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Item 1. Financial Statements.

Assets

Current assets:
Cash and cash equivalents
Prepaid research and development contracts
Other current assets

Total current assets

Furniture and equipment, net
Operating lease right-of-use assets, net
Deposits

Total assets

Liabilities and stockholders’ equity
Current liabilities:
Accounts payable and accrued expenses
Current portion of operating lease liability
Total current liabilities
Operating lease liability, net of current portion
Total liabilities
Commitments and contingencies (Note 9)
Stockholders’ equity:

PART I—FINANCIAL INFORMATION

AERPIO PHARMACEUTICALS, INC.

Condensed Consolidated Balance Sheets

Common stock, $0.0001 par value per share; 300,000,000 shares authorized and
40,588,004 shares issued and outstanding at June 30, 2019 and

December 31, 2018.
Additional paid-in capital
Accumulated deficit
Total stockholders’ equity
Total liabilities and stockholders’ equity

June 30, December 31,
2019 2018
(unaudited)
$ 48,157,010 62,614,010
368,048 754,392
264,305 615,681
48,789,363 63,984,083
297,618 98,449
472,135 —
40,960 40,960
$ 49,600,076 64,123,492
$ 3,402,257 5,456,917
193,284 —
3,595,541 5,456,917
288,055 —
3,883,596 5,456,917
4,059 4,059
178,853,870 177,621,807
(133,141,449) (118,959,291)
45,716,480 58,666,575
$ 49,600,076 64,123,492

The accompanying notes are an integral part of these condensed consolidated financial statements.
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License revenue, and other
Operating expenses
Research and development
General and administrative
Restructuring expense
Total operating expenses
Loss from operations
Grant income
Interest income
Total other income
Net and comprehensive loss

Net and comprehensive loss per share

Basic and diluted

AERPIO PHARMACEUTICALS, INC.

Condensed Consolidated Statements of Operations and Comprehensive Loss

Weighted average number of common shares used
in computing net and comprehensive loss

per share, basic and diluted

Three Months Ended June 30, Six Months Ended June 30,
2019 2018 2019 2018
(unaudited) (unaudited)
$ — % 1,333,333  $ — $ 1,333,333
2,264,255 4,228,934 7,850,506 8,257,746
2,799,570 3,140,854 6,054,612 6,588,690
915,094 — 915,094 —
5,978,919 7,369,788 14,820,212 14,846,436
(5,978,919) (6,036,455) (14,820,212) (13,513,103)
4,924 — 20,272 —
290,379 46,464 623,499 97,580
295,303 46,464 643,771 97,580
$ (5,683,616) $ (5,989,991) $ (14,176,441) $ (13,415,523)
$ 0.14) $ 022) $ 0.35) $ (0.49)
40,588,004 27,340,914 40,588,004 27,194,028

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



Balance at January 1, 2019
Cumulative effect of change in
accounting principle
Stock-based compensation
expense
Net and comprehensive loss
Balance at March 31, 2019
Stock-based compensation
expense
Net and comprehensive loss
Balance at June 30, 2019

Balance at January 1, 2018
Issuance of restricted stock
Issuance of common stock upon
exercise of stock options
Forfeiture of restricted stock
Stock-based compensation
expense
Net and comprehensive loss
Balance at March 31, 2018
Issuance of common stock upon
exercise of stock options
Issuance of common stock, net
of issuance costs of $3,093,489
Forfeiture of restricted stock
Stock-based compensation
expense
Net and comprehensive loss
Balance at June 30, 2018

AERPIO PHARMACEUTICALS, INC.

Condensed Consolidated Statements of Stockholders’ Equity

For the Three and Six Months Ended June 30, 2019 (unaudited)

C Stock Additional Paid-In Accumulated
Shares Par Value Capital Deficit Total

40,588,004 $ 4,059 $ 177,621,807 $ (118,959,291) 58,666,575
— — 5,717 (5,717) —
— 621,685 — 621,685

— — (8,492,825) (8,492,825)
40,588,004 4,059 178,249,209 (127,457,833) 50,795,435
— 604,661 — 604,661

— — (5,683,616) (5,683,616)
40,588,004 $ 4,059 $ 178,853,870 $ (133,141,449) 45,716,480

For the Three and Six Months Ended June 30, 2018 (unaudited)
C Stock Additional Paid-In Accumulated
Shares Par Value Capital Deficit Total

27,070,038 $ 2,707 $ 125,995,438 $ (108,562,656) 17,435,489
60,000 6 (6) — —
16,802 2 21,990 — 21,992
(741) — — — —
— 1,079,721 — 1,079,721

— — (7,425,532) (7,425,532)
27,146,099 2,715 127,097,143 (115,988,188) 11,111,670
1,000 — 1,660 — 1,660
11,688,000 1,169 41,904,143 41,905,312
(1,592) — — — —
— — 877,757 — 877,757

— — (5,989,991) (5,989,991)
38,833,507 $ 3,884 $ 169,880,703 $ (121,978,179) 47,906,408

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



AERPIO PHARMACEUTICALS, INC.

Condensed Consolidated Statements of Cash Flows

Six Months Ended June 30,

Operating activities:
Net and comprehensive loss $
Adjustments to reconcile net and comprehensive loss to net
cash used in (provided by) operating activities:
Depreciation
Stock-based compensation
Changes in operating assets and liabilities:
Prepaid research and development contracts
Other current assets
Accounts payable and other current liabilities
Deferred revenue

Net cash (used in) provided by operating activities
Investing activities:
Purchase of furniture and equipment

Net cash used in investing activities
Financing activities:
Proceeds from exercise of stock options
Proceeds from issuance of common stock
Cash paid in connection with the sale of common stock

Net cash provided by financing activities

Net (decrease) increase in cash and cash equivalents
Cash and cash equivalents at beginning of year

Cash and cash equivalents, six months ended $

2019 2018
(unaudited)
(14,176,441)  $ (13,415,523)
33,503 23,665
1,226,346 1,957,478
386,344 (115,705)
351,376 108,760
(2,045,456) (626,707)
— 18,666,667
(14,224,328) 6,598,635
(232,672) (8,498)
(232,672) (8,498)
— 23,652
— 44,998,801
— (3,093,489)
— 41,928,964
(14,457,000) 48,519,101
62,614,010 20,264,109
48,157,010 $ 68,783,210

The accompanying notes are an integral part of these condensed consolidated financial statements.
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NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
(UNAUDITED)

1. Nature of Organization and Operations

Aerpio Pharmaceuticals, Inc. (the “Company”) is a biopharmaceutical company focused on developing compounds that activate Tie2 to treat ocular diseases
and complications of diabetes. In March 2019, the Company announced the top line results of its AKB-9778 Phase 2b (TIME-2b) clinical trial initiated in
June 2017 for the treatment of non-proliferative diabetic retinopathy, or NPDR, a disease characterized by progressive compromise of blood vessels in the
back of the eye. While the Company believed AKB-9778 had the potential to slow down or possibly reverse retinal vascular changes caused by diabetes, the
subcutaneous administration of AKB-9778 twice daily did not meet the study’s primary endpoint of increasing the percentage of patients with an
improvement of two or more steps in diabetic retinopathy severity score in the study eye, compared to placebo. However, the Company did see encouraging
data in a number of prespecified, key secondary endpoints related to the changes in the Urine Albumin-Creatinine Ratio, a measure of kidney function, and in
reducing intraocular pressure. As a result, the Company plans to advance a topical drop formulation of AKB-9778 into clinical development as a potential
treatment for open-angle glaucoma and initiated a Phase 1b clinical trial in the second quarter of 2019 with results anticipated by the end of 2019.

In addition, the Company’s pipeline program, ARP-1536, a humanized monoclonal antibody directed at the same target as AKB-9778 is in preclinical
development. The Company is evaluating development options for ARP-1536, including subcutaneous injection for the treatment of diabetic vascular
complications.

The Company was incorporated as Zeta Acquisition Corp. II (“Zeta”) in the State of Delaware on November 16, 2007. Zeta was a “shell company” (as
defined in Rule 12b-2 of the Securities Exchange Act of 1934, as amended). On March 3, 2017, the Company’s Board of Directors, and on March 10, 2017,
the Company’s pre-Merger (as defined below) stockholders, approved an amended and restated certificate of incorporation, which, among other things,
increased authorized capital stock from 100,000,000 shares of common stock, par value $0.0001 per share, and 10,000,000 shares of preferred stock, par
value $0.0001 per share, to 300,000,000 shares of common stock, par value $0.0001 per share, and 10,000,000 shares of preferred stock, par value $0.0001
per share.

On March 15, 2017, Zeta changed its name to Aerpio Pharmaceuticals Inc. and its wholly-owned subsidiary, Aerpio Acquisition Corp., a corporation formed
in the State of Delaware on March 3, 2017, merged with and into Aerpio Therapeutics, Inc. (“Aerpio”), (the “Merger”), a corporation incorporated on
November 17, 2011 in the State of Delaware. Pursuant to the Merger, Aerpio remained as the surviving corporation and became the Company’s wholly
owned subsidiary.

At the effective time of the Merger, the shares of Aerpio’s (i) common stock issued and outstanding immediately prior to the closing of the Merger (including
restricted common stock, whether vested or unvested, issued under the Aerpio’s 2011 Equity Incentive Plan), and (ii) redeemable convertible preferred stock
issued and outstanding immediately prior to the closing of the Merger, were converted into shares of the Company’s common stock. In addition, immediately
prior to the Merger, the outstanding amounts under certain senior secured convertible notes issued by Aerpio to its pre-Merger noteholders were converted
into shares of Aerpio’s preferred stock, which were then converted to shares of Aerpio’s common stock and subsequently were converted into shares of the
Company’s common stock, together with the other shares of the Aerpio’s common stock described above. In addition, pursuant to the Merger Agreement
options to purchase shares of Aerpio’s common stock issued and outstanding immediately prior to the closing of the Merger were assumed and converted into
options to purchase shares of the Company’s common stock. All the outstanding capital stock of Aerpio was converted into shares of the Company’s common
stock on a 2.3336572:1 basis.

As aresult of the Merger, the Company acquired the business of Aerpio and continued the existing business operations of Aerpio as a public reporting
company under the name Aerpio Pharmaceuticals, Inc. Immediately after the Merger, on March 15, 2017, Aerpio converted into a Delaware limited liability
company (the “Conversion”).

Immediately following the Conversion, the pre-Merger stockholders of Zeta surrendered for cancellation 4,000,000 of the 5,000,000 shares of the outstanding
common stock of Zeta, (the “Share Cancellation”). Following the Share Cancellation, on March 15, 2017, the Company closed a private placement offering
(the “2017 Offering”) of 8,049,555 shares of the Company’s common stock, at a purchase price of $5.00 per share, for net proceeds of $37.2 million and the
issuance of warrants with a term of three years, to purchase 317,562 shares of the Company’s common stock at an exercise price of $5.00 per share.

The Merger was treated as a recapitalization and reverse acquisition for financial reporting purposes. The Company is the legal acquirer of Aerpio in the
transaction. However, Aerpio is considered the acquiring company for accounting purposes since (i) former Aerpio stockholders own in excess of 50% of the
combined enterprise on a fully diluted basis immediately following the Merger and 2017 Offering, and (ii) all members of the Company’s executive
management and Board of Directors are from Aerpio. In accordance with “reverse merger” or “reverse acquisition” accounting treatment, the unaudited
condensed consolidated financial statements for the periods ended June 30, 2019 and 2018, include the accounts of the Company and its wholly owned
subsidiary, Aerpio Therapeutics, LLC.



The Company’s operations to date have been limited to organizing and staffing the Company, business planning, raising capital, acquiring and developing its
technology, identifying potential product candidates, and undertaking preclinical and clinical studies. The Company’s revenue to date has been primarily
limited to license revenue from Gossamer Bio., Inc, during 2018. Future revenue is dependent on the terms of the license agreement with Gossamer Bio., Inc
as further described in Note 11. The Company’s product candidates are subject to long development cycles, and there is no assurance the Company will be
able to successfully develop, obtain regulatory approval for, or market its product candidates.

The Company is subject to a number of risks similar to other life science companies in the current stage of its life cycle including, but not limited to, the need
to obtain adequate additional funding, possible failure of preclinical testing or clinical trials, the need to obtain marketing approval for its product candidates,
competitors developing new technological innovations, the need to successfully commercialize and gain market acceptance of any of the Company’s products
that are approved, and protection of proprietary technology. If the Company does not successfully commercialize any of its products or mitigate any of these
other risks, it will be unable to generate revenue or achieve profitability.

The Company’s inability to obtain required funding in the near future could have a material adverse effect on its operations and strategic development plan
for future growth. If the Company cannot successfully raise additional capital and implement its strategic development plan, its liquidity, financial condition
and business prospects will be materially and adversely affected, and the Company may have to cease operations. Based on the Company’s current cash
reserves of $48.2 million at June 30, 2019 and financial condition as of this Quarterly Report on Form 10-Q, we believe our existing cash and cash equivalent
will be sufficient to fund currently planned operations at least through the second quarter of 2021.

2. Summary of Significant Accounting Policies
Basis of Presentation

The unaudited condensed consolidated financial statements have been prepared in accordance with U.S. Securities and Exchange Commission (“SEC”)
regulations and include all of the information and disclosures required by U.S. generally accepted accounting principles ("U.S. GAAP" or "GAAP") for
interim financial reporting, and, in the opinion of management include all adjustments necessary for a fair presentation of the results of operations, financial
position, changes in stockholders’ equity and cash flows for each period presented. All adjustments are of a normal and recurring in nature. These unaudited
condensed consolidated financial statements should be read in conjunction with the consolidated financial statements of the Company for the year ended
December 31, 2018, included in the Annual Report on Form 10-K filed with the SEC on March 7, 2019. The results of operations for the interim periods are
not necessarily indicative of results of operations for a full year. The Company’s condensed consolidated financial statements are stated in U.S. Dollars.

Segment Information

Operating segments are defined as components of an enterprise about which separate discrete information is available for evaluation by the chief operating
decision maker, or decision-making group, in deciding how to allocate resources and in assessing performance. The Company views its operations and
manages its business in one operating segment, which is the business of developing and commercializing proprietary therapeutics. All the assets and
operations of the Company’s sole operating segment are located in the United States.

Use of Estimates

The preparation of condensed consolidated financial statements in conformity with U.S. GAAP requires management to make estimates and assumptions that
affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of the condensed consolidated financial
statements and the reported amounts of revenue and expenses during the reporting period. Actual results may differ from those estimates. Management
considers many factors in selecting appropriate financial accounting policies and controls and in developing the estimates and assumptions used in the
preparation of these condensed consolidated financial statements. Management must apply significant judgment in this process. In addition, other factors may
affect estimates, including expected business and operational changes, sensitivity and volatility associated with the assumptions used in developing estimates,
and whether historical trends are expected to be representative of future trends. The estimation process often may yield a range of potentially reasonable
estimates of the ultimate future outcomes, and management must select an amount that falls within that range of reasonable estimates. Estimates are used in
the following areas, among others: grant date fair value of the Company’s stock-based awards, accrued expenses, revenue recognition and income taxes.

The Company’s results can also be affected by economic, political, legislative, regulatory and legal actions. Economic conditions, such as recessionary
trends, inflation, interest and monetary exchange rates, government fiscal policies, and changes in the prices of research studies, can have a significant effect
on operations. While the Company maintains reserves for anticipated liabilities and carries various levels of insurance, the Company could be affected by
civil, criminal, regulatory or administrative actions, claims or proceedings.



Cash and Cash Equivalents

Cash and cash equivalents consist of all cash on hand, deposits and funds invested in short-term investments with original maturities of three months or less at
the time of purchase. The Company does maintain balances with its banks in excess of federally insured limits.

Revenue Recognition

At the inception of an arrangement, the Company evaluates if a counterparty to a contract is a customer, if the arrangement is within the scope of revenue
from contracts with customers guidance and the term of the contract. The Company recognizes revenue when its customer obtains control of promised goods
or services in a contract for an amount that reflects the consideration the Company expects to receive in exchange for those goods or services. For contracts
with customers, the Company applies the following five-step model in order to determine this amount: (i) identification of the promised goods or services in
the contract; (ii) determination of whether the promised goods or services are performance obligations, including whether they are distinct in the context of
the contract; (iii) measurement of the transaction price, including the constraint on variable consideration; (iv) allocation of the transaction price to the
performance obligations; and (v) recognition of revenue when (or as) the Company satisfies each performance obligation. The Company only applies the
five-step model to contracts when it is probable that the entity will collect the consideration it is entitled to in exchange for the goods or services it transfers to
the customer. As part of the accounting for contracts with customers, the Company must develop assumptions that require judgment to determine the
standalone selling price of each performance obligation identified in the contract. The Company then allocates the total transaction price to each performance
obligation based on the estimated standalone selling prices of each performance obligation. The Company recognizes the amount of the transaction price as
revenue that is allocated to the respective performance obligation when the performance obligation is satisfied or as it is satisfied.

The Company enters into collaboration arrangements, under which it licenses certain rights to its intellectual property to third parties. The terms of these
agreements may include payment to the Company of one or more of the following: nonrefundable upfront license fees; development, sale and commercial
milestone payments and royalties on net sales of licensed products. Each of these types of payments are classified as license revenue except for revenue from
royalties on net sales of licensed products, which are classified as royalty revenue.

For each collaboration agreement that results in revenues, the Company identifies all material promised goods and services, which may include a license to
intellectual property, research and development activities and/or transition activities. Promised goods or services are considered to be separate performance
obligations if they are distinct. In order to determine the transaction price to be allocated to each performance obligation, in addition to any upfront payment,
the Company estimates the amount of variable consideration at the outset of the contract either utilizing the expected value or most likely amount method,
depending on the facts and circumstances relative to the contract. The Company constrains (reduces) the estimates of variable consideration such that it is
probable that a significant reversal of previously recognized revenue will not occur throughout the life of the contract. When determining if variable
consideration should be constrained, management considers whether there are factors outside the Company’s control that could result in a significant reversal
of revenue. In making these assessments, the Company considers the likelihood and magnitude of a potential reversal of revenue. These estimates are re-
assessed each reporting period as required.

Once the estimated transaction price is established, amounts are allocated to the performance obligations that have been identified. The transaction price is
generally allocated to each separate performance obligation on a relative standalone selling price basis. The Company must develop assumptions that require
judgment to determine the standalone selling price (SSP) in order to account for these agreements. To determine the standalone selling price the Company’s
assumptions may include (i) assumptions regarding the probability of obtaining marketing approval for the drug candidate; (ii) estimates regarding the timing
of and the expected costs to develop and commercialize the drug candidate; (iii) estimates of future cash flows from potential product sales with respect to the
drug candidate; and (iv) appropriate discount and tax rates. Standalone selling prices used to perform the initial allocation are not updated after contract
inception. The Company does not include a financing component to its estimated transaction price at contract inception unless it estimates that certain
performance obligations will not be satisfied within one year.

Upfront License Fees: If a license to the Company’s intellectual property is determined to be distinct from the other performance obligations identified in the
arrangement, the Company recognizes revenues from nonrefundable, upfront license fees based on the relative value prescribed to the license compared to the
total value of the arrangement. The revenue is recognized when the license is transferred to the collaborator and the collaborator is able to use and benefit
from the license. For licenses that are not distinct from other obligations identified in the arrangement, the Company utilizes judgment to assess the nature of
the combined performance obligation to determine whether the combined performance obligation is satisfied over time or at a point in time. If the combined
performance obligation is satisfied over time, the Company applies an appropriate method of measuring progress for purposes of recognizing revenue from
nonrefundable, upfront license fees. The Company evaluates the measure of progress each reporting period and, if necessary, adjusts the measure of
performance and related revenue recognition.



Development Milestone Payments: Depending on facts and circumstances, the Company may conclude it is appropriate to include the milestone in the
estimated transaction price using the most likely amount method or it is appropriate to fully constrain the milestone. A milestone payment is included in the
transaction price in the reporting period the Company concludes that it is probable that recording revenue in the period will not result in a significant reversal
in amounts recognized in future periods. The Company may record revenues from certain milestones in a reporting period before the milestone is achieved if
the Company concludes that achievement of the milestone is probable and that recognition of revenue related to the milestone will not result in a significant
reversal in amounts recognized in future periods. The Company records a corresponding contract asset when this conclusion is reached. Milestone payments
that have not been included in the transaction price to date are fully constrained. These milestones remain fully constrained until the Company concludes that
achievement of the milestone is probable and recognition of revenue related to the milestone will not result in a significant reversal in amounts recognized in
future periods. The Company re-evaluates the probability of achievement of such development milestones and any related constraint each reporting period.
The Company adjusts its estimate of the overall transaction price, including the amount of collaborative revenue that it has recorded, if necessary.

Sales-based Milestone and Royalty Payments: The Company’s collaborators may be required to pay the Company sales-based milestone payments or
royalties on future sales of commercial products. The Company recognizes revenues related to sales-based milestone and royalty payments upon the later to
occur of (i) achievement of the collaborator’s underlying sales or (ii) satisfaction of any performance obligation(s) related to these sales, in each case
assuming the license to the Company’s intellectual property is deemed to be the predominant item to which the sales-based milestones and/or royalties relate.

Grant Income

Grant income is recognized as earned based on contract work performed.

Research and Development

Costs incurred in connection with research and development activities are expensed as incurred. Research and development expense consists of (i) employee-
related expenses, including salaries, benefits, travel and stock-based compensation expense, (ii) external research and development expenses incurred under
arrangements with third parties, such as contract research organizations and consultants, (iii) the cost of acquiring, developing and manufacturing clinical
study materials, and (iv) costs associated with preclinical activities and regulatory operations.

The Company enters into consulting, research and other agreements with commercial firms, researchers, universities, and others for the provision of goods
and services. Under such agreements, the Company may pay for services on a monthly, quarterly, project, or other basis. Such arrangements are generally
cancellable upon reasonable notice and payment of costs incurred. Costs are considered incurred based on an evaluation of the progress to completion of
specific tasks under each contract using information and data provided to the Company by its clinical sites and vendors. These costs consist of direct and
indirect costs associated with specific projects, as well as fees paid to various entities that perform certain research on behalf of the Company.

Patents

Costs incurred in connection with the application for and issuances of patents are expensed as incurred.

Income Taxes

Income taxes are recorded in accordance with Accounting Standards Codification (ASC) Topic 740, Income Taxes, or ASC 740, which provides for deferred
taxes using an asset and liability approach. The Company recognizes deferred tax assets and liabilities for the expected future tax consequences of events that
have been included in the condensed consolidated financial statements or tax returns. Deferred tax assets and liabilities are determined based on the difference
between the condensed consolidated financial statement and tax bases of assets and liabilities and for loss and credit carryforwards using enacted tax rates
anticipated to be in effect for the year in which the differences are expected to reverse. Valuation allowances are provided, if, based upon the weight of
available evidence, it is more likely than not that some or all of the deferred tax assets will not be realized.

The Company accounts for uncertain tax positions in accordance with the provisions of ASC 740. When uncertain tax positions exist, the Company
recognizes the tax benefit of tax positions to the extent that the benefit will more likely than not be realized. The determination as to whether the tax benefit
will more likely than not be realized is based upon the technical merits of the tax position, as well as consideration of the available facts and circumstances.
As of June 30, 2019 and December 31, 2018, the Company does not have any uncertain tax positions. The Company recognizes interest and penalties related
to uncertain tax positions, if any exist, in income tax expense.



Net and Comprehensive Loss per Share

The Company’s basic net and comprehensive loss per share is calculated by dividing the net and comprehensive loss by the weighted average number of
shares of common stock outstanding for the period. The diluted net and comprehensive loss per share attributable to common stockholders is computed by
adjusting the weighted average shares outstanding for the dilutive effect of common stock equivalents outstanding for the period, determined using the
treasury stock method.

Stock-Based Compensation

The Company accounts for its stock-based compensation awards in accordance with ASC Topic 718, Compensation — Stock Compensation, or ASC

718. ASC 718 requires all stock-based payments to employees, including grants of employee stock options; to be recognized in the condensed consolidated
statements of operations and comprehensive net loss based on their fair values. All the Company’s stock-based awards are subject only to service-based
vesting conditions. The Company estimates the fair value of its stock-based awards using the Black-Scholes option pricing model, which requires the input of
assumptions, including (a) the expected stock price volatility, (b) the calculation of expected term of the award, (c) the risk-free interest rate, and (d) expected
dividends.

Due to the historical lack of significant trading on a public market of the Company’s common stock and a lack of company-specific historical and implied
volatility data, the Company has based its estimate of expected volatility on the historical volatility of a group of similar companies that are publicly traded.
The computation of expected volatility is based on the historical volatility of a representative group of companies with similar characteristics to the Company,
including stage of product development and life science industry focus. The Company believes the group selected has sufficient similar economic and
industry characteristics and includes companies that are most representative of the Company.

The Company uses the simplified method as prescribed by the SEC Staff Accounting Bulletin No. 107, Share-Based Payment, to calculate the expected term,
as it does not have sufficient historical exercise data to provide a reasonable basis upon which to estimate the expected term for options granted to employees
and utilizes the contractual term for options granted to non-employees. The expected term is applied to the stock option grant group as a whole, as the
Company does not expect substantially different exercise or post-vesting termination behavior among its employee population. The risk-free interest rate is
based on a treasury instrument whose term is consistent with the expected life of the stock options.

Compensation expense related to awards to employees is calculated on a straight-line basis by recognizing the grant date fair value over the associated service
period of the award which is generally the vesting term.

Fair Value of Financial Instruments

The Company’s financial instruments consist of cash and cash equivalents, accounts payable and accrued expenses. The Company values cash equivalents
using quoted market prices. The fair value of accounts payable and accrued expenses approximates its carrying value because of its short-term nature.

The Company is required to disclose information on all assets and liabilities reported at fair value that enables an assessment of the inputs used in determining
the reported fair values. ASC Topic 820, Fair Value Measurements and Disclosures, or ASC 820, establishes a hierarchy of inputs used in measuring fair
value that maximizes the use of observable inputs and minimizes the use of unobservable inputs by requiring that the observable inputs be used when
available.

Observable inputs are inputs that market participants would use in pricing the asset or liability based on market data obtained from sources independent of the
Company. Unobservable inputs are inputs that reflect the Company’s assumptions about the inputs that market participants would use in pricing the asset or
liability and are developed based on the best information available in the circumstances. The fair value hierarchy applies only to the valuation inputs used in
determining the reported fair value of the investments and is not a measure of the investment credit quality. The three levels of the fair value hierarchy are
described below:

. Level 1 — Valuations based on unadjusted quoted prices in active markets for identical assets or liabilities that the Company has the ability to
access at the measurement date

. Level 2 — Valuations based on quoted prices for similar assets or liabilities in markets that are not active or for which all significant inputs are
observable, either directly or indirectly

. Level 3 — Valuations that require inputs that reflect the Company’s own assumptions that are both significant to the fair value measurement and
unobservable
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To the extent that a valuation is based on models or inputs that are less observable or unobservable in the market, the determination of fair value requires
more judgment. Accordingly, the degree of judgment exercised by the Company in determining fair value is greatest for instruments categorized in Level 3. A
financial instrument’s level within the fair value hierarchy is based on the lowest level of any input that is significant to the fair value measurement. There
were no transfers within the fair value hierarchy during the six months ended June 30, 2019 or 2018. The assets of the Company measured at fair value on a
recurring basis as of June 30, 2019 and December 31, 2018, are summarized below:

Fair Value Measurements Using

Level 1 Level 2 Level 3 Total
June 30, 2019
Assets:

Cash and cash equivalents $ 48,157,010 $ —  $ — $ 48,157,010
Total assets $ 48,157,010 $ — 3 — $ 48,157,010
December 31, 2018
Assets:

Cash and cash equivalents $ 62,614,010 $ — 3 — $ 62,614,010
Total assets $ 62,614,010 $ — % — $ 62,614,010

Concentrations of Credit Risk and Off-Balance Sheet Risk

Cash and cash equivalents are the only financial instruments that potentially subject the Company to concentrations of credit risk. At June 30, 2019 and
December 31, 2018, the Company maintains its cash and cash equivalents with high-quality, accredited financial institutions and, accordingly, such funds are
subject to minimal credit risk. The Company has no significant off-balance sheet concentrations of credit risk, such as foreign currency exchange contracts,
option contracts or other hedging arrangements.

Comprehensive Loss

Comprehensive loss is defined as the change in equity of a business enterprise during a period from transactions and other events and circumstances from
non-owner sources, if any. Comprehensive loss equaled net loss for all periods presented.

Furniture and Equipment

Furniture and equipment is stated at cost, less accumulated depreciation. Furniture and equipment is depreciated using the straight-line method over the
estimated useful lives of the assets, generally three to seven years. Such costs are periodically reviewed for recoverability when impairment indicators are
present. Such indicators include, among other factors, operating losses, unused capacity, market value declines, and technological obsolescence. Recorded
values of asset groups of furniture and equipment that are not expected to be recovered through undiscounted future net cash flows are written down to
current fair value, which generally is determined from estimated discounted future net cash flows (assets held for use) or net realizable value (assets held for
sale).

Leases

At the inception of an arrangement the Company determines whether the arrangement is or contains a lease based on the circumstances present. All leases
with a term greater than one year are recognized on the condensed consolidated balance sheet as right-of-use assets, lease liabilities and, if applicable, long-
term lease liabilities. The Company has elected not to recognize on the condensed consolidated balance sheet leases with terms of one-year or less if entered
into. Lease liabilities and their corresponding right-of-use assets are recorded based on the present value of lease payments over the expected lease term. The
interest rate implicit in lease contracts is typically not readily determinable. As such, the Company utilizes the appropriate incremental borrowing rate, which
is the rate incurred to borrow on a collateralized basis over a similar term an amount equal to the lease payments in a similar economic environment. Certain
adjustments to the right-of-use asset may be required for items such as initial direct costs paid or incentives received.

Recent Accounting Pronouncements

From time to time, new accounting pronouncements are issued by the Financial Accounting Standards Board (“FASB™) or other standard setting bodies and
adopted by the Company as of the specified effective date. Unless otherwise discussed, the Company believes the impact of recently issued standards that are
not yet effective will not have a material impact on its condensed consolidated financial position or results of operations upon adoption.
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In May 2014, the FASB issued amended guidance for revenue recognition, Accounting Standards Update (“ASU”) 2014-09, “Revenue from Contracts with
Customers (Topic 606).” This ASU outlines a single comprehensive model for entities to use in accounting for revenue arising from contracts with customers.
The core principle of the guidance is that an entity should recognize revenue for the transfer of promised goods or services to customers in an amount that
reflects the consideration to which the entity expects to be entitled in exchange for those goods and services. Additionally, the ASU requires improved
disclosure to help users of financial statements better understand the nature, amount, timing and uncertainty of revenue that is recognized. The Company
adopted the new guidance on January 1, 2018, as it relates to the Agreement discussed in Note 11.

In February 2016, the FASB issued ASU No. 2016-02, Leases, to enhance the transparency and comparability of financial reporting related to leasing
arrangements. Under this new lease standard, leases are required to be recognized on the balance sheet as right-of-use assets and operating lease liabilities.
Disclosure requirements have been enhanced with the objective of enabling financial statement users to assess the amount, timing, and uncertainty of cash
flows arising from leases. The Company adopted the new guidance on January 1, 2019. See additional discussion in Note 9.

In July 2018, the FASB issued ASU 2018-11, Leases, Targeted Improvements, (“ASU 2018-11"), which contains certain amendments to ASU 2016-02
intended to provide relief in implementing the new standard. ASU 2018-11 provides registrants with an option to not restate comparative periods presented in
the financial statements. The Company adopted this new standard on January 1, 2019 (the “adoption date”) using a cumulative-effect adjustment on the
effective date of the standard, for which comparative periods are presented in accordance with the previous guidance in ASC 840, Leases. In adopting the new
standard, the Company elected to utilize the available package of practical expedients permitted under the transition guidance within the new standard The
expedients used by the Company are as follows: (1) allowing an entity to not reassess the lease classification for any expired or existing leases, (2) allowing
an entity to not reassess the treatment of initial direct costs as they related to existing leases, and (3) allowing an entity to not reassess whether expired or
existing contracts are or contain leases. Additionally, the Company made an accounting policy election to keep leases with a term of 12 months or less off of
its condensed consolidated balance sheet. The Company adopted the new guidance on January 1, 2019. See additional discussion in Note 9

In June 2018, the FASB issued ASU 2018-07, “Improvements to Nonemployee Share-Based Payment Accounting.” This ASU improves financial reporting
for share-based payments issued to nonemployees under ASC 718 by expanding the scope of the employee share-based payments guidance to include share-
based payments issued to nonemployees. The amendments in this ASU are effective for public companies for fiscal years beginning after December 31, 2018,
including interim periods within that fiscal year. The Company adopted this ASU as of January 1, 2019 and recorded a one-time cumulative adjustment of
$5,717 upon adoption.

No other new accounting pronouncement recently issued or newly effective had or is expected to have a material impact on the Company’s condensed
consolidated financial statements.
3. Accounts Payable and Accrued Expenses

Accounts payable and accrued expenses are as follows:

June 30, December 31,
2019 2018
Accounts payable $ 511,190 $ 595,680
Restructuring accrual (see Note 12) 591,827 —
Professional fees 264,571 487,923
Accrued bonus 451,644 1,877,455
Accrued retention bonus 157,716 —
Accrued vacation 88,945 90,663
Accrued project costs 1,306,752 2,232,014
Other 29,612 173,182
Total accounts payable and accrued expenses $ 3,402,257 % 5,456,917

4. Common Stock
As of June 30, 2019 and December 31, 2018, the Company had 300,000,000 shares of authorized common stock with par value of $0.0001 per share.

The common stock has the following characteristics:
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Voting

The holders of common stock are entitled to one vote for each share of common stock held at all meetings of stockholders and written actions in lieu of
meetings.

Dividends

The holders of common stock are entitled to receive dividends, if and when declared by the Board of Directors. Since the Company’s inception, no dividends
have been declared or paid to the holders of common stock.

Liquidation

In the event of any voluntary or involuntary liquidation, dissolution, or winding-up of the Company, the holders of common stock are entitled to share ratably
in the Company’s assets.

Warrants to Purchase Common Stock

At June 30, 2019 and December 31, 2018, the Company had warrants outstanding for the purchase of 317,562 shares of the Company’s common stock at an
exercise price of $5.00 per share. The warrants have a three-year term and expire on March 15, 2020. At the expiration date of the warrant, if the fair value
of the Company’s common stock exceeds the exercise price, the warrant will be automatically exercised and the exercise price will be fulfilled through the net
share settlement provisions. The number of shares and the exercise price shall be adjusted for standard anti-dilution events such as stock splits, combinations,
reorganizations, or issue shares as part of a stock dividend. Upon a change of control, the warrant holder will have the right to receive securities, cash or
other properties it would have been entitled to receive had the warrant been exercised. The warrants are equity classified instruments and do not contain
contingent exercise provisions, or other features, that would preclude the Company from concluding that the warrants are indexed solely to the Company’s
common stock.

5. Preferred Stock

As of June 30, 2019 and December 31, 2018, the Company had 10,000,000 shares of preferred stock, par value $0.0001 per share, in authorized capital. No
preferred stock was issued and outstanding at June 30, 2019 and December 31, 2018.

6. Stock-Based Compensation

In March 2017, the Company’s Board of Directors adopted, and the stockholders approved, the 2017 Stock Option and Incentive Plan (the “2017 Plan”), that
became effective in April 2017. The 2017 Plan provides for the issuance of incentive awards up to 4,600,000 shares of common stock to officers, employees,
consultants and directors, less the number of shares subject to issued and outstanding awards under the 2011 Plan that were assumed in the Merger. The 2017
Plan also provides that the number of shares reserved for issuance thereunder will be increased annually on the first day of each year beginning in 2018 by
four percent (4%) of the shares of our common stock outstanding on the last day of the immediately preceding year or such smaller increase as determined by
our Board of Directors. In March 2019, the Company’s Board of Directors approved a 4% increase, adding 1,623,520 shares to the 2017 Plan, which was
effective as of January 1, 2019.

Stock Options

The options granted generally vest over 48 months. Under the 2017 Plan, options vest in installments of 25% at the one-year anniversary and thereafter in 36
equal monthly installments beginning on the 1st of the month after the one-year anniversary date, subject to the employee’s continuous service with the
Company. In May 2019, the Company issued a special retention grant of options to purchase an aggregate of 2,419,050 shares of common stock which vest in
installments of 50% at June 30, 2020 and 50% at June 30, 2021, subject to the employee’s continuous service with the Company. The options generally
expire ten years after the date of grant. The fair value of the options at the date of grant is recognized as an expense over the requisite service period. During
the three months ended June 30, 2019 and 2018, option awards to purchase an aggregate of 2,801,600 and 1,515,200 shares of common stock were granted,
respectively, and option awards to purchase an aggregate of 4,622,428 and 1,515,200 shares of common stock were granted in the six months ended June 30,
2019 and 2018, respectively.

As of June 30, 2019 and December 31, 2018, 969,529 and 2,959,562 shares are reserved for issuance under the 2017 Plan, respectively.
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The following table summarizes the stock option activity during the six months ended June 30, 2019:

Weighted Average
Stock Weighted Average Remaining Aggregate
Option Exercise Contractual Intrinsic
Shares Price Term (in Years) Value
Outstanding, January 1, 2019 3,351,132 $ 3.73 8.24 $ 142,788
Granted 4,622,428 1.86
Exercised - -
Expired/cancelled (1,201,753) 2.80
Outstanding, June 30, 2019 6,771,807 $ 2.62 865 $ 17,133
Expected to vest, June 30, 2019 5,183,231 $ 2.37 935 $ —
Options exercisable, June 30, 2019 1,588,576  $ 3.43 6.37 $ 17,133

Aggregate intrinsic value represents the estimated fair value of the Company’s common stock at in excess of the weighted average exercise price multiplied
by the number of options outstanding or exercisable.

Compensation expense for stock options was $604,661 and $822,850 for the three months ended June 30, 2019 and 2018, respectively, and $1,226,346 and
$1,554,223 for the six months ended June 30, 2019 and 2018, respectively. As of June 30, 2019, there was $5,956,838 of unrecognized compensation cost
related to stock options, which is expected to be recognized over a weighted average period of 2.60.

Restricted Stock

The Company recognized compensation expense for restricted stock of $0 and $54,907 for the three months ended June 30, 2019 and 2018, respectively, and
$0 and $403,255 for the six months ended June 30, 2019 and 2018. All restricted stock vested in October 2018.

Compensation Expense Summary

The Company recognized the following compensation cost related to employee and non-employee stock-based compensation activity:

Three Months Ended June 30, Six Months Ended June 30,

2019 2018 2019 2018
Research and development $ 73,463 $ 114949 $ 232,794 $ 174,013
General and administrative 531,198 762,808 993,552 1,783,465
Total $ 604,661 $ 877,757 $ 1,226,346 $ 1,957,478

The Company uses the Black-Scholes option pricing model to determine the estimated fair value for stock-based awards. Option pricing and models require
the input of various assumptions, including the option’s expected life, expected dividend yield, price volatility and risk-free interest rate of the underlying
stock. Accordingly, the weighted-average fair value of the options granted during the three months ended June 30, 2019 was $0.62 per share, and $1.11 per
share for the six months ended June 30, 2019. The calculation was based on the following assumptions.

Three Months Ended Six Months Ended
June 30, 2019 June 30, 2019
Expected term (years) 5.82 5.77
Risk-free interest rate 2.21% 2.32%
Expected volatility 65.97% 65.83%
Expected dividend yield 0.00% 0.00%

7. Income Taxes

The Company did not record a current or deferred income tax expense or benefit for the three and six months ended June 30, 2019 and 2018, due to the
Company’s net losses and increases in its deferred tax asset valuation allowance.
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8. Net and Comprehensive Loss per Share

The following table sets forth the computation of the Company’s basic and diluted net loss per share attributable to common stockholders for the periods
presented:

Three Months Ended June 30, Six Months Ended June 30,
2019 2018 2019 2018

Net and comprehensive loss attributable
to common stockholders $ (5,683,616) $ (5,989,991) $ (14,176,441) $  (13,415,523)

Weighted average common shares used

in computing net and comprehensive

loss per share attributable to common

stockholders, basic and diluted 40,588,004 27,340,914 40,588,004 27,194,028
Net and comprehensive loss per

share attributable to common
stockholders, basic and diluted $ 0.14) $ 022) $ (0.35) $ (0.49)

The following weighted average common stock equivalents were excluded from the calculation of basic and diluted net and comprehensive loss per share
attributable to common stockholders for the periods presented because including them would have had an anti-dilutive effect:

Six Months Ended June 30,
2019 2018
Options to purchase common stock 6,771,807 3,285,429
Unvested restricted stock — 53,223
Warrants to purchase common stock 317,562 317,562

9. Leases

The Company leases certain properties and buildings under various arrangements which provide the right to use the underlying asset and require lease
payments for the lease term. Many of the property and building lease agreements obligate the Company to pay real estate taxes, insurance and certain
maintenance costs (hereinafter referred to as non-lease components). Certain of the Company’s lease arrangements contain renewal provisions from 1 to 3
years, exercisable at the Company's option. The Company’s lease agreements do not contain any material residual value guarantees or material restrictive
covenants.

The Company determines if an arrangement is an operating lease at inception. Leases with an initial term of 12 months or less are not recorded on the balance
sheet. All other leases are recorded on the balance sheet with a corresponding operating lease asset, net, representing the right to use the underlying asset for
the lease term and the operating lease liabilities representing the obligation to make lease payments arising from the lease.

Operating lease assets and operating lease liabilities are recognized at commencement date based on the present value of lease payments over the lease term
and include options to extend or terminate the lease when they are reasonably certain to be exercised. The present value of lease payments is determined
primarily using the incremental borrowing rate based on the information available at lease commencement date. Lease agreements with lease and non-lease
components are generally accounted for as a single lease component. The Company’s operating lease expense is recognized on a straight-line basis over the
lease term and are recorded in general and administrative expenses on the condensed consolidated statements of operations and comprehensive loss.
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The following table presents the lease cost and information related to the right-of-use assets and operating lease liabilities:

Three Months Ended Six Months Ended
June 30, June 30,
2019 2019

Lease cost
Average rent expense $ 62,085 $ 124,140
Other information
Cash paid for amounts included in

the measurement of operating lease liabilities

Operating cash flows from operating leases $ 62,154 $ 124,308

The weighted average remaining lease

term and discount rate at June 30, 2019
Weighted-average remaining lease term - operating leases 2.29
Weighted-average discount rate - operating leases 13.22%

As of June 30, 2019, future payments related to operating leases activities are presented in the table below:

2021 and Total Lease
2019 2020 Thereafter Payments
Operating leases $ 123,354 $ 239,781  $ 191,685 $ 554,820
Less interest 73,481
Present value of lease liabilities $ 481,339

10. Employee Stock Purchase Plan

In March 2017, the Board of Directors adopted and the stockholders approved the Employee Stock Purchase Plan that became effective in April 2017. On
June 20, 2018, the Company’s shareholders approved the Amended and Restated 2017 Employee Stock Purchase Plan ("ESPP") at the Annual Meeting of
Shareholders. Pursuant to the terms of the ESPP, the Company will reserve for issuance 300,000 shares of the Company's common stock in the aggregate,
plus, on January 1, 2019 and each January 1 thereafter through January 1, 2028, the number of shares of the Company's common stock reserved and available
for issuance under the ESPP will be cumulatively increased by the least of (i) one percent of the number of shares of the Company’s common stock issued and
outstanding on the immediately preceding December 31; (ii) 350,000 shares; or (iii) such lesser number of shares of the Company’s common stock as
determined by the Board of Directors, in each case subject to adjustment in accordance with the terms of the ESPP. In March 2019, the Company’s Board of
Directors approved an increase of 350,000 shares to the ESPP, which was effective as of January 1, 2019. No shares under the ESPP are outstanding at June
30, 2019 and December 31, 2018.

11. License Agreement

On June 24, 2018, the Company entered into a License Agreement (the “Agreement”) with a wholly-owned subsidiary of Gossamer Bio, Inc., GB004, Inc.
(collectively “Gossamer”), under which the Company granted Gossamer an exclusive, sublicensable license to develop and commercialize AKB-4924 and
other structurally related products worldwide, with initial development expected in the indications of induction and maintenance in ulcerative colitis and
Crohn’s Disease (collectively “initial indications™).

Gossamer is responsible for the development and commercialization of the licensed products, and a joint development committee has been formed to oversee
the development and manufacturing activities related to the licensed products. Under the terms of the Agreement, Gossamer is obligated to use its
commercially reasonable efforts to develop and commercialize licensed products in the United States, two major European countries and Japan for at least
one of the initial indications. The Agreement includes an exclusivity provision that prohibits the Company from developing, manufacturing or
commercializing, and prohibits Gossamer from clinically developing or commercializing certain HIF stabilizing compounds other than as permitted in the
Agreement. Pursuant to the terms of the Agreement, Gossamer made an upfront payment to the Company of $20.0 million on June 28, 2018, which was fully
recognized in 2018 (in accordance with ASC 606).

16



The Company is also eligible to receive development, commercial and sales milestone payments, with such payments contingent on the achievement of
specified milestones with respect to the first licensed product for each of the first two initial indications. The Company is also eligible to receive tiered
royalties on sales of licensed products at percentages ranging from a high-single-digit to mid-teens, subject to certain customary reductions. In addition, under
certain circumstances, in lieu of receiving the foregoing milestone payments and royalties, the Company may elect to receive a specified percentage of
payments received by Gossamer and its stockholders (with some exclusions) in connection with Gossamer’s grant of a sublicense or other rights to the
licensed products or if Gossamer undergoes a change of control and the value of the transaction exceeds a certain value (provided that Gossamer can prevent
the Company from exercising this option if the parent company of Gossamer is the entity undergoing the change of control). Conversely, the Company could
be required to accept such a specified percentage of those payments if Gossamer agrees to pay the Company a certain minimum upon Gossamer and its
stockholders being paid. Such amount may be reduced if the subject transaction includes pharmaceutical candidates or products or other named asset
categories in addition to the licensed products.

The Agreement expires on a licensed-product-by-licensed-product and country-by-country basis on the later of fifteen years from the date of first commercial
sale or when there is no longer a valid patent claim covering such licensed product in such country. Either party may terminate the Agreement for an uncured
material breach by the other party or upon the bankruptcy or insolvency of the other party. Gossamer may terminate the Agreement in the event Gossamer
determines there is a potential safety or efficacy issue with the licensed products. The Company may terminate the Agreement if Gossamer institutes certain
actions related to the licensed patents. Under certain termination circumstances, the Company would have worldwide rights to the terminated program.

As of June 30, 2019 all development milestones, sales-based milestones and royalty payments within the Agreement are constrained to the point where no
transaction price has been allocated to the future milestones or royalty payments.

12. Restructuring

In April 2019, the Company adopted a realignment plan to reduce operating costs and better align its workforce with the needs of its ongoing business. The
realignment plan reduced the Company’s workforce by 11 employees, representing approximately 41% of its workforce. As a result of this realignment plan,
the Company recorded employee severance expense of $0.9 million during the three months ended June 30, 2019 . These amounts are included within
Restructuring expense in the condensed consolidated statements of operations and comprehensive loss and are expected to be substantially paid in cash by
December 31, 2019. The total remaining liability under these severance related actions was $0.6 million as of June 30, 2019 and is included in Accounts
payable and accrued expenses in the condensed consolidated balance sheets.
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CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report on Form 10-Q contains express or implied forward-looking statements within the meaning of Section 27A of the Securities Act and
Section 21E of the Exchange Act that are based on our management’s belief and assumptions and on information currently available to our management.
Although we believe that the expectations reflected in these forward-looking statements are reasonable, these statements relate to future events or our future
operational or financial performance, and involve known and unknown risks, uncertainties and other factors that may cause our actual results, performance or
achievements to be materially different from any future results, performance or achievements expressed or implied by these forward-looking statements.
Forward-looking statements in this Quarterly Report on Form 10-Q include, but are not limited to, statements about:

+ the initiation, timing, progress and results of our research and development programs and future preclinical and clinical studies;

. our ability to advance any product candidates into, and successfully complete, clinical studies and obtain regulatory approval for them;

»  the timing or likelihood of regulatory filings and approvals;

*  the commercialization, marketing and manufacturing of our product candidates, if approved;

»  the pricing and reimbursement of our product candidates, if approved;

»  the rate and degree of market acceptance and clinical utility of any products for which we receive marketing approval;

»  the implementation of our strategic plans for our business, product candidates and technology;

»  the scope of protection we are able to establish and maintain for intellectual property rights covering our product candidates and technology;

. our expectations related to the use of our cash reserves, and estimates of our expenses, future revenues, capital requirements and our needs for
additional financing;

. our ability to maintain and establish collaborations, including with Gossamer, as well as the expected benefits from such collaboration;
. our financial performance;
*  developments relating to our competitors and our industry, including the impact of government regulation; and

. other risks and uncertainties, including those listed under the caption “Risk Factors.”

NS

In some cases, forward-looking statements can be identified by terminology such as “may,” “should,” “expects,” “intends,” “plans,” “anticipates,” “believes,”
“estimates,” “predicts,” “potential,” “continue” or the negative of these terms or other comparable terminology. These statements are only predictions. You
should not place undue reliance on forward-looking statements because they involve known and unknown risks, uncertainties and other factors, which are, in
some cases, beyond our control and which could materially affect results. Factors that may cause actual results to differ materially from current expectations
include, among other things, those listed under the section entitled “Risk Factors” and elsewhere in this Quarterly Report on Form 10-Q. If one or more of
these risks or uncertainties occur, or if our underlying assumptions prove to be incorrect, actual events or results may vary significantly from those implied or
projected by the forward-looking statements. No forward-looking statement is a guarantee of future performance. You should read this Quarterly Report on
Form 10-Q and the documents that we reference in Quarterly Report on Form 10-Q and have filed with the Securities and Exchange Commission as exhibits
hereto completely and with the understanding that our actual future results may be materially different from any future results expressed or implied by these
forward-looking statements.

” « 9«

” «

The forward-looking statements in this Quarterly Report on Form 10-Q represent our views as of the date of this Report. We anticipate that subsequent events
and developments will cause our views to change. However, while we may elect to update these forward-looking statements at some point in the future, we
have no current intention of doing so except to the extent required by applicable law. You should therefore not rely on these forward-looking statements as
representing our views as of any date subsequent to the date of this Report.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations.

The following discussion of the financial condition and results of operations of Aerpio Pharmaceuticals, Inc. should be read in conjunction with the
condensed consolidated financial statements and the notes to those statements included in this Quarterly Report on Form 10-Q for the period ended June 30,
2019. Some of the information contained in this discussion and analysis including information with respect to our plans and strategy for our business,
includes forward-looking statements that involve risk, uncertainties and assumptions. You should read the “Risk Factors” section of our Annual Report on
Form 10K for the fiscal year ended December 31, 2018 for a discussion of important factors that could cause actual results to differ materially from the
results described in or implied by the forward-looking statements contained in the following discussion and analysis.

Operating Overview
We are a biopharmaceutical company focused on developing compounds that activate Tie2 to treat ocular diseases and diabetic complications.

In March 2019, we announced the top line results of the Phase 2b (TIME-2b) clinical trial which we initiated in June 2017 for the treatment of non-
proliferative diabetic retinopathy, or NPDR, a disease characterized by progressive compromise of blood vessels in the back of the eye. While we believed
AKB-9778 had the potential to slow down or possibly reverse retinal vascular changes caused by diabetes, the subcutaneous administration of AKB-9778
twice daily did not meet the study’s primary endpoint of increasing the percentage of patients with an improvement of two or more steps in diabetic
retinopathy severity score, or DRSS, in the study eye, compared to placebo.

AKB-9778 showed encouraging data in a number of prespecified, key secondary endpoints, consistent with the observations in the prior Phase 2a (TIME-2)
trial related to the changes in the Urine Albumin-Creatinine Ratio or UACR, a measure of kidney function. In a post-hoc analysis of the earlier TIME-2
clinical trial, there was a 21% reduction (geometric mean) in UACR from baseline in the AKB-9778 treatment arms, but an overall increase in UACR in the
placebo arm. The prospective UACR analyses from the recently completed TIME-2b trial largely replicated the results from the previous trial and reinforced
the potential beneficial effects of Tie2 activation in diabetic kidney disease.

AKB-9778 also showed encouraging data for reducing intraocular pressure in primary open angle glaucoma, or POAG, and ocular hypertension. In June
2019, we initiated a double-masked, multiple-ascending dose Phase 1 trial and plan to enroll four cohorts of 12 subjects each. Subjects will receive increasing
daily doses of a topical ocular formulation of AKB-9778 or placebo for seven days. The primary endpoint of the trial is ocular safety and tolerability, with
intraocular pressure, or IOP, lowering as the key pharmacodynamic endpoint. Topline results are anticipated by the end of 2019.

ARP-1536, our humanized monoclonal antibody directed at the same target as AKB-9778, is in preclinical development. We are evaluating development
options for ARP-1536, including subcutaneous injection for the treatment of diabetic vascular complications.

In June 2018, we licensed AKB-4924, a selective stabilizer of hypoxia-inducible factor-1 alpha, or HIF-1 alpha to Gossamer Bio, Inc. (“Gossamer”) AKB-
4924, (now called GB004), is being developed for the treatment of inflammatory bowel disease (IBD). HIF-1 alpha is involved in mucosal wound healing and
the reduction of inflammation in the gastrointestinal tract. Gossamer is currently conducting a multiple ascending dose, or MAD study and is responsible for
all remaining development and commercial activities for GB004.

Except for the license agreement we entered into with Gossamer in June 2018, our operations to date have been limited to organizing and staffing our
Company, business planning, raising capital, acquiring and developing our technology, identifying potential product candidates and undertaking preclinical
and clinical studies. There can be no assurance of future revenues either from future payments related to the Gossamer license, transition services or from our
product candidates. Our product candidates are subject to long development cycles, and there is no assurance we will be able to successfully develop, obtain
regulatory approval for, or market our product candidates. As of June 30, 2019, we had an accumulated deficit of $133.1 million and anticipate incurring
additional losses for the next several years.

In April 2019, we adopted a realignment plan to reduce operating costs and better align our workforce with the needs of our ongoing business. The
realignment plan reduced our workforce by 11 employees, representing approximately 41% of our workforce. As a result of this realignment plan, we
recorded severance expense of $0.9 million during the three months ended June 30, 2019. We anticipate that such employee related costs will be paid by the
fourth quarter of 2019. The total remaining liability under these severance-related actions was $0.6 million as of June 30, 2019.
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Our primary source of liquidity to date has been through public and private sales of our common stock, redeemable convertible preferred stock, convertible
debt and the proceeds from the Gossamer License Agreement. We will need to raise additional funds to further advance our clinical research programs,
commence additional clinical trials and commercialize our products, if approved. While we continue to pursue financing alternatives, which may include
equity financing, business development arrangements, licensing arrangements and business combination transactions, financing may not be available to us in
the necessary time frame, in the amounts that we need, on terms that are acceptable to us or at all. If we are unable to raise the necessary funds when needed
or reduce spending on currently planned activities, we may not be able to continue the development of our product candidates or we could be required to
delay, scale back or eliminate some or all of our development programs and other operations and will materially harm our business and consolidated financial
position.

We expect to continue to incur significant expenses and operating losses for the foreseeable future as a result of our ongoing activities. We are subject to a
number of risks similar to other life science companies in the current stage of our life cycle, including, but not limited to, the need to obtain adequate
additional funding, possible failure of preclinical testing or clinical trials, competitors developing new technological innovations, and protection of proprietary
technology. If we do not successfully mitigate any of these risks, we will be unable to generate revenue or achieve profitability.

The Company’s inability to obtain required funding in the near future could have a material adverse effect on its operations and strategic development plan
for future growth. If the Company cannot successfully raise additional capital and implement its strategic development plan, its liquidity, financial condition
and business prospects will be materially and adversely affected, and the Company may have to cease operations. Based on the Company’s current cash
reserves of $48.2 million at June 30, 2019 and financial condition as of this Quarterly Report on Form 10-Q, we believe our existing cash and cash equivalent
will be sufficient to fund currently planned operations at least through the second quarter of 2021.

Basis of Presentation

The following discussion highlights the Company’s results of operations and the principal factors that have affected our financial condition as well as our
liquidity and capital resources for the periods described and provides information that management believes is relevant for an assessment and understanding
of the condensed consolidated balance sheets and the condensed consolidated statements of operation and comprehensive loss presented herein. The
following discussion and analysis are based on the Company’s condensed consolidated financial statements contained in this Form 10-Q, which we have
prepared in accordance with U.S. generally accepted accounting principles. You should read the discussion and analysis together with such condensed
consolidated financial statements and the related notes thereto.

Components of Statements of Operations and Comprehensive Loss

License Revenue, and other

License revenue relates to the license agreement with Gossamer.

Operating Expenses
Research and Development

Research and development expenses are expensed as incurred. Research and development expenses consist primarily of (i) employee-related expenses,
including salaries, benefits, travel, and stock-based compensation expense, (ii) external research and development expenses incurred under arrangements with
third parties, such as contract research organizations and consultants, (iii) the cost of acquiring, developing, and manufacturing clinical study materials, and
(iv) costs associated with preclinical activities and regulatory operations.

General and Administrative

General and administrative expenses consist primarily of compensation and related costs for our finance, human resources and other administrative personnel,
including stock-based compensation, employee benefits and travel. In addition, general and administrative expenses include third-party consulting, legal,
patent, audit, accounting services and facilities costs. We expect to continue to incur general and administrative expenses due to additional legal, accounting,
insurance, investor relations and other costs associated with being a public company, as well as other costs associated with growing our business.

Interest Income

Interest income consists primarily of interest income received on cash and cash equivalents.
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Restructuring Expense

Restructuring expense consists primarily of severance related expenses of employees terminated as a result of the Company’s restructuring efforts. Expenses
include continued payroll, benefits and outplacement services (collectively “severance”) as defined and agreed upon by the respective employees’ severance
agreement. Total severance was recognized as Restructuring expense on April 2, 2019, the date when employees were notified of the restructuring event. A
corresponding restructuring accrual was also recorded and will be reduced as payments are made to the employees.

Grant Income

Grant income is recognized as earned based on contract work performed.

Results of Operations

The following table presents the results of operations for the periods presented:

Comparison of the Three Months Ended June 30, 2019 and 2018

Three Months Ended June 30, Six Months Ended June 30,
2019 2018 2019 2018

License revenue, and other $ — 1,333,333 $ — % 1,333,333
Operating expenses:
Research and development 2,264,255 4,228,934 7,850,506 8,257,746
General and administrative 2,799,570 3,140,854 6,054,612 6,588,690
Restructuring expense 915,094 — 915,094 —
Total operating expenses 5,978,919 7,369,788 14,820,212 14,846,436
Loss from operations (5,978,919) (6,036,455) (14,820,212) (13,513,103)
Grant income 4,924 — 20,272 —
Interest income 290,379 46,464 623,499 97,580
Total other income 295,303 46,464 643,771 97,580
Net and comprehensive loss $ (5,683,616) $ (5989,991) $ (14,176,441) $ (13,415,523)

License Revenue

License revenue for the three months ended June 30, 2018 reflects six days of amortization of a $20.0 million upfront payment under the Gossamer license
agreement which was recognized as revenue over a ninety-day performance period beginning on June 25, 2018. No such license agreement was executed in
2019, nor were any milestones of the Gossamer license agreement achieved in 2019.

Operating Expenses

Three Months Ended June 30,

2019 2018
Research and development $ 2,264,255 $ 4,228,934
General and administrative 2,799,570 3,140,854
Restructuring expense 915,094 —
Total operating expenses $ 5,978,919 $ 7,369,788

Research and Development

Research and development expenses for the three months ended June 30, 2019 decreased approximately $2.0 million or 46.5%, compared to the three months
ended June 30, 2018. This was the result of decreased spending on AKB-9778, offset by spending related to the start-up of the Glaucoma clinical trial which
commenced during the second quarter of 2019 and ARB-1536.

General and Administrative

General and administrative expenses for the three months ended June 30, 2019, decreased approximately $0.3 million, or 10.9%, compared to the three
months ended June 30, 2018. This decrease was primarily attributable to a decrease in stock-based compensation of $0.6 million offset by an increase in legal
expenses of $0.2 million.
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Restructuring Expense

Restructuring expense for the three months ended June 30, 2019 increased by $0.9 million as a result of a reduction of headcount during the second quarter of
2019. No such actions were taken in 2018.

Other Income
Three Months Ended June 30,
2019 2018
Grant income $ 4924 $ —
Interest income 290,379 46,464
Total other income $ 295,303 $ 46,464
Grant Income

Grant income is recognized as earned based on contract work performed. Grant income amounts can vary greatly from period to period depending on the
funding and needs of the party for whom we perform the requested services.
Interest Income

Interest income in the three months ended June 30, 2019 and 2018, reflects interest earned on short term money market instruments. The net proceeds from
our underwritten public offering in June 2018 and upfront payment received in conjunction with the execution of the license agreement with Gossamer in
June 2018, less cash used in operations, were available for investment and generated more interest income in the three months ended June 30, 2019, compared
to the prior period.

Comparison of the Six Months Ended June 30, 2019 and 2018
License Revenue

License revenue for the six months ended June 30, 2018 reflects six days of amortization of a $20.0 million upfront payment under the Gossamer license
agreement which will be recognized as revenue over a ninety-day performance period beginning on June 25, 2018. No such license agreement was executed
in 2019, nor were any milestones of the Gossamer license agreement achieved in 2019.

Operating Expenses

Six Months Ended June 30,

2019 2018
Research and development $ 7,850,506 $ 8,257,746
General and administrative 6,054,612 6,588,690
Restructuring expense 915,094 —
Total operating expenses $ 14,820,212 $ 14,846,436

Research and Development

Research and development expenses for the six months ended June 30, 2019 decreased approximately $0.4 million or 4.9%, compared to the six months
ended June 30, 2018. This was the result of reduced spending on AKB-9778 offset by an increase in expenses related to Glaucoma and ARB-1536. Research
and development expenses are primarily attributed to the costs of the AKB-9778 Phase 2 clinical trial which concluded during the first quarter of 2019.

General and Administrative

General and administrative expenses for the six months ended June 30, 2019, decreased approximately $0.5, or 8.1%, compared to the six months ended
June 30, 2018. This decrease was primarily attributable to a decrease in stock-based compensation of $0.6 million.

Restructuring Expense

Restructuring expense for the six months ended June 30, 2019 increased by $0.9 million as a result of a reduction of headcount during the second quarter of
2019. No such actions were taken in 2018.
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Other Income

Six Months Ended June 30,

2019 2018
Grant income $ 20,272 $ —
Interest income 623,499 97,580
Total other income $ 643,771 $ 97,580

Grant Income

Grant income is recognized as earned based on contract work performed. Grant income amounts can vary greatly from period to period depending on the
funding and needs of the party for whom we perform the requested services.

Interest Income

Interest income in the six months ended June 30, 2019, reflects interest earned on short term money market instruments. The net proceeds from our
underwritten public offering in June 2018 and upfront payment received in conjunction with the execution of the license agreement with Gossamer in June
2018, less cash used in operations, were available for investment and generated more interest income in the six months ended June 30, 2019, compared to the
prior period.

Liquidity and Capital Resources

Since inception, we have incurred significant net and comprehensive losses and negative cash flows from operations. For the six months ended June 30, 2019
and 2018, we had net and comprehensive loss of $14.2 million and $13.4 million, respectively. At June 30, 2019 and December 31, 2018, we had an
accumulated deficit of $133.1 million and $119.0 million, respectively.

At June 30, 2019, we had cash and cash equivalents of $48.2 million. To date, we have financed our operations principally through private and public
offerings of our equity securities, private placements of our redeemable convertible preferred stock, common stock, issuances of secured convertible
promissory notes and proceeds from the license agreement with Gossamer. Based on our current plans, we expect that our existing cash and cash equivalents,
will enable us to conduct our planned operations at least through the second quarter of 2021.

In February 2018, we filed a shelf registration statement on Form S-3 with the SEC which was declared effective by the Securities and Exchange Commission
on April 11, 2018 (the “Form S-3”). The shelf registration statement allows us to sell from time-to-time up to $150.0 million of common stock, preferred
stock, debt securities, warrants, or units comprised of any combination of these securities, for our own account in one or more offerings. The shelf registration
statement is intended to provide us flexibility to conduct registered sales of our securities, subject to market conditions and our future capital needs. The terms
of any offering under the shelf registration statement will be established at the time of such offering and will be described in a prospectus supplement filed
with the SEC prior to the completion of any such offering.

Additionally, on February 21, 2018, and pursuant to the Form S-3, we entered into a Controlled Equity Offering Sales Agreement (the “Sales Agreement”)
with Cantor Fitzgerald & Co. (“Cantor”), pursuant to which we may issue and sell, from time to time, shares of our common stock having an aggregate
offering price of up to $75.0 million through Cantor as our sales agent. Cantor may sell our common stock by any method permitted by law deemed to be an
“at the market offering” as defined in Rule 415(a)(4) of the Securities Act, including sales made directly on or through the Nasdaq Capital Market or any
other existing trade market for our common stock, in negotiated transactions at market prices prevailing at the time of sale or at prices related to prevailing
market prices, or any other method permitted by law. The shares of our common stock to be sold under the Sales Agreement will be sold and issued pursuant
to the Form S-3 and the related prospectus and one or more prospectus supplements. We will pay Cantor 3.0% of the aggregate gross proceeds from each sale
of shares under the Sales Agreement. As of June 30, 2019, no shares had been sold under this Sales Agreement.

We could potentially use our available financial resources sooner than we currently expect, and we may incur additional indebtedness to meet future operation
liquidity. We continuously evaluate our needs for additional capital and consider opportunities on an ongoing basis, including capital from many different
sources including equity capital, strategic alliances, business development debt, collaborations and business combinations. Adequate additional funding may
not be available to us on acceptable terms or at all. In addition, although we anticipate being able to obtain additional financing through non-dilutive means,
we may be unable to do so. Our failure to raise capital as and when needed could have significant negative consequences for our business, financial condition
and results of operations.
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The following table summarizes our cash flows for the periods presented:

Six Months Ended June 30,

2019 2018
Net cash (used in) provided by operating activities $ (14,224,328) $ 6,598,635
Net cash used in investing activities (232,672) (8,498)
Net cash provided by financing activities — 41,928,964
Net (decrease) increase in cash and cash equivalents $ (14,457,000) $ 48,519,101

Operating Activities

We have historically experienced negative cash outflows as we developed AKB-9778, ARP-1536 and AKB-4924. Our net cash used in operating activities
primarily results from our net loss adjusted for non-cash expenses, changes in working capital components, amounts due to contract research organizations to
conduct our clinical programs and employee-related expenditures for research and development and general and administrative activities. Our cash flows
from operating activities will continue to be affected by increased spending to advance and support our product candidates in the clinic and other operating
and general administrative activities.

For the six months ended June 30, 2019, operating activities used $14.2 million in cash as result of $1.3 million of decrease in working capital and a net loss
of approximately $14.2 million, offset by $1.3 million in non-cash expenses related to stock-based compensation and depreciation expense. For the six
months ended June 30, 2018, operating activities generated $6.6 million in cash, predominately as a result of an increase in working capital of $18.0 million,
primarily due to an increase of $18.7 million in deferred revenue related to the Gossamer license agreement. Counterbalancing this increase in cash was a net
loss of $13.4 million, offset by $2.0 million in non-cash expenses that consisted of stock-based compensation expense and depreciation expense.

Investing Activities

Cash used in investing activities for the six months ended June 30, 2019 and 2018 was related to capital expenditures to support operations.

Financing Activities

During the six months ended June 30, 2018, we received $23,652 from the exercise of stock options and $41.9 million net proceeds from the sale of our
common stock in our underwritten public offering in June 2018. No such activity occurred in 2019.

Contractual Obligations and Commitments

There have been no material changes outside the ordinary course of business during the period covered by this Form 10-Q from the contractual obligations
and commitments as of December 31, 2018 as described in our Annual Report on Form 10-K filed with the SEC on March 7, 2019.

Off-Balance Sheet Arrangements

As of June 30, 2019 and December 31, 2018, we did not have any off-balance sheet arrangements as defined by applicable SEC regulations.

Critical Accounting Policies and Estimates

Our condensed consolidated financial statements are prepared in accordance with U.S. generally accepted accounting principles or GAAP. The preparation of
these condensed consolidated financial statements requires us to make estimates and assumptions that affect the reported amounts of assets, liabilities,
revenue, expenses and related disclosures. We evaluate our estimates and assumptions on an ongoing basis. Our estimates are based on historical experience
and various other assumptions that we believe to be reasonable under the circumstances. Our actual results could differ from these estimates.

We believe that the assumptions and estimates have the greatest potential impact on our condensed consolidated financial statements. Therefore, we consider
these to be our critical accounting policies and estimates.

For further information on all our significant accounting policies, see the notes to our condensed consolidated financial statements.
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JOBS Act Accounting Election

We are an “emerging growth company” within the meaning of the JOBS Act. Section 107 of the JOBS Act provides that an emerging growth company can
take advantage of the extended transition period provided in Section 7(a)(2)(B) of the Securities Act for complying with new or revised accounting standards.
Thus, an emerging growth company can delay the adoption of certain accounting standards until those standards would otherwise apply to private companies.
We have irrevocably elected not to avail ourselves of this extended transition period and, as a result, we will adopt new or revised accounting standards on the
relevant dates on which adoption of such standards is required for other public companies that are not emerging growth companies.

Item 3. Quantitative and Qualitative Disclosures About Market Risk.

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 by this Item.

Item 4. Controls and Procedures.
Management’s Evaluation of our Disclosure Controls and Procedures

Under the supervision of and with the participation of our management, including our Chief Executive Officer, who is our principal executive officer, and our
Chief Financial Officer, who is our principal financial officer, we conducted an evaluation of the effectiveness of our disclosure controls and procedures as of
June 30, 2019, the end of the period covered by this Quarterly Report. The term “disclosure controls and procedures,” as set forth in Rules 13a-15(e) and 15d-
15(e) under the Securities Exchange Act of 1934, as amended, or the Exchange Act, means controls and other procedures of a company that are designed to
provide reasonable assurance that information required to be disclosed by a company in the reports that it files or submits under the Exchange Act is recorded,
processed, summarized and reported, within the time periods specified in the rules and forms promulgated by the SEC. Disclosure controls and procedures
include, without limitation, controls and procedures designed to ensure that information required to be disclosed by a company in the reports that it files or
submits under the Exchange Act is accumulated and communicated to the company’s management, including its principal executive and principal financial
officers, as appropriate to allow timely decisions regarding required disclosure.

In designing and evaluating our disclosure controls and procedures, management recognizes that disclosure controls and procedures, no matter how well
conceived and operated, can provide only reasonable, not absolute, assurance that the objectives of the disclosure controls and procedures are met.
Additionally, in designing disclosure controls and procedures, our management necessarily was required to apply its judgment in evaluating the cost-benefit
relationship of possible disclosure controls and procedures. 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 control system, misstatements due to error or fraud may occur and not be detected.

Based on this evaluation, management concluded that our internal control over financial reporting was effective as of June 30, 2019.

Changes in Internal Control over Financial Reporting

During the quarter ended June 30, 2019, there have been no changes in our internal control over financial reporting, as such term is defined in Rules 13a-15(f)
and 15(d)-15(f) promulgated under the Securities Exchange Act of 1934, that have materially affected, or are reasonably likely to materially affect, our
internal control over financial reporting.
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PART II—OTHER INFORMATION

Item 1. Legal Proceedings.

We are not currently subject to any material legal proceedings.

Item 1A. Risk Factors.

Investing in our common stock involves a high degree of risk. You should carefully consider the risks described below, as well as the other information in this
Quarterly Report on Form 10-Q, including our financial statements and the related notes and “Management’s Discussion and Analysis of Financial
Condition and Results of Operations,” as well as our other filings with the Securities and Exchange Commission, before deciding whether to invest in our
common stock. The occurrence of any of the events or developments described below could harm our business, financial condition, results of operations and
growth prospects. In such an event, the market price of our common stock could decline and you may lose all or part of your investment. Additional risks and
uncertainties not presently known to us or that we currently deem immaterial also may impair our business operations.

Risks Related to Our Financial Position and Need for Additional Capital

We have incurred significant losses since inception and anticipate that we will continue to incur significant losses for the foreseeable future and may
never achieve or maintain profitability.

We have incurred net losses each year since our inception, including net losses of $5.7 million and $6.0 million for the three months ended June 30, 2019 and
2018, respectively. As of June 30, 2019, we had an accumulated deficit of $133.1 million. To date, we have not commercialized any products or generated any
revenues from the sale of products, and we do not expect to generate any product revenues in the foreseeable future. We do not know whether or when we
will generate revenue or become profitable.

We have devoted most of our financial resources to research and development, including our clinical and preclinical development activities. The amount of
our future net losses will depend, in part, on the rate of our future expenditures, and our financial position will depend, in part, on our ability to obtain funding
through equity or debt financings, strategic collaborations or grants. In June 2019 we initiated a Phase 1b clinical trial for our lead product candidate, AKB-
9778, for a topical drop formulation to treat primary open angle glaucoma and ocular hypertension. Our other product candidates, including ARP-1536, are in
preclinical development. As a result, we expect that it will be several years, if ever, before we have a product candidate ready for commercialization. Even if
we obtain regulatory approval to market AKB-9778 or any of our other product candidates, our future revenues will depend upon the size of any markets in
which AKB-9778 or any of our other product candidates has received approval, our ability to achieve sufficient market acceptance, reimbursement from
third-party payors and other factors.

We expect to continue to incur significant expenses and operating losses for the foreseeable future. We anticipate that our expenses will likely increase
significantly if and as we:

. advance a topical drop formulation of AKB-9778 for the treatment of primary open angle glaucoma and ocular hypertension, including as we
commence our Phase 1b clinical trial of this product candidate.

. seek regulatory approvals for our product candidates that successfully complete clinical trials;

. have our product candidates manufactured for clinical trials and for commercial sale;

. establish a sales, marketing and distribution infrastructure to commercialize any products for which we may obtain marketing approval;

. initiate additional preclinical, clinical or other studies for AKB-9778, ARP-1536 and other product candidates that we may develop or acquire;
. seek to discover and develop additional product candidates;

. acquire or in-license other commercial products, product candidates and technologies;

*  make royalty, milestone or other payments under any future in-license agreements;

*  maintain, protect and expand our intellectual property portfolio;

+  attract and retain skilled personnel; and

+  create additional infrastructure to support our operations as a public company.
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Because of the numerous risks and uncertainties associated with pharmaceutical product development, we are unable to accurately predict the timing or
amount of increased expenses or when, if at all, we will be able to achieve profitability. If we are required by the United States Food and Drug
Administration, or FDA, the European Medicines Agency, or EMA, or other regulatory authorities to perform studies in addition to those currently expected,
or if there are any delays in completing our clinical trials or the development of any of our product candidates, our expenses could increase.

The net losses we incur may fluctuate significantly from quarter to quarter and year to year, such that a period-to-period comparison of our results of
operations may not be a good indication of our future performance. In any particular quarter or quarters, our operating results could be below the expectations
of securities analysts or investors, which could cause our stock price to decline.

To become and remain profitable, we must succeed in developing and commercializing our product candidates, which must generate significant revenue. This
will require us to be successful in a range of challenging activities, including completing preclinical testing and clinical trials of our product candidates,
discovering additional product candidates, obtaining regulatory approval for these product candidates and manufacturing, marketing and selling any products
for which we may obtain regulatory approval. We are only in the preliminary stages of most of these activities. We may never succeed in these activities and,
even if we do, may never generate revenues that are significant enough to achieve profitability.

Even if we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become and remain
profitable could depress the value of our company and could impair our ability to raise capital, expand our business, maintain our research and development
efforts, diversify our product offerings or even continue our operations. A decline in the value of our company could cause you to lose all or part of your
investment.

We will require substantial additional financing. A failure to obtain this necessary capital when needed could force us to delay, limit, reduce or terminate
our product development or commercialization efforts.

As of June 30, 2019, our cash and cash equivalents were $48.2 million. We believe that we will continue to expend substantial resources for the foreseeable
future developing AKB-9778 for the indications that we are pursuing, such as primary open angle glaucoma and ocular hypertension. Additionally, we expect
to expend substantial resources to further develop ARP-1536. We may also expend substantial resources to develop any other product candidates that we may
develop or acquire. These expenditures will include costs associated with research and development, potentially obtaining regulatory approvals and having
our products manufactured, as well as marketing and selling products approved for sale, if any. In addition, other unanticipated costs may arise. Because the
outcome of our current and anticipated clinical trials is highly uncertain, we cannot reasonably estimate the actual amounts necessary to successfully complete
the development and commercialization of our product candidates.

Our future capital requirements depend on many factors, including:

»  the rate of progress, results and cost of continuing our Phase 1 program of AKB-9778 for primary open angle glaucoma and ocular hypertension
and our operating costs incurred as we conduct these trials;

»  the scope, size, rate of progress, results and costs of initiating and completing additional development of AKB-9778;

. assuming favorable clinical results, the cost, timing and outcome of our efforts to obtain marketing approval for AKB-9778 in the United States,
Europe and in other jurisdictions, including to fund the preparation and filing of regulatory submissions for AKB-9778 with the FDA, the EMA
and other regulatory authorities;

»  the scope, progress, results and costs of preclinical development, laboratory testing and clinical trials that we may undertake for ARP-1536 and
any other product candidates that we may develop or acquire;

+  the timing of, and the costs involved in, obtaining regulatory approvals for ARP-1536 if clinical trials of this product candidate are successful;

»  the cost and timing of future commercialization activities for our products, if any of our product candidates are approved for marketing, including
product manufacturing, marketing, sales and distribution costs;

+  the revenue, if any, received from commercial sales of our product candidates for which we receive marketing approval;

»  the cost of having our product candidates manufactured for clinical trials in preparation for regulatory approval and in preparation for
commercialization;

. our ability to establish and maintain strategic collaborations, licensing or other arrangements and the financial terms of such agreements; and

»  the costs involved in preparing, filing, prosecuting patent applications, maintaining, defending and enforcing our intellectual property rights,
including litigation costs and the outcome of such litigation.
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Based on our current operating plan, and absent any future financings or strategic partnerships, we believe that our existing cash and cash equivalents will be
sufficient to fund our projected operating expenses and capital expenditure requirements at least through the second quarter of 2021. However, our operating
plan may change as a result of many factors currently unknown to us, and we may need additional funds sooner than planned. In addition, we may seek
additional capital due to favorable market conditions or strategic considerations even if we believe we have sufficient funds for our current or future operating
plans. Additional funds may not be available when we need them on terms that are acceptable to us, or at all. If adequate funds are not available to us on a
timely basis, we may be required to delay, limit, reduce or terminate preclinical studies, clinical trials or other development activities for AKB-9778, ARP-
1536 or any other product candidates that we develop or acquire, or delay, limit, reduce or terminate our establishment of sales and marketing capabilities or
other activities that may be necessary to commercialize our product candidates.

Our corporate restructuring and the associated headcount reduction may not result in anticipated savings, could result in total costs and expenses that
are greater than expected and could disrupt our business.

In April 2019, we adopted a realignment plan to reduce operating costs and better align our workforce with the needs of our ongoing business. The
realignment plan reduced our workforce by 11 employees, representing approximately 41% of our workforce. We may not realize, in full or in part, the
anticipated benefits, savings and improvements in our cost structure from our restructuring efforts due to unforeseen difficulties, delays or unexpected costs.
If we are unable to realize the expected operational efficiencies and cost savings from the restructuring, our operating results and financial condition would be
adversely affected. Furthermore, our restructuring plan may be disruptive to our operations. For example, our headcount reductions could yield unanticipated
consequences, such as increased difficulties in implementing our business strategy, including retention of our remaining employees.

Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights to product candidates
on unfavorable terms to us.

Until such time, if ever, as we can generate substantial product revenues, we expect to finance our cash needs through a combination of equity offerings, debt
financings and license, development and commercialization agreements with collaborators. To the extent that we raise additional capital through the sale of
equity or convertible debt securities, your ownership interest will be diluted, and the terms may include liquidation or other preferences and anti-dilution
protections that adversely affect your rights as a stockholder. Debt financing, if available, may involve agreements that include covenants limiting or
restricting our ability to take certain actions, such as incurring additional debt, making capital expenditures or declaring dividends. If we raise additional funds
through strategic collaborations with third parties, we may have to relinquish valuable rights to our product candidates, future revenue streams, research
programs or product candidates or grant licenses on terms that are not favorable to us. For example, in June 2018, we entered into a license agreement with a
wholly-owned subsidiary of Gossamer Bio, Inc. (including its affiliates, “Gossamer”) for the development and commercialization of AKB-4924. If we are
unable to raise additional funds through equity or debt financing when needed, we may be required to delay, limit, reduce or terminate our product
development or commercialization efforts for AKB-9778, ARP-1536 or any other product candidates that we develop or acquire, or grant rights to develop
and market product candidates that we would otherwise prefer to develop and market ourselves.

Our limited operating history may make it difficult for you to evaluate the success of our business to date and to assess our future viability.

We commenced active operations in 2011, and our operations to date have been limited to organizing and staffing our company, business planning, raising
capital, identifying potential product candidates, undertaking preclinical studies and conducting clinical trials. We currently have two product candidates that
we are developing internally, one of which is in preclinical development. Biopharmaceutical product development is a highly speculative undertaking and
involves a substantial degree of risk. Only a small fraction of biopharmaceutical development programs ultimately results in commercial products or even
product candidates and a number of events could delay our development efforts and negatively impact our ability to obtain regulatory approval for, and to
manufacture, market and sell, a product. We have not yet demonstrated our ability to successfully complete later stage clinical trials, obtain regulatory
approvals, manufacture a commercial scale product, or arrange for a third party to do so on our behalf, or conduct sales and marketing activities necessary for
successful product commercialization. Consequently, any predictions you make about our future success or viability may not be as accurate as they could be if
we had a longer operating history.

In addition, as a young business, we may encounter unforeseen expenses, difficulties, complications, delays and other known and unknown factors. We will
need to expand our capabilities to support commercial activities. We may not be successful in adding such capabilities.
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Risks Related to Our Business and the Clinical Development, Regulatory Review and Approval of Product Candidates

We depend heavily on the success of our lead product candidate, AKB-9778. Even if we obtain favorable clinical results, we may not be able to obtain
regulatory approval for, or successfully commercialize, AKB-9778.

We rely on our lead product candidate, AKB-9778, and our business depends almost entirely on the successful clinical development, regulatory approval and
commercialization of that product candidate, which may never occur. In March 2019, we announced top line results of the Phase 2b clinical trial for AKB-
9778 in the treatment of non-proliferative diabetic retinopathy. While we believed AKB-9778 had the potential to slow down or possibly reverse retinal
vascular changes caused by diabetes, the subcutaneous administration of AKB-9778 twice daily did not meet the study’s primary endpoint of the percentage
of patients with an improvement of two or more steps in diabetic retinopathy severity score, or DRSS, in the study eye, compared to placebo. In June 2019,
we initiated a Phase 1b clinical trial for our lead product candidate, AKB-9778, for a topical drop formulation to treat primary open angle glaucoma and
ocular hypertension, with results anticipated by the end of 2019. We currently have no products for sale, generate no revenues from sales of any drugs, and
may never be able to develop marketable products. AKB-9778 will require substantial additional clinical development, testing, manufacturing process
development, and regulatory approval before we are permitted to commence its commercialization. We are currently evaluating development options for
ARP-1536, which is our other product candidate that we are developing internally. None of our product candidates has advanced into a pivotal trial, and it
may be years before such trial is initiated, if ever. The clinical trials of our product candidates are, and the manufacturing and marketing of our product
candidates will be, subject to extensive and rigorous review and regulation by numerous government authorities in the United States and in other countries
where we intend to test and, if approved, market any product candidates. Before obtaining regulatory approval for the commercial sale of any product
candidate, we must demonstrate through extensive preclinical testing and clinical trials that any drug candidate is safe and effective and any biological
product candidate is safe, pure, and potent for use in each target indication. This process can take many years. Of the large number of drugs in development in
the United States, only a small percentage successfully complete the FDA regulatory approval process and are commercialized. Accordingly, even if we are
able to obtain the requisite capital to continue to fund our development and clinical programs, we may be unable to successfully develop or commercialize
AKB-9778.

We are not permitted to market AKB-9778 in the United States until we receive approval of an NDA from the FDA, or in any foreign countries until we
receive the requisite approval from such countries. As a condition to submitting an NDA to the FDA for AKB-9778, we must complete our ongoing clinical
trial, Phase 2 and 3 trials, and any additional nonclinical studies or clinical trials required by the FDA. To date, we have not completed any clinical trials of
AKB-9778 for primary open angle glaucoma or ocular hypertension. AKB-9778 may not be successful in clinical trials or receive regulatory approval.
Further, AKB-9778 may not receive regulatory approval even if it is successful in clinical trials. Obtaining approval of an NDA is a complex, lengthy,
expensive and uncertain process that typically takes many years following the commencement of clinical trials and depends upon numerous factors, including
the substantial discretion of the regulatory authorities. In addition, the policies or regulations, or the type and amount of clinical data necessary to gain
approval, may change during the course of a product candidate’s clinical development and may vary among jurisdictions. Our development activities could be
harmed or delayed by a partial shutdown of the U.S. government, including the FDA. We have not obtained regulatory approval for any product candidate and
it is possible that AKB-9778 will never obtain regulatory approval. The FDA may delay, limit or deny approval of AKB-9778 for many reasons, including,
among others:

*  we may not be able to demonstrate that AKB-9778 is safe and effective in treating patients with primary open angle glaucoma and ocular
hypertension to the satisfaction of the FDA;

»  the results of our clinical trials may not meet the level of statistical or clinical significance required by the FDA for marketing approval;
. the FDA may disagree with the number, design, size, conduct or implementation of our clinical trials;

»  the FDA may not approve the formulation, labeling or specifications of AKB-9778;

+  the FDA may require that we conduct additional clinical trials;

»  the contract research organizations, or CROs, or the clinical investigators that we retain to conduct our clinical trials may take actions outside of
our control that materially adversely impact our clinical trials;

*  we, our CROs or clinical investigators may fail to perform in accordance with the FDA’s good clinical practice, or GCP, requirements;
+  the FDA may disagree with our interpretation of data from our preclinical studies and clinical trials;
+  the FDA may find deficiencies with the manufacturing processes or facilities of third-party manufacturers with which we contract; or

+  the policies or regulations of the FDA may significantly change in a manner that renders our clinical data insufficient for approval or may require
that we amend or submit new clinical protocols.
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In addition, similar reasons may cause the EMA or other regulatory authorities to delay, limit or deny approval of AKB-9778 outside the United States.

Any of these factors, many of which are beyond our control, could jeopardize our ability to obtain regulatory approval for and successfully market AKB-
9778. Because our business is substantially dependent upon AKB-9778, any such setback in our pursuit of regulatory approval would have a material adverse
effect on our business and prospects.

Alternatively, even if we obtain regulatory approval, that approval may be for indications or patient populations that are not as broad as we intend or desire or
may require labeling that includes significant use or distribution restrictions or safety warnings. We may also be required to perform additional, unanticipated
clinical trials to obtain approval or be subject to additional post marketing testing requirements to maintain regulatory approval. In addition, regulatory
authorities may withdraw their approval of a product or the FDA may require a risk evaluation and mitigation strategy, or REMS, for a product, which could
impose restrictions on its distribution. Any of the foregoing scenarios could materially harm the commercial prospects for our product candidates.

We have not obtained agreement with the FDA, EMA or other regulatory authorities on the design of our development programs.

We have not obtained agreement with the FDA on the design of our planned development programs for AKB-9778 or any other product candidate. As we
progress this candidate through clinical trials, the FDA may determine that we would be required to conduct additional clinical trials. The FDA could also
disagree with our proposed design of our planned development programs and could suggest a larger number of subjects or a longer course of treatment than
our current expectations. If the FDA takes such positions, the costs of our AKB-9778 development program could increase materially and the potential
market introduction of AKB-9778 could be delayed or we could risk not obtaining FDA approval even if our clinical trials meet their primary endpoints. The
FDA also may require that we conduct additional clinical, nonclinical or manufacturing validation studies and submit that data before it will consider an NDA
application.

We have not yet sought guidance for the regulatory path for the topical formulation of AKB-9778 for primary open angle glaucoma and ocular hypertension
with the FDA, EMA or other regulatory authorities. We cannot predict what additional requirements may be imposed by these regulatory authorities or how
such requirements might delay or increase costs for our planned development programs. Because our business is almost entirely dependent upon the
successful development, regulatory approval, and commercialization of AKB-9778, any such delay or increase in costs would have an adverse effect on our
business.

We may find it difficult to enroll patients in our clinical trials, which could delay or prevent clinical trials of our product candidates.

Identifying and qualifying patients to participate in clinical trials of our product candidates is critical to our success. The timing of our clinical trials depends
on the speed at which we can recruit patients to participate in testing our product candidates, and there is no guarantee that we can successfully enroll patients
in a timely manner for our clinical trials. Our competitors may have ongoing clinical trials for product candidates that could be competitive with our product
candidates, and patients who would otherwise be eligible for our clinical trials may instead enroll in clinical trials of our competitors’ product candidates. As
a result, the timeline for recruiting patients, conducting trials and obtaining regulatory approval of potential products may be delayed. These delays could
result in increased costs, delays in advancing our development of AKB-9778 or termination of the clinical trials altogether.

We may not be able to identify, recruit and enroll a sufficient number of patients, or those with required or desired characteristics to achieve diversity in a
trial, to complete our clinical trials in a timely manner. Patient enrollment is affected by factors including:

. severity of the disease under investigation;

. design of the trial protocol;

. size and nature of the patient population;

. eligibility criteria for the trial in question;

«  perceived risks and benefits of the product candidate under study;

+  proximity and availability of clinical trial sites for prospective patients;

. availability of competing therapies and clinical trials and clinicians’ and patients’ perceptions as to the potential advantages of AKB-9778 or any
other product candidate in relation to available therapies or other products under development;

. efforts to facilitate timely enrollment in clinical trials;
+  patient referral practices of physicians; and

. ability to monitor patients adequately during and after treatment.
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We may not be able to initiate or continue clinical trials if we cannot enroll a sufficient number of eligible patients to participate in the clinical trials required
by regulatory agencies. If we have difficulty enrolling a sufficient number of patients to conduct our clinical trials as planned, we may need to delay, limit or
terminate ongoing or planned clinical trials, any of which would have an adverse effect on our business.

We may not be able to comply with requirements of foreign jurisdictions in conducting trials outside of the United States. In addition, we may not be able
to obtain regulatory approval in foreign jurisdictions.

We may conduct our clinical trials for our product candidates in trial sites outside of the United States, including Japan and the European Union, and seek
regulatory approval for our product candidates in major markets in addition to the United States, including the European Union and Japan. Our ability to
successfully initiate, enroll and complete a clinical trial in any foreign country, should we attempt to do so, is subject to numerous risks unique to conducting
business in international markets, including:

. difficulty in establishing or managing relationships with qualified CROs and physicians;
+  different local standards for the conduct of clinical trials;

» the potential burden of complying with a variety of foreign laws, medical standards and regulatory requirements, including the regulation of
pharmaceutical and biotechnology products and treatments; and

»  the acceptability of data obtained from trials conducted in the United States to the EMA and other regulatory authorities.

If we fail to successfully meet requirements for the conduct of clinical trials outside of the United States, we may be delayed in obtaining, or be unable to
obtain, regulatory approval for our product candidates in countries outside of the United States.

Regulatory authorities outside the United States will require compliance with numerous and varying regulatory requirements. The approval procedures vary
among jurisdictions and may involve requirements for additional testing, and the time required to obtain approval may differ from that required to obtain
FDA approval. In addition, in many countries outside the United States, a product 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. Approval by the FDA does not ensure approval by
regulatory authorities in other countries or jurisdictions, and approval by one foreign regulatory authority does not ensure approval by regulatory authorities
in other foreign countries or by the FDA. However, the failure to obtain approval in one jurisdiction may negatively impact our ability to obtain approval in
another jurisdiction. The foreign regulatory approval process may include all of the risks associated with obtaining FDA approval. We may not obtain foreign
regulatory approvals on a timely basis, if at all. We may not be able to file for regulatory approvals and may not receive necessary approvals to commercialize
our products in any market.

Clinical drug development is a lengthy and expensive process with an uncertain outcome, and positive results from preclinical studies or earlier stage
clinical trials are not necessarily predictive of the results of our future clinical trials of AKB-9778. If we cannot replicate the positive results from
preclinical studies or earlier stage clinical trials in subsequent clinical trials, we may be unable to successfully develop, obtain regulatory approval for
and commercialize our product candidates.

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. Success in preclinical studies may not be predictive of similar results in humans during clinical trials, and successful results from early or small
clinical trials may not be replicated in later and larger clinical trials. For example, we observed encouraging preclinical and clinical results for AKB-9778 in
non-proliferative diabetic retinopathy, but this product candidate did not meet the study endpoints in our TIME-2b clinical trial. There can be no assurance
that the results of our planned and future clinical trials will produce positive results. In addition, later stage clinical trials are expected to enroll a larger
number of subjects and will treat subjects for longer periods than earlier stage trials, which will result in a greater likelihood that adverse events may be
observed. Many companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in late-stage clinical trials after achieving
positive results in early stage development, and we may face similar setbacks. If the results of our ongoing or future clinical trials for AKB-9778 are
inconclusive with respect to efficacy, if we do not meet our clinical endpoints with statistical significance, or if there are safety concerns or adverse events, we
may be prevented from or delayed in obtaining marketing approval for AKB-9778.

We may experience delays in the planned clinical development program for AKB-9778, and 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.
Clinical trials can be delayed or aborted for a variety of reasons, including delay or failure to:

. obtain regulatory approval to commence a clinical trial;

»  reach agreement on acceptable terms with prospective CROs and clinical trial sites, the terms of which can be subject to extensive negotiation
and may vary significantly among different CROs and trial sites;
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. obtain institutional review board, or IRB, approval at each site;

*  recruit, enroll and retain patients through the completion of clinical trials;

*  maintain clinical sites in compliance with trial protocols and regulatory requirements through the completion of clinical trials;
. address any patient safety concerns that arise during the course of the trial;

»  initiate or add a sufficient number of clinical trial sites; or

»  manufacture sufficient quantities of our product candidate for use in clinical trials.

We could encounter delays if a clinical trial is suspended or terminated by us, by the relevant IRBs at the sites at which such trials are being conducted, by the
Data Safety Monitoring Board, or DSMB, for such trial or by the FDA or other regulatory authorities. Such authorities may impose such a suspension or
termination, including a clinical hold, 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, unforeseen safety issues or adverse side
effects including those experienced by other product candidates in the same class as our product candidates, changes in laws or regulations, or lack of
adequate funding to continue the clinical trial. Any delays in completing our clinical trials will increase our costs, slow down our product candidate
development and approval process and jeopardize our ability to commence product sales and generate revenues. Any of these occurrences may harm our
business, financial condition and prospects significantly.

Even if we receive regulatory approval for our product candidates, such products will be subject to ongoing regulatory review, which may result in
significant additional expense. Additionally, our product candidates, if approved, could be subject to labeling and other restrictions, and we may be
subject to penalties if we fail to comply with regulatory requirements or experience unanticipated problems with our products.

Any regulatory approvals that we receive for our product candidates may be subject to limitations on the approved indicated uses for which the product may
be marketed or to conditions of approval, or contain requirements for potentially costly post-marketing testing, including Phase 4 clinical trials, and
surveillance to monitor the safety and efficacy of the products. In addition, if the FDA approves any of our product candidates, the manufacturing processes,
labeling, packaging, distribution, adverse event reporting, storage, advertising, promotion and recordkeeping for the product will be subject to extensive and
ongoing regulatory requirements. These requirements include submissions of safety and other post-marketing information and reports, establishment
registration, as well as continued compliance with current Good Manufacturing Practice, or cGMP, requirements and GCP requirements for any clinical trials
that we conduct post-approval.

Post-approval discovery of previously unknown problems with an approved product, including adverse events of unanticipated severity or frequency or
relating to manufacturing operations or processes, or failure to comply with regulatory requirements, may result in, among other things:

»  restrictions on the marketing or manufacturing of the product, withdrawal of the product from the market, or product recalls;
» fines, untitled or warning letters or holds on clinical trials;

»  refusal by the FDA to approve pending applications or supplements to approved applications submitted by us, or suspension or revocation of
product approvals;

+  product seizure or detention, or refusal to permit the import or export of products;
. a REMS program; and
»  injunctions or the imposition of civil or criminal penalties.

The FDA’s policies may change and additional government regulations may be enacted. We cannot predict the likelihood, nature or extent of government
regulation that may arise from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to changes in
existing requirements or the adoption of new requirements or policies, or are not able to maintain regulatory compliance, we may lose any marketing approval
that may have been obtained and we may not achieve or sustain profitability, which would adversely affect our business.
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Risks Related to Our Reliance on Third Parties

We rely on third parties to conduct preclinical studies and clinical trials for our product candidates, and if they do not properly and successfully perform
their obligations to us, we may not be able to obtain requlatory approvals for our product candidates.

We rely on third party CROs and other third parties to assist in managing, monitoring and otherwise carrying out our clinical trials. We expect to continue to
rely on third parties, such as CROs, clinical data management organizations, medical institutions and clinical investigators to conduct our clinical trials in the
future, including our ongoing Phase 1b clinical trial for AKB-9778. We compete with many other companies for the resources of these third parties. The third
parties on whom we rely may terminate their engagements with us at any time, and having to enter into alternative arrangements would delay development
and commercialization of our product candidates.

Our reliance on these third parties for research and development activities will reduce our control over these activities but will not relieve us of our
responsibilities. For example, the FDA and foreign regulatory authorities require compliance with regulations and standards, including GCP requirements, for
designing, conducting, monitoring, recording, analyzing and reporting the results of clinical trials to ensure that the data and results are credible and accurate
and that the rights, integrity and confidentiality of trial participants are protected. Although we rely on third parties to conduct our clinical trials, we are
responsible for ensuring that each of these clinical trials is conducted in accordance with its general investigational plan and protocol under legal and
regulatory requirements. Regulatory authorities enforce these GCP requirements through periodic inspections of trial sponsors, principal investigators and
trial sites. If we or any of our investigators or CROs fail to comply with applicable GCP requirements, the clinical data generated in our clinical trials may be
deemed unreliable and the FDA, EMA or other regulatory authorities may require us to perform additional 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 requirements. In addition, our clinical trials must be conducted with product produced under applicable cGMP regulations. Failure to
comply with these regulations may require us to repeat clinical trials, which would delay the regulatory approval process.

If these third parties do not successfully carry out their duties under their agreements, if the quality or accuracy of the data they obtain is compromised due to
their failure to adhere to clinical trial protocols or to regulatory requirements, or if they otherwise fail to comply with clinical trial protocols or meet expected
deadlines, the clinical trials of our product candidates may not meet regulatory requirements. If clinical trials do not meet regulatory requirements or if these
third parties need to be replaced, preclinical development activities or clinical trials may be extended, delayed, suspended or terminated. If any of these events
occur, we may not be able to obtain regulatory approval of our product candidates on a timely basis or at all.

We also expect to rely on other third parties to store and distribute drug supplies for our clinical trials. Any performance failure on the part of our distributors
could delay clinical development or marketing approval of our product candidates or commercialization of our products, producing additional losses and
depriving us of potential product revenue.

We intend to rely on third parties to conduct some or all aspects of our product manufacturing, and these third parties may not perform satisfactorily.

We do not have any manufacturing facilities and do not expect to independently conduct our product candidate manufacturing for research and preclinical and
clinical testing. We currently rely, and expect to rely, on third parties to manufacture and supply drug products for our AKB-9778 clinical trials, and we
expect to continue to rely on third parties for the manufacture of clinical and, if necessary, commercial quantities of our product candidates. This reliance on
third parties increases the risk that we will not have sufficient quantities of our product candidates or such quantities at an acceptable cost or quality, which
could delay, prevent or impair our development or commercialization efforts.

Any of these third parties may terminate their engagement with us at any time. We currently have arrangements in place for the manufacturing of drug
substance and drug product for our planned Phase 3 development program. Although we believe that there are several potential alternative manufacturers who
could manufacture our product candidates, we may incur significant delays and added costs in identifying, qualifying and contracting with any such
replacement, as well as producing the drug product. The FDA or comparable foreign regulatory authorities may find deficiencies with the manufacturing
processes or facilities of third-party manufacturers with which we contract for clinical and commercial supplies. Manufacturers of drug products and their
facilities are subject to continual review and periodic inspections by the FDA and other regulatory authorities for compliance with cGMP requirements
relating to quality control, quality assurance and corresponding maintenance of records and documents. In addition, we have to enter into technical transfer
agreements and share our know-how with the third-party manufacturers, which can be time-consuming and may result in delays. These delays could result in
a suspension of our clinical trials or, if AKB-9778 is approved and marketed, a failure to satisfy patient demand.

Reliance on third party manufacturers entails risks to which we would not be subject if we manufactured the product candidates ourselves, including:

+ the inability to negotiate manufacturing agreements with third parties under commercially reasonable terms;
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*  reduced control as a result of using third party manufacturers for all aspects of manufacturing activities, including regulatory compliance and
quality assurance;

*  termination or nonrenewal of manufacturing agreements with third parties in a manner or at a time that is costly or damaging to us;
»  the possible misappropriation of our proprietary information, including our trade secrets and know-how; and

. disruptions to the operations of our manufacturers or suppliers caused by conditions unrelated to our business or operations, including the
bankruptcy of the manufacturer or supplier or a catastrophic event affecting our manufacturers or suppliers.

Any of these events could lead to clinical study delays or failure to obtain regulatory approval or affect our ability to successfully commercialize future
products. Some of these events could be the basis for FDA action, including injunction, recall, seizure or total or partial suspension of production.

The facilities used by our contract manufacturers to manufacture our product candidates must be evaluated by the FDA pursuant to inspections that will be
conducted after we submit our NDA to the FDA. We do not control the manufacturing process of, and are completely dependent on, our contract
manufacturers for compliance with cGMP requirements for manufacture of both drug substance and finished drug product. If our contract manufacturers
cannot successfully manufacture material that conforms to our specifications and the strict regulatory requirements of the FDA, we will not be able to secure
and/or maintain regulatory approval for our product candidates. In addition, we have no control over the ability of our contract manufacturers to maintain
adequate quality control, quality assurance and qualified personnel. If the FDA, EMA or other regulatory authorities find deficiencies with or do not approve
these facilities for the manufacture of our product candidates, or if they find deficiencies or withdraw any such approval in the future, we may need to find
alternative manufacturing facilities, which would significantly impact our ability to develop, obtain regulatory approval for or market our product candidates,
if approved.

Moreover, our failure, or the failure of our third party manufacturers, to comply with applicable regulations could result in sanctions being imposed on us,
including clinical holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of product
candidates or products, operating restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our drug products or
product candidates.

In addition, our product candidates and any products that we may develop may compete with other product candidates and products for access to
manufacturing facilities. Certain of these manufacturing facilities may be contractually prohibited from manufacturing our product due to non-compete
agreements with our competitors. There are a limited number of manufacturers that operate under cGMP regulations and that might be capable of
manufacturing for us.

Our current and anticipated future dependence upon others for the manufacture of our product candidates or products may adversely affect our future profit
margins and our ability to commercialize any products that receive marketing approval on a timely and competitive basis.
If we are unable to manufacture our product candidates in sufficient quantities, at sufficient yields, we may experience delays in product development,

clinical trials, regulatory approval and commercial distribution.

Completion of our clinical trials and commercialization of our product candidates require access to, or development of, facilities to manufacture our product
candidates at sufficient yields and at commercial scale. We have limited experience manufacturing, or managing third parties in manufacturing, any of our
product candidates in the volumes that will be necessary to support large-scale clinical trials or commercial sales. Efforts to establish these capabilities may
not meet initial expectations as to scheduling, scale-up, reproducibility, yield, purity, cost, potency or quality.

Our reliance on contract manufacturers may adversely affect our operations or result in unforeseen delays or other problems beyond our control. Because of
contractual restraints and the limited number of third-party manufacturers with the expertise and facilities to manufacture our bulk drug product on a
commercial scale, replacement of a manufacturer may be expensive and time-consuming and may cause interruptions in the production of our drug product.
A third-party manufacturer may also encounter difficulties in production. These problems may include:

. difficulties with production costs, scale-up and yields;
. availability of raw materials and supplies;

. quality control and assurance;

»  shortages of qualified personnel;

. compliance with strictly enforced federal, state and foreign regulations that vary in each country where a product might be sold; and
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*  lack of capital funding.

Any delay or interruption in our supply of product candidates could have a material adverse effect on our business, financial condition, results of operations
and cash flows.

We may not be successful in establishing and maintaining strategic collaborations, which could adversely affect our ability to develop and commercialize
our product candidates, negatively impacting our operating results.

If approved, we plan to commercialize AKB-9778 ourselves in the United States and intend to seek one or more strategic collaborators to commercialize
AKB-9778 in additional markets. With respect to ARP-1536, we are evaluating its development options. We face competition in seeking appropriate
collaborators for our product candidates, and the negotiation process is time-consuming and complex. In order for us to successfully collaborate with a third
party on our product candidates, potential collaborators must view these product candidates as economically valuable. Even if we are successful in our efforts
to establish strategic collaborations, the terms that we agree upon may not be favorable to us, and we may not be able to maintain such strategic collaborations
if, for example, development or approval of a product is delayed or sales of an approved product are disappointing. Any delay in entering into strategic
collaboration agreements related to our product candidates could delay the development and commercialization of our product candidates and reduce their
competitiveness even if they reach the market.

In addition, our strategic collaborators may terminate any agreements they enter into with us, and we may not be able to adequately protect our rights under
these agreements. Furthermore, our strategic collaborators will likely negotiate for certain rights to control decisions regarding the development and
commercialization of our product candidates, if approved, and may not conduct those activities in the same manner as we do.

On June 24, 2018, we entered into a license agreement with Gossamer pursuant to which we granted to Gossamer an exclusive, sublicensable license to
develop and commercialize AKB-4924 and other structurally related products worldwide. We received an upfront payment of $20.0 million in connection
with this license and are eligible to receive additional development and milestone payments contingent upon the achievement of specified milestones. We are
also eligible to receive tiered royalties on sales of licensed products and additional payments upon the occurrence of specified events involving the licensed
products. However, there can be no assurance that we will satisfy the conditions to receive any such payments from Gossamer in a timely manner or at all.
While Gossamer is obligated to use its commercially reasonable efforts to develop and commercialize the licensed products, there can be no assurance that
such products would be successfully developed and commercialized. In addition, the license agreement contains an exclusivity provision pursuant to which
we are prohibited from developing, manufacturing or commercializing certain HIF stabilizing compounds as described in the agreement. While the license
agreement expires on a licensed product-by-licensed product and country-by-country basis on the later of fifteen years from the date or first commercial sale
or when there is no longer a valid patent claim covering such licensed product in such country, either party may terminate the license agreement for an
uncured material breach by the other party or upon the bankruptcy or insolvency of the other party. In addition, Gossamer may terminate the license
agreement in the event it determines that there is a potential safety or efficacy issue with the licensed products. Therefore, there can be no assurance that the
license agreement will continue for its full duration or that we will realize the intended benefits of the license agreement.

If we fail to establish and maintain strategic collaborations related to our product candidates for the indications and in the geographies in which we do not
intend develop and commercialize ourselves, we will bear all of the risk and costs related to the development and commercialization of any such product
candidate, and we may need to seek additional financing, hire additional employees and otherwise develop expertise. This could negatively affect the
development of any product candidate for which we do not locate a suitable strategic partner.

Risks Related to Our Intellectual Property
If our efforts to protect our proprietary technologies are not adequate, we may not be able to compete effectively in our market.

We rely upon a combination of patents, trade secret protection and confidentiality agreements to protect the intellectual property related to our technologies.
We will only be able to protect our product candidates, proprietary technologies and their uses from unauthorized use by third parties to the extent that valid
and enforceable patents or trade secrets cover them. Any disclosure to or misappropriation by third parties of our confidential proprietary information could
enable competitors to quickly duplicate or surpass our technological achievements, thus eroding our competitive position in our market.

The patenting process is expensive and time-consuming, and we may not be able to file and prosecute all necessary or desirable patent applications at a
reasonable cost or in a timely manner. In addition, we may not pursue or obtain patent protection in all relevant markets. It is also possible that we will fail to
identify patentable aspects of our research and development output before it is too late to obtain patent protection. Our pending and future patent applications
may not result in issued patents that protect our technology or products, in whole or in part. In addition, our existing patents and any future patents we obtain
may not be sufficiently broad to prevent others from using our technology or from developing competing products and technologies.

Composition-of-matter patents on the active pharmaceutical ingredient are generally considered to be the strongest form of intellectual property protection for
pharmaceutical products, as such patents provide protection without regard to any method of use. Method-of-use patents protect the use of a product for the
specified method.
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This type of patent does not prevent a competitor from making and marketing a product that is identical to our products for an indication that is outside the
scope of the patented method. Likewise, a competitor may make and market a product similar to our products but that are not covered by the scope of our
patents. Moreover, even if competitors do not actively promote their product for our targeted indications, physicians may prescribe these products “off-label.”
Although off-label prescriptions may infringe or contribute to the infringement of method-of-use patents, the practice is common and such infringement is
difficult to prevent or prosecute. In addition, our patents will eventually expire, and the active pharmaceutical ingredients in our current product candidates
will become commercially available in generic drug products. Thus, no patent protection may be available with regard to formulation or method of use.

The strength of patents in the biotechnology and pharmaceutical field involves complex legal and scientific questions and can be uncertain. The patent
applications that we own or license may fail to result in issued patents in the United States or in other foreign countries. Even if the patents do successfully
issue, third parties may challenge the validity, enforceability, inventorship, or scope thereof, which may result in such patents being narrowed, invalidated or
held unenforceable. Furthermore, even if they are unchallenged, our patents and patent applications may not adequately protect our intellectual property or
prevent others from designing around our claims. If the breadth or strength of protection provided by the patent applications we hold with respect to our
product candidates is threatened, it could dissuade companies from collaborating with us to develop, and threaten our ability to commercialize, our product
candidates. Moreover, the inventors of our patents or patent applications or our scientific consultants may become involved with competitors, develop
products or processes which design around our patents, or become hostile to us or the patents or patent applications on which they are named as

inventors. Likewise, our collaborators may become hostile to us or develop products or processes that are adjacent to or compete with us, including products
and processes outside the scope of our patents. For example, a hostile collaborator may use technology similar to ours to pursue treatment of an indication that
we plan to pursue, and may obtain approval for a product before we do. A hostile collaborator may file patent applications based on information learned from
us. Such patent applications may become prior art that will be detrimental to future patent applications by us on similar technology.

Further, if we encounter delays in our clinical trials, the period of time during which we could market our product candidates under patent protection would
be reduced. Since patent applications in the United States and most other countries are confidential for a period of time after filing, we cannot be certain that
we were the first to file any patent application related to our product candidates. Furthermore, for applications in which all claims are entitled to a priority
date before March 16, 2013, an interference proceeding can be provoked by a third-party or instituted by the United States Patent and Trademark Office, or
the USPTO, to determine who was the first to invent any of the subject matter covered by the patent claims of our applications. For applications containing a
claim not entitled to priority before March 16, 2013, there is greater level of uncertainty in the patent law with the passage of the America Invents Act
(2011), which brings into effect significant changes to the U.S. patent laws and which introduces new procedures for challenging pending patent applications
and issued patents. A primary change under this reform is creating a “first to file” system in the United States. We, or our collaborators, might not have been
the first to file patent applications on certain inventions. Likewise, our collaborators may file patent applications on certain inventions without our
knowledge, prior to our filing patent applications on those inventions. This will require us to be cognizant of the time from invention to filing of a patent
application.

In addition to the protection afforded by patents, we seek to rely on trade secret protection and confidentiality agreements to protect proprietary know-how
that is not patentable, processes for which patents are difficult to enforce and any other elements of our drug discovery and development processes that
involve proprietary know-how, information or technology that is not covered by patents. Although we require all of our employees to assign their inventions
to us, and require all of our employees, consultants, advisors and any third parties who have access to our proprietary know-how, information or technology to
enter into confidentiality agreements, we cannot be certain that our trade secrets and other confidential proprietary information will not be disclosed, willfully
or unintentionally, or that competitors will not otherwise gain access to our trade secrets or independently develop substantially equivalent information and
techniques. Trade secrets are difficult to protect, and we have limited control over the protection of trade secrets used by our licensors, collaborators, and
suppliers. Furthermore, 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
United States. As a result, we may encounter significant problems in protecting and defending our intellectual property both in the United States and abroad.
If we are unable to prevent unauthorized material disclosure of our intellectual property to third parties, we will not be able to establish or maintain a
competitive advantage in our market, which could materially adversely affect our business, operating results and financial condition.

We currently have a non-exclusive license to one U.S. patent, which we have licensed to Gossamer as part of the June 24, 2018 license agreement. We rely on
the licensor to maintain this patent and otherwise protect the intellectual property covered by this non-exclusive license. We have limited control over these
activities or over any other intellectual property that may be related to our in-licensed intellectual property. For example, we cannot be certain that activities
by the licensor have been or will be conducted in compliance with applicable laws and regulations. We may have no control or input over whether, and in
what manner, our licensor may enforce or defend the patent against a third-party. The licensor may enforce or defend the patent less vigorously than if we had
enforced or defended the patent ourselves. Further, the licensor may not necessarily seek enforcement in scenarios in which we would feel that enforcement
was in our best interests. For example, the licensor may not enforce the patent against a competitor of ours who is not a direct competitor of the licensor. If
our in-licensed intellectual property is found to be invalid or unenforceable, then the
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licensor may not be able to enforce the patent against a competitor of ours. Our non-exclusive license does not prevent a third party from seeking and
obtaining a non-exclusive license to the same patent that we license. If we fail to meet our obligations under the non-exclusive license agreement, then the
licensor may terminate the license agreement. If the license agreement is terminated, the former licensor may seek to enforce the intellectual property against
us. We may choose to terminate the license agreement, and doing so would allow a third party to seek and obtain an exclusive license to the patent. If a third
party obtains an exclusive license to intellectual property formerly licensed to us, then the third party may seek to enforce the intellectual property against us.
The occurrence of any of the foregoing may negatively impair our collaboration with Gossamer and prevent us from realizing the intended benefits of this
collaboration.

Our patents covering one or more of our products or product candidates could be found invalid or unenforceable if challenged.

Any of our intellectual property rights could be challenged or invalidated despite measures we take to obtain patent and other intellectual property protection
with respect to our product candidates and proprietary technology. For example, if we were to initiate legal proceedings against a third party to enforce a
patent covering one of our product candidates, the defendant could counterclaim that our patent is invalid and/or unenforceable. In patent litigation in the U.S.
and in some other jurisdictions, defendant counterclaims alleging invalidity and/or unenforceability are commonplace. Grounds for a validity challenge could
be an alleged failure to meet any of several statutory requirements, for example, lack of novelty, obviousness or non-enablement. Grounds for an
unenforceability assertion could be an allegation that someone connected with prosecution of the patent withheld material information from the USPTO or the
applicable foreign counterpart, or made a misleading statement, during prosecution. A litigant or the USPTO itself could challenge our patents on this basis
even if we believe that we have conducted our patent prosecution in accordance with the duty of candor and in good faith. The outcome following such a
challenge is unpredictable.

With respect to challenges to the validity of our patents, for example, there might be invalidating prior art, of which we and the patent examiner were unaware
during prosecution. If a defendant were to prevail on a legal assertion of invalidity and/or unenforceability, we would lose at least part, and perhaps all, of the
patent protection on a product candidate. Even if a defendant does not prevail on a legal assertion of invalidity and/or unenforceability, our patent claims may
be construed in a manner that would limit our ability to enforce such claims against the defendant and others. The cost of defending such a challenge,
particularly in a foreign jurisdiction, and any resulting loss of patent protection could have a material adverse impact on one or more of our product
candidates and our business. Enforcing our intellectual property rights against third parties may also cause such third parties to file other counterclaims
against us, which could be costly to defend, particularly in a foreign jurisdiction, and could require us to pay substantial damages, cease the sale of certain
products or enter into a license agreement and pay royalties (which may not be possible on commercially reasonable terms or at all). Any efforts to enforce
our intellectual property rights are also likely to be costly and may divert the efforts of our scientific and management personnel, even if we are successful in
stopping infringement of our patents.

There is also the risk that, even if the validity of these patents is upheld, the court will refuse to stop the third party on the ground that such third party’s
activities do not infringe our patents. In addition, the U.S. Supreme Court has recently changed some legal principles that affect patent applications, granted
patents and assessment of the eligibility or validity of these patents. As a consequence, issued patents may be found to contain invalid claims according to the
newly revised eligibility and validity standards. Some of our patents may be subject to challenge and subsequent invalidation or significant narrowing of
claim scope in proceedings before the USPTO, or during litigation, under the revised criteria which could also make it more difficult to obtain patents.

We may not be able to detect infringement against our patents, as the case may be, which may be especially difficult for formulation patents. Even if we
detect infringement by a third party of our patents, we may choose not to pursue litigation against or settlement with the third party. If we later sue such third
party for patent infringement, the third party may have certain legal defenses available to it, which otherwise would not be available except for the delay
between when the infringement was first detected and when the suit was brought. Such legal defenses may make it impossible for us to enforce our patents
against such third party.

If another party questions the patentability of any of our claims in our U.S. patents, the third party can request that the USPTO review the patent claims such
as in an inter partes review, ex parte re-exam or post-grant review proceedings. These proceedings are expensive and may result in a loss of scope of some
claims or a loss of the entire patent. In addition to potential USPTO review proceedings, we may become a party to patent opposition proceedings in the
European Patent Office, or EPO, or similar proceedings in other foreign patent offices, where our foreign patents are challenged. The costs of these opposition
or similar proceedings could be substantial, and may result in a loss of scope of some claims or a loss of the entire patent. An unfavorable result at the
USPTO, EPO or other patent office may result in the loss of our right to exclude others from practicing one or more of our inventions in the relevant country
or jurisdiction, which could have a material adverse effect on our business.
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Our reliance on third parties requires us to share our trade secrets, which increases the possibility that a competitor will discover them or that our trade
secrets will be misappropriated or disclosed.

Because we rely on third parties to research and develop and to manufacture our product candidates, we must, at times, share trade secrets with them. We seek
to protect our proprietary technology in part by entering into confidentiality agreements and, if applicable, material transfer agreements, consulting
agreements or other similar agreements with our advisors, employees, third-party contractors and consultants prior to beginning research or disclosing
proprietary information. These agreements typically limit the rights of the third parties to use or disclose our confidential information, including our trade
secrets. Despite the contractual provisions employed when working with third parties, the need to share trade secrets and other confidential information
increases the risk that such trade secrets become known by our competitors, are inadvertently incorporated into the technology of others, or are disclosed or
used in violation of these agreements. Given that our proprietary position is based, in part, on our know-how and trade secrets, a competitor’s discovery of our
trade secrets or other unauthorized use or disclosure would impair our competitive position and may have a material adverse effect on our business. Moreover,
enforcing a claim that a third party illegally obtained and is using any of our trade secrets is expensive and time consuming, and the outcome is unpredictable.
In addition, courts outside the United States are sometimes less willing to protect trade secrets. If we choose to go to court to stop a third party from using any
of our trade secrets, we may incur substantial costs. These lawsuits may consume our time and other resources even if we are successful. These lawsuits also
may impact our ability to pursue agreements with third parties in the future.

In addition, these agreements typically restrict the ability of our advisors, employees, third-party contractors and consultants to publish data potentially
relating to our trade secrets, although our agreements may contain certain limited publication rights. For example, any academic institution that we may
collaborate with in the future will usually expect to be granted rights to publish data arising out of such collaboration, provided that we are notified in advance
and given the opportunity to delay publication for a limited time period in order for us to secure patent protection of intellectual property rights arising from
the collaboration, in addition to the opportunity to remove confidential or trade secret information from any such publication. In the future we may also
conduct joint research and development programs that may require us to share trade secrets under the terms of our research and development or similar
agreements. A collaborator at such academic institution may use the information learned from the collaboration to compete with us, either in an academic or
commercial setting. The collaborator may use the results obtained through the academic collaboration for the benefit of another commercial entity. The
collaborator may use technology for the benefit of a third party even if we were entitled to a license or the right to negotiate for a license to the technology
from the academic institution. Despite our efforts to protect our trade secrets, our competitors may discover our trade secrets, either through breach of our
agreements with third parties, independent development or publication of information by any of our third-party collaborators. A competitor’s discovery of our
trade secrets would impair our competitive position and have an adverse impact on our business.

Moreover, our reliance on third parties may be exploited by a third party with knowledge of our company, including knowledge of company strategies,
intellectual property, research programs, trade secrets, and scientific discovery including, for example, drug targets, pharmaceutically active ingredients,
dosing regimens and mechanisms of action. A third party may start a competing company or may join a competing company. If a third party with whom we
have an agreement does become a competitor, this may lead to questions of intellectual property ownership, ownership of physical assets, inventorship and
breach of contracts in place with the third party. If we seek to resolve this issue by a law suit, then we expect counter claims that may jeopardize the validity
and enforceability of our patents. The third parties with whom we collaborate also may have business or legal conflicts of interest. These conflicts of interest
can lead to litigation or impact the ability of the third party to fulfill their obligations to us.

Third-party claims of intellectual property infringement may be costly and time consuming and may delay or harm our drug discovery and development
efforts.

Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third parties. The pharmaceutical and
biotechnology industries are characterized by extensive litigation over patent and other intellectual property rights. We may become a party to, or threatened
with, future adversarial litigation or other proceedings regarding intellectual property rights with respect to our drug candidates. As the pharmaceutical and
biotechnology industries expand and more patents are issued, the risk increases that our drug candidates may give rise to claims of infringement of the patent
rights of others.

While our product candidates are in preclinical studies and clinical trials, we believe that the use of our product candidates in these preclinical studies and
clinical trials in the United States falls within the scope of the exemptions provided by 35 U.S.C. Section 271(e), which provides that it shall not be an act of
infringement to make, use, offer to sell, or sell within the United States or import into the United States a patented invention solely for uses reasonably related
to the development and submission of information to the FDA. As our product candidates progress toward commercialization, the possibility of a patent
infringement claim against us increases. We attempt to ensure that our product candidates and the methods we employ to manufacture them, as well as the
methods for their use we intend to promote, do not infringe other parties’ patents and other proprietary rights. There can be no assurance they do not,
however, and competitors or other parties may assert that we infringe their proprietary rights in any event.
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Third parties may hold or obtain patents or other intellectual property rights and allege in the future that the use of our product candidates infringes these
patents or intellectual property rights, or that we are employing their proprietary technology without authorization. Under U.S. law, a party may be able to
patent a discovery of a new way to use a previously known compound, even if such compound itself is 