents we may own, or
marketing of competing products in violation of our proprietary rights generally. Further, the laws of some foreign countries do not protect proprietary
rights to the same extent or in the same manner as the laws of the U.S. As a result, we may encounter significant problems in protecting and defending our
licensed and owned intellectual property both in the U.S. and abroad. For example, China currently affords less protection to a company’s intellectual
property than some other jurisdictions. As such, the lack of strong patent and other intellectual property protection in China may significantly increase our
vulnerability regarding unauthorized disclosure or use of our intellectual property and undermine our competitive position. Proceedings to enforce our
future patent rights, if any, in foreign jurisdictions could result in substantial cost and divert our efforts and attention from other aspects of our business.
We may be unable to adequately prevent disclosure of trade secrets and other proprietary information.
In order to protect our proprietary and licensed technology and processes, we rely in part on confidentiality agreements with our corporate partners,
employees, consultants, manufacturers, outside scientific advisors and sponsored researchers and other advisors. These agreements may not effectively
prevent disclosure of our confidential information and may not provide an adequate remedy in the event of unauthorized disclosure of confidential
information. In addition, others may independently discover our trade secrets and proprietary information. Failure to obtain or maintain trade secret
protection could adversely affect our competitive business position.
We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or disclosed confidential information of
third parties.
We employ individuals who were previously employed at other biopharmaceutical companies. Although we have no knowledge of any such claims against
us, we may be subject to claims that we or our employees, consultants or independent contractors have inadvertently or otherwise used or disclosed
confidential information of our employees’ former employers or other third parties. Litigation may be necessary to defend against these claims. There is no
guarantee of success in defending these claims, and even if we are successful, litigation could result in substantial cost and be a distraction to our
management and other employees. To date, none of our employees have been subject to such claims.
63

We may be subject to claims challenging the inventorship of our licensed patents, any future patents we may own and other intellectual property.
Although we are not currently experiencing any claims challenging the inventorship of our licensed patents or our licensed or owned intellectual property,
we may in the future be subject to claims that former employees, licensees or other third parties have an interest in our licensed patents or other licensed or
owned intellectual property as an inventor or co-inventor. For example, we may have inventorship disputes arise from conflicting obligations of consultants
or others who are involved in developing our product candidates. Litigation may be necessary to defend against these and other claims challenging
inventorship. If we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights, such as
exclusive ownership of, or right to use, valuable intellectual property. Such an outcome could have a material adverse effect on our business, financial
condition and results of operations. Even if we are successful in defending against such claims, litigation could result in substantial costs and be a
distraction to management and other employees.
If we do not obtain additional protection under the Hatch-Waxman Amendments and similar foreign legislation extending the terms of our licensed
patents and any future patents we may own, our business, financial condition and results of operations may be materially and adversely affected.
Depending upon the timing, duration and specifics of FDA regulatory approval for our product candidates, one or more of our licensed U.S. patents or
future U.S. patents that we may license or own may be eligible for limited patent term restoration under the Drug Price Competition and Patent Term
Restoration Act of 1984, referred to as the Hatch-Waxman Amendments. The Hatch-Waxman Amendments permit a patent restoration term of up to five
years as compensation for patent term lost during drug development and the FDA regulatory review process. This period is generally one-half the time
between the effective date of an investigational new drug application (“IND”) (falling after issuance of the patent), and the submission date of an NDA,
plus the time between the submission date of an NDA and the approval of that application. Patent term restorations, however, cannot extend the remaining
term of a patent beyond a total of 14 years from the date of product approval by the FDA.
The application for patent term extension is subject to approval by the USPTO, in conjunction with the FDA. It takes at least six months to obtain approval
of the application for patent term extension. We may not be granted an extension because of, for example, failing to apply within applicable deadlines,
failing to apply prior to expiration of relevant patents or otherwise failing to satisfy applicable requirements. Moreover, the applicable time period or the
scope of patent protection afforded could be less than our requests. If we are unable to obtain patent term extension or restoration or the term of any such
extension is less than our requests, the period during which we will have the right to exclusively market our product will be shortened and our competitors
may obtain earlier approval of competing products, and our ability to generate revenues could be materially adversely affected.
Risks Related Owning Our Common Stock
The market price of our common stock has been and may continue to be volatile.
The market price of our common stock has been and may continue to be volatile. Our stock price could be subject to wide fluctuations in response to a
variety of factors, including the following:
• results from, and any delays in, planned clinical trials for our product candidates, or any other future product candidates, and the results of trials of
competitors or those of other companies in the combined organization’s market sector;
• any delay in filing an Investigational New Drug Application, Investigational Device Exemption or BLA, NDA or PMA, for any of our product
candidates and any adverse development or perceived adverse development with respect to the FDA’s review of that IND, IDE or BLA, NDA or
PMA;
• significant lawsuits, including patent or stockholder litigation;
• inability to obtain additional funding;
• failure to successfully develop and commercialize our product candidates;
• changes in laws or regulations applicable to our product candidates;
• inability to obtain adequate product supply for our product candidates, or the inability to do so at acceptable prices;
• unanticipated serious safety concerns related to any of our product candidates;
• adverse regulatory decisions;
• introduction of new products or technologies by our competitors;
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• failure to meet or exceed drug development or financial projections we provide to the public;
• failure to meet or exceed the estimates and projections of the investment community;
• the perception of the biopharmaceutical industry by the public, legislatures, regulators and the investment community;
• announcements of significant acquisitions, strategic partnerships, joint ventures or capital commitments by us or our competitors;
• disputes or other developments relating to proprietary rights, including patents, litigation matters and our ability to obtain patent protection for our
licensed and owned technologies;
• additions or departures of key scientific or management personnel;
• changes in the market valuations of similar companies;
• general economic and market conditions and overall fluctuations in the U.S. equity market;
• public health crises, pandemics and epidemics, such as the recent coronavirus disease 2019 (COVID-19);
• sales of our common stock by us or our stockholders in the future; and
• trading volume of our common stock.
In addition, the stock market, in general, and small biopharmaceutical companies, in particular, have experienced extreme price and volume fluctuations
that have often been unrelated or disproportionate to the operating performance of these companies. Broad market and industry factors may negatively
affect the market price of our common stock, regardless of our actual operating performance. Further, a decline in the financial markets and related factors
beyond our control may cause our stock price to decline rapidly and unexpectedly.
Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights to our technologies
or product candidate.
We may seek additional capital through a combination of public and private equity offerings, debt financings, strategic partnerships and alliances and
licensing arrangements. We have a purchase agreement in place with Lincoln Park to sell up to $10.0 million worth of shares of our common stock, from
time to time, to Lincoln Park, under which $8.5 million remains available for future sale as of September 30, 2020. Any sales under the Lincoln Park
arrangement, and to the extent that we raise additional capital through the sale of equity or convertible debt securities, the ownership interests of our
stockholders will be diluted, and the terms may include liquidation or other preferences that adversely affect the rights of our stockholders. The incurrence
of indebtedness would result in increased fixed payment obligations and could involve certain restrictive covenants, such as limitations on our ability to
incur additional debt, limitations on our ability to acquire or license intellectual property rights and other operating restrictions that could adversely impact
our ability to conduct our business. If we raise additional funds through strategic partnerships and alliances and licensing arrangements with third parties,
we may have to relinquish valuable rights to our technologies or product candidate, or grant licenses on terms unfavorable to us.
Anti-takeover provisions in our charter documents and under Delaware law could make an acquisition of us more difficult and may prevent attempts
by our stockholders to replace or remove our management.
Provisions in our certificate of incorporation and bylaws may delay or prevent an acquisition or a change in management. These provisions include a
classified board of directors, a prohibition on actions by written consent of the combined organization’s stockholders and the ability of the board of
directors to issue preferred stock without stockholder approval. In addition, because we are incorporated in Delaware, we are governed by the provisions of
Section 203 of the DGCL, which prohibits stockholders owning in excess of 15% of our outstanding voting stock from merging or combining with us.
Although we believe these provisions collectively will provide for an opportunity to receive higher bids by requiring potential acquirers to negotiate with
our board of directors, they would apply even if the offer may be considered beneficial by some stockholders. In addition, these provisions may frustrate or
prevent any attempts by our stockholders to replace or remove then current management by making it more difficult for stockholders to replace members of
the board of directors, which is responsible for appointing the members of management.
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Our pre-Merger net operating loss carryforwards and certain other tax attributes may be subject to limitations. The pre-Merger net operating loss
carryforwards and certain other tax attributes of us may also be subject to limitations as a result of ownership changes resulting from the Merger.
In general, a corporation that undergoes an “ownership change” as defined in Section 382 of the Code, is subject to limitations on our ability to utilize our
pre-change net operating loss carryforwards to offset future taxable income. In general, an ownership change occurs if the aggregate stock ownership of
certain stockholders, generally stockholders beneficially owning five percent or more of a corporation’s common stock, applying certain look-through and
aggregation rules, increases by more than 50 percentage points over such stockholders’ lowest percentage ownership during the testing period, generally
three years. We may have experienced ownership changes in the past and we may experience ownership changes in the future. In addition, the closing of
the merger may result in an ownership change for us, which could result in limitations on the use of our federal and state net operating loss carryforwards
of $145.5 million and $76.4 million, respectively, in addition to our federal, including orphan drug, and state research credit carryforwards of $8.3 million
and $2.4 million, respectively. It is possible that our net operating loss carryforwards and certain other tax attributes may also be subject to limitation as a
result of ownership changes in the past and/or the closing of the Merger. Consequently, even if we achieve profitability, we may not be able to utilize a
material portion of our net operating loss carryforwards and certain other tax attributes, which could have a material adverse effect on cash flow and results
of operations.
Our failure to meet the continued listing requirements of the Nasdaq could result in a delisting of our common stock.
We must continue to satisfy the Nasdaq Capital Market’s continued listing requirements, including, among other things, the corporate governance
requirements and the minimum closing bid price requirement. If we fail to satisfy the continued listing requirements of the Nasdaq, Nasdaq may take steps
to delist our common stock. Such a delisting would likely have a negative effect on the price of our common stock and would impair your ability to sell or
purchase our common stock when you wish to do so.
On May 29, 2019, Conatus received a letter from the Nasdaq staff indicating that, for the prior thirty consecutive business days, the bid price for its
common stock had closed below the minimum $1.00 per share requirement for continued listing on the Nasdaq Global Market under Nasdaq Listing Rule
5450(a)(1).
Conatus filed an application to transfer the listing of our common stock from the Nasdaq Global Market to the Nasdaq Capital Market. On November 27,
2019, the application was approved by Nasdaq and a result, Conatus was granted an additional 180-day grace period, until May 25, 2020, to regain
compliance with the minimum $1.00 per share requirement for continued listing on the Nasdaq Capital Market under Nasdaq Listing Rule 5810(c)(3)
(A). Subsequently, based on an immediately effective rule change with the SEC on April 16, 2020, the deadline to regain compliance was extended to
August 10, 2020.
On May 26, 2020, in connection with, and prior to the completion of, the Merger, we effected a reverse stock split of our common stock, which enabled us
to regain compliance with the minimum closing bid price requirement. Even though we have regained compliance with the Nasdaq Capital Market’s
minimum closing bid price requirement, there is no guarantee that we will remain in compliance with such listing requirements in the future.
In the event of a delisting, we can provide no assurance that any action taken by us to restore compliance with listing requirements would allow our
common stock to become listed again, stabilize the market price or improve the liquidity of our common stock, prevent our common stock from dropping
below the Nasdaq minimum bid price requirement or prevent future non-compliance with Nasdaq’s listing requirements. Delisting from the Nasdaq Capital
Market or any Nasdaq market could make trading our common stock more difficult for investors, potentially leading to declines in our share price and
liquidity. Without a Nasdaq market listing, stockholders may have a difficult time getting a quote for the sale or purchase of our stock, the sale or purchase
of our stock would likely be made more difficult and the trading volume and liquidity of our stock could decline. Delisting from Nasdaq could also result in
negative publicity and could also make it more difficult for us to raise additional capital. The absence of such a listing may adversely affect the acceptance
of our common stock as currency or the value accorded by other parties. Further, if we are delisted, we would also incur additional costs under state blue
sky laws in connection with any sales of our securities. These requirements could severely limit the market liquidity of our common stock and the ability of
our stockholders to sell our common stock in the secondary market.
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Sales of a substantial number of shares of our common stock by our stockholders in the public market could cause our stock price to fall.
Sales of a substantial number of shares of our common stock in the public market or the perception that these sales might occur could significantly reduce
the market price of our common stock and impair our ability to raise adequate capital through the sale of additional equity securities. We are unable to
predict the effect that such sales may have on the prevailing market price of our common stock. As of September 30, 2020, we have outstanding warrants
to purchase an aggregate of approximately 4,929 shares of our common stock, and options to purchase an aggregate of approximately 1.5 million shares of
our common stock, which, if exercised, may further increase the number of shares of our common stock outstanding and the number of shares eligible for
resale in the public market, unless such shares are subject to a lock-up agreement.
Our internal control over financial reporting may not meet the standards required by Section 404 of the Sarbanes-Oxley Act, and failure to achieve and
maintain effective internal control over financial reporting in accordance with Section 404 of the Sarbanes-Oxley Act, could have a material adverse
effect on our business and share price.
Our management is required to report on the effectiveness of our internal control over financial reporting. The rules governing the standards that must be
met for our management to assess our internal control over financial reporting are complex and require significant documentation, testing and possible
remediation.
We cannot assure you that there will not be material weaknesses or significant deficiencies in our internal control over financial reporting in the future. Any
failure to maintain internal control over financial reporting could severely inhibit our ability to accurately report our financial condition, results of
operations or cash flows. If we are unable to conclude that our internal control over financial reporting is effective, or if our independent registered public
accounting firm determines we have a material weakness or significant deficiency in our internal control over financial reporting once that firm begins our
Section 404 reviews, investors may lose confidence in the accuracy and completeness of our financial reports, the market price of our common stock could
decline, and we could be subject to sanctions or investigations by Nasdaq, the SEC or other regulatory authorities. Failure to remedy any material weakness
in our internal control over financial reporting, or to implement or maintain other effective control systems required of public companies, could also restrict
our future access to the capital markets.
Our executive officers, directors and principal stockholders own a significant percentage of our stock and, if they choose to act together, will be able to
exert control or significantly influence over matters subject to stockholder approval.
As of September 30, 2020, our executive officers, directors and greater than 5% stockholders, in the aggregate, own approximately 50.0% of our
outstanding common stock. As a result, such persons or their appointees to our board of directors, acting together, will be able to exert control or
significantly influence over all matters submitted to our board of directors or stockholders for approval, including the appointment of our management, the
election and removal of directors and approval of any significant transaction, as well as our management and business affairs. This concentration of
ownership may have the effect of delaying, deferring or preventing a change in control, impeding a merger, consolidation, takeover or other business
combination involving us, or discouraging a potential acquiror from making a tender offer or otherwise attempting to obtain control of our business, even if
such a transaction would benefit other stockholders.
ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS.
Unregistered Sales of Equity Securities
None.
Issuer Purchases of Equity Securities
None.
Use of Proceeds
Not applicable.
ITEM 3. DEFAULTS UPON SENIOR SECURITIES.
None.
ITEM 4. MINE SAFETY DISCLOSURES.
Not applicable.
ITEM 5. OTHER INFORMATION.
None.
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ITEM 6. EXHIBITS.
EXHIBIT INDEX
Exhibit
Number

Description of Exhibit

3.1

Amended and Restated Certificate of Incorporation of the Company (incorporated by reference to Exhibit 3.1 to the Company’s Current
Report on Form 8-K filed with the Securities and Exchange Commission on August 1, 2013).

3.2

Certificate of Amendment (incorporated by reference to Exhibit 3.1 to the Company’s Current Report on Form 8-K filed with the Securities
and Exchange Commission on May 27, 2020).

3.3

Certificate of Amendment (incorporated by reference to Exhibit 3.2 to the Company’s Current Report on Form 8-K filed with the Securities
and Exchange Commission on May 27, 2020).

3.4

Amended and Restated Bylaws (incorporated by reference to Exhibit 3.3 to the Company’s Current Report on Form 8-K filed with the
Securities and Exchange Commission on May 27, 2020).

4.1

Specimen Common Stock Certificate (incorporated by reference to Exhibit 4.1 to the Company’s Quarterly Report on Form10-Q filed with
the Securities and Exchange Commission on August 13, 2020).

4.5

Form of Warrant (incorporated by reference to Exhibit 4.5 to the Company’s Registration Statement on Form S-4 (Registration No. 333236332) filed with the Securities and Exchange Commission on February 7, 2020).

10.1

Collaborative Development and Commercialization Agreement, by and between the Company and Amerimmune LLC, dated October 26,
2020 (incorporated by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K filed with the Securities and Exchange
Commission on October 26, 2020).

31.1

Certification of Principal Executive Officer Pursuant to Rules 13a-14(a) and 15d-14(a) under the Securities Exchange Act of 1934, as
Adopted Pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.

31.2

Certification of Principal Financial Officer Pursuant to Rules 13a-14(a) and 15d-14(a) under the Securities Exchange Act of 1934, as
Adopted Pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.

32.1*

Certification of Principal Executive Officer Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002.

32.2*

Certification of Principal Financial Officer Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002.

101.INS
101.SCH
101.CAL
101.DEF
101.LAB
101.PRE

XBRL Instance Document. (1)
XBRL Taxonomy Extension Schema Document. (1)
XBRL Taxonomy Extension Calculation Linkbase Document. (1)
XBRL Taxonomy Extension Definition Linkbase Document. (1)
XBRL Taxonomy Extension Label Linkbase Document. (1)
XBRL Taxonomy Extension Presentation Linkbase Document. (1)

(1)
*

Furnished, not filed.
These certifications are being furnished solely to accompany this Quarterly Report pursuant to 18 U.S.C. Section 1350, and are not being filed
for purposes of Section 18 of the Securities Exchange Act of 1934 and are not subject to the liability of that section. These certifications are not
to be incorporated by reference into any filing of the Company, whether made before or after the date hereof, regardless of any general
incorporation language in such filing.
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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.
Histogen Inc.
Date: November 10, 2020

By: /s/ Richard W. Pascoe
Richard W. Pascoe
President and Chief Executive Officer
(Principal Executive Officer)

Date: November 10, 2020

By: /s/ Susan A. Knudson
Susan A. Knudson
Executive Vice President, Chief Financial Officer, Chief Compliance
Officer & Corporate Secretary
(Principal Financial Officer)
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Exhibit 31.1
CERTIFICATION PURSUANT TO
RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
I, Richard W. Pascoe, certify that:
1.

I have reviewed this Quarterly Report of Histogen 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(s) 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 15d15(f)) for the registrant and have:

5.

(a)

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

(b)

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

(c)

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

(d)

Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's most
recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant's internal control over financial reporting; and

The registrant's other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to
the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions):
(a)

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

(b)

Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's internal
control over financial reporting.

Date: November 10, 2020

By: /s/ Richard W. Pascoe
Richard W. Pascoe
President and Chief Executive Officer
(Principal Executive Officer)

Exhibit 31.2
CERTIFICATION PURSUANT TO
RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
I, Susan A. Knudson, certify that:
1.

I have reviewed this Quarterly Report of Histogen 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(s) 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 15d15(f)) for the registrant and have:

5.

(a)

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

(b)

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

(c)

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

(d)

Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's most
recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant's internal control over financial reporting; and

The registrant's other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to
the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions):
(a)

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

(b)

Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's internal
control over financial reporting.

Date: November 10, 2020

By: /s/ Susan A. Knudson
Susan A. Knudson
Executive Vice President, Chief Financial Officer, Chief Compliance
Officer & Corporate Secretary
(Principal Financial Officer)

Exhibit 32.1
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report of Histogen Inc. (the “Company”) on Form 10-Q for the period ending September 30, 2020 as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to § 906 of the
Sarbanes-Oxley Act of 2002, that:
(1)

The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

(2)

The information contained in the Report fairly presents, in all material respects, the financial condition and result of operations of the
Company.

Date: November 10, 2020

By: /s/ Richard W. Pascoe
Richard W. Pascoe
President and Chief Executive Officer
(Principal Executive Officer)

Exhibit 32.2
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report of Histogen Inc. (the “Company”) on Form 10-Q for the period ending September 30, 2020 as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to § 906 of the
Sarbanes-Oxley Act of 2002, that:
(1)

The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and

(2)

The information contained in the Report fairly presents, in all material respects, the financial condition and result of operations of the
Company.

Date: November 10, 2020

By: /s/ Susan A. Knudson
Susan A. Knudson
Executive Vice President, Chief Financial Officer, Chief Compliance
Officer & Corporate Secretary
(Principal Financial Officer)

