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Item 1. Financial Statements.

Assets
Current assets:
Cash and cash equivalents
Prepaid expenses and other current assets
Total current assets
Debt issuance costs, net
Property and equipment, net
Other long-term assets
Total assets

PART 1

FINANCIAL INFORMATION

KEMPHARM, INC.

CONDENSED BALANCE SHEETS
(In Thousands, Except Share and Par Value Amounts)

Liabilities, redeemable convertible preferred stock, and stockholders' deficit

Current liabilities:
Accounts payable and accrued expenses
Current portion of capital lease obligation

Total current liabilities

Convertible notes, net of discount

Term notes, net of discount

Derivative and warrant liability

Capital lease obligation, net of current portion

Total liabilities

Commitments and contingencies (Note D)

Redeemable convertible preferred stock:

Series A redeemable convertible preferred stock, $0.0001 par value; no shares issued, authorized or
outstanding as of June 30, 2015 (unaudited); 9,705,000 authorized, 9,704,215 shares issued and

outstanding as of December 31, 2014

Series B redeemable convertible preferred stock, $0.0001 par value; no shares issued, authorized or
outstanding as of June 30, 2015 (unaudited); 6,220,000 shares authorized, 6,220,000 shares issued

and outstanding as of December 31, 2014

Series C redeemable convertible preferred stock, $0.0001 par value; no shares authorized, issued or
outstanding as of June 30, 2015 (unaudited); 18,558,000 shares authorized, 18,557,408 shares

issued and outstanding as of December 31, 2014

Series D redeemable convertible preferred stock, $0.0001 par value; no shares authorized,
issued or outstanding as of June 30, 2015 (unaudited); 75,000,000 shares authorized and
7,255,425 shares issued and outstanding as of December 31, 2014

Series D-1 redeemable convertible preferred stock, $0.0001 par value, no shares authorized, issued or
outstanding as of June 30, 2015 (unaudited) and December 31, 2014, respectively

Total redeemable convertible preferred stock

Stockholders’ deficit:

Common stock, $0.0001 par value, 250,000,000 shares authorized, 14,228,401 shares issued and
outstanding as of June 30, 2015 (unaudited); $0.0001 par value, 140,000,000 shares authorized,
2,381,041 shares issued and outstanding as of December 31, 2014

Additional paid-in capital

Preferred stock, $0.0001 par value, 10,000,000 shares authorized, no shares issued or outstanding
as of June 30, 2015 (unaudited) or December, 31, 2014, respectively

Accumulated deficit
Total stockholders' deficit

Total liabilities, redeemable convertible preferred stock, and stockholders' deficit

As of June 30, As of December 31,
2015 2014
(unaudited)
64,223 $ 10,255
607 23
64,830 10,278
1,301 1,468
352 352
56 1,616
66,539 $ 13,714
4,878 $ 3,903
32 32
4,910 3,935
7,550 7,235
11,326 10,853
39,279 15,966
11 26
63,076 38,015
— 3,343
— 3,313
— 11,892
— 5,659
— 24,207
B 2
89,337 1,650
(85,877) (50,160)
3,463 (48,508)
66,539 $ 13,714

See Accompanying Notes to Unaudited Condensed Financial Statements.



Revenue
Operating expenses:
Research and development
General and administrative
Total operating expenses
Loss from operations
Other income (expenses):
Gain on extinguishment of debt
Amortization of debt discount
Interest expense
Fair value adjustment
Total other expenses
Loss before income taxes
Income tax (expense) benefit
Net loss

Net loss per share:
Basic and diluted

KEMPHARM, INC.

UNAUDITED CONDENSED STATEMENTS OF OPERATIONS

(In Thousands, Except Share and Per Share Amounts)

Three months ended June 30,

Six months ended June 30,

Weighted average common shares outstanding:

Basic and diluted

2015 2014 2015 2014
$ — 3 — 3 — 3 —
2,768 1,715 4,887 2,752
3,188 1,330 4,165 1,864
5,956 3,045 9,052 4,616
(5,956) (3,045) (9,052) (4,616)
— 1,900 — 1,900
(477) (159) (954) (159)
(649) (704) (1,280) (800)
(22,661) (1,570) (24,423) (1,812)
(23,787) (533) (26,657) (871)
(29,743) (3,578) (35,709) (5,487)
— 6 7) 11
$ (29,743) $ (3,572) $ (35,716) $ (5,476)
$ (2.45) $ (1.50) $ 4.91) $ (2.30)
12,157,514 2,381,041 7,272,326 2,381,041

See Accompanying Notes to Unaudited Condensed Financial Statements.



KEMPHARM, INC.

UNAUDITED CONDENSED STATEMENTS OF CASH FLOWS

(In Thousands)

Cash flows from operating activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Gain on extinguishment of debt
Stock-based compensation expense
Non-cash interest expense
Amortization of debt issuance costs and debt discount
Depreciation and amortization expense
Fair value adjustment
Change in assets and liabilities:
Prepaid expenses and other assets
Accounts payable and accrued expenses
Net cash used in operating activities

Cash flows from investing activities:
Purchases of property and equipment
Net cash used in investing activities

Cash flows from financing activities:
Proceeds from initial public offering, net of underwriting discounts and commissions
Proceeds from issuance of Series D-1 Preferred Stock
Payment of deferred offering costs
Proceeds from issuance of debt
Repayment of line of credit
Payment of stock issuance costs
Repayment of obligations under capital lease
Proceeds from exercise of Series D Preferred Stock warrants
Proceeds from exercise of common stock warrants

Net cash provided by financing activities

Net increase in cash and cash equivalents

Cash and equivalents, beginning of period

Cash and equivalents, end of period

Supplemental cash flow information:
Conversion of preferred stock into common stock upon initial public offering
Unpaid offering expense charged to equity
Reclassification of 2013 warrants to equity
Conversion of 2013 Convertible Notes into Series D Preferred Stock
Issuance of Deerfield warrant allocated to debt discount
Embedded Deerfield put option allocated to debt discount
Issuance of Series D Preferred as transaction fee
Deferred offering costs included in accounts payable and accrued expense
Cash paid for interest

See Accompanying Notes to Unaudited Condensed Financial Statements.

Six Months Ended June 30,

2015 2014
(35,716) $ (5,476)
— (1,900)
964 117
1,280 800
954 159
40 38
24,423 1,812
976 39
(2,175) 589
(9,254) (3,822)
(40) (11)
(40) (1)
59,892 —
4,000 —
(668) —
— 25,000
— (2)
— (163)
(15) (16)
2 P
51 —
63,262 24,819
53,968 20,986
10,255 1,969
64,223 $ 22,955
28,209 $ —
1,870 —
1,110 —
— 4,160
— 7,610
— 220
— 1,500
— 313
— 1



KEMPHARM, INC.
NOTES TO UNAUDITED CONDENSED FINANCIAL STATEMENTS

A. Description of Business and Basis of Presentation
Organization

KemPharm, Inc. (the “Company”) is a clinical-stage specialty pharmaceutical company engaged in the discovery and development of proprietary prodrugs.
The Company was formed on October 30, 2006, and incorporated in Iowa, and reorganized in Delaware on May 30, 2014. Through the use of its Ligand
Activated Therapy (“LAT”) platform technology, the Company is able to initiate and pursue the development of improved versions of widely prescribed,
approved drugs.

The Company has experienced recurring losses from operations and negative operating cash flows due to its ongoing research and development of its
potential product candidates. Various internal and external factors will affect whether and when the candidates become approved drugs and how significant
their market share will be. The length of time and cost of developing and commercializing these candidates and/or failure of them at any stage of the drug
approval process will materially affect the Company’s financial condition and future operations.

The accompanying unaudited condensed financial statements have been prepared in accordance with accounting principles generally accepted in the United
States of America for interim financial information and with the instructions to Form 10-Q and Rule 8-03 of Regulation S-X. Accordingly, they do not
include all of the information and related notes required by accounting principles generally accepted in the United States of America for complete financial
statements. In the opinion of management, all adjustments (consisting of normal recurring adjustments) considered necessary for a fair presentation have been
included in the accompanying financial statements. Operating results for the three and six months ended June 30, 2015, are not necessarily indicative of the
results that may be expected for the full year ending December 31, 2015.

This interim information should be read in conjunction with the audited financial statements included in the Company’s prospectus dated April 15, 2015, and
filed with the Securities and Exchange Commission (“SEC”) pursuant to Rule 424 promulgated under the Securities Act of 1933, as amended.

Reverse Stock Split

In April 2015, the Company effected a 1-for-7.5 reverse stock split of its issued common stock. All applicable share data, per share amounts and related
information in the unaudited condensed financial statements and notes thereto have been adjusted retroactively to give effect to the 1-for-7.5 reverse stock
split.

Initial Public Offering

In April 2015, the Company completed an initial public offering (“IPO”) of its common stock. In connection with the initial closing of the IPO, the Company
sold an aggregate of 5,090,909 shares of common stock at a price to the public of $11.00 per share. In May 2015, the underwriters in the IPO exercised their
option to purchase additional shares pursuant to which the Company sold an additional 763,636 shares of common stock at a price equal to the public price of
$11.00 per share. In the aggregate, net proceeds from the IPO including net proceeds from the underwriters’ exercise of their option to purchase additional
shares, were approximately $59.9 million, after deducting underwriting discounts and commissions of $4.5 million. In addition, offering expenses totaled
approximately $1.8 million. Upon completion of the IPO, all outstanding shares of the Company’s redeemable convertible preferred stock were converted or
reclassified into 5,980,564 shares of common stock and all outstanding warrants to acquire shares of the Company’s redeemable convertible preferred stock
became warrants to acquire the Company’s common stock. In connection with the IPO, the Company amended and restated its Amended and Restated
Certificate of Incorporation to change the authorized capital stock to 250,000,000 shares, designated as common stock, and 10,000,000 shares, designated as
preferred stock, each with a par value of $0.0001 per share.

B. Summary of Significant Accounting Policies
Use of Estimates

The preparation of financial statements in conformity with accounting principles generally accepted in the United States of America requires the Company to
make estimates and assumptions that affect the amounts reported in the financial statements and accompanying notes. Actual results could differ from those
estimates.



On an ongoing basis, the Company evaluates its estimates, including those related to the useful lives of property and equipment, the fair value of the
Company’s common stock prior to the IPO and assumptions used for purposes of determining stock-based compensation, income taxes, and the fair value of
the derivative and warrant liability, among others. The Company bases its estimates on historical experience and on various other assumptions that it believes
to be reasonable, the results of which form the basis for making judgments about the carrying value of assets and liabilities.

Application of New or Revised Accounting Standards—Adopted

From time to time, the Financial Accounting Standards Board (the “FASB”) or other standard-setting bodies issue accounting standards that are adopted by
the Company as of the specified effective date.

On April 5, 2012, President Obama signed the Jump-Start Our Business Startups Act (the “JOBS Act”) into law. The JOBS Act contains provisions that,
among other things, reduce certain reporting requirements for an emerging growth company. As an emerging growth company, the Company may elect to
adopt new or revised accounting standards when they become effective for non-public companies, which typically is later than public companies must adopt
the standards. The Company has elected not to take advantage of the extended transition period afforded by the JOBS Act and, as a result, will comply with
new or revised accounting standards on the relevant dates on which adoption of such standards is required for non-emerging growth companies.

In July 2013, the FASB issued ASU No. 2013-11, Presentation of an Unrecognized Tax Benefit When a Net Operating Loss Carryforward, a Similar Tax
Loss, or a Tax Credit Carryforward Exist (“ASU 2013-11”). ASU 2013-11 amends the presentation requirements of ASC Topic 740 Income Taxes and
requires an unrecognized tax benefit to be presented in the financial statements as a reduction to a deferred tax asset for a net operating loss carryforward,
similar tax loss, or a tax credit carryforward. To the extent the tax benefit is not available at the reporting date under the governing tax law or if the entity does
not intend to use the deferred tax asset for such purpose, the unrecognized tax benefit should be presented as a liability and not combined with deferred tax
assets. ASU 2013-11 is effective for fiscal years, and interim periods within those years, beginning after December 15, 2013. The amendments are to be
applied to all unrecognized tax benefits that exist as of the effective date and may be applied retrospectively to each prior reporting period presented. The
Company adopted the new standard effective January 1, 2014. The adoption of ASU 2013-11 did not have a material impact on the Company’s financial
statements as no uncertain tax positions existed as of December 31, 2013 and 2014.

In June 2014, the FASB issued ASU No. 2014-10, Development Stage Entities (Topic 915): Elimination of Certain Financial Reporting Requirements,
Including an Amendment to Variable Interest Entities Guidance in Topic 810, Consolidation (“ASU 2014-10”). This ASU removes all incremental financial
reporting requirements for development stage entities, including the removal of Topic 915 from the FASB Accounting Standards Codification (“ASC”). The
amendments in this ASU eliminate certain disclosure requirements to (1) present inception-to-date information in the statements of income, cash flows and
stockholder equity, (2) label the financial statements as those of a development stage entity, (3) disclose a description of the development stage activities in
which the entity is engaged and (4) disclose in the first year in which the entity is no longer a development stage entity that in prior years it had been in the
development stage. The ASU clarifies that disclosures about risks and uncertainties required by Topic 275 also apply to entities that have not commenced
planned principal operations.

The Company has elected to early adopt ASU 2014-10. The amendments primarily relate to disclosure matters and, therefore, have no impact on the
Company’s financial statements, other than the elimination of previously required disclosures including inception-to-date financial information.

Application of New or Revised Accounting Standards—Not Yet Adopted

In June 2014, the FASB issued ASU 2014-12, Compensation-Stock Compensation (Topic 718): Accounting for Share-Based Payments when the Terms of an
Award Provide that a Performance Target Could Be Achieved After the Requisite Service Period (“ASU 2014-12”). The amendments require that a
performance target that affects vesting and that could be achieved after the requisite service period be treated as a performance condition. ASU 2014-12 is
effective for annual periods and interim periods within those annual periods beginning after December 15, 2015. Earlier adoption is permitted. Entities may
apply ASU 2014-12 either (a) prospectively to all awards granted or modified after the effective date or (b) retrospectively to all awards with performance
targets that are outstanding as of the beginning of the earliest annual period presented in the financial statements and to all new or modified awards thereafter.
If retrospective transition is adopted, the cumulative effect of applying this ASU as of the beginning of the earliest annual period presented in the financial
statements should be recognized as an adjustment to the opening retained earnings balance at that date. Additionally, if retrospective transition is adopted, an
entity may use hindsight in measuring and recognizing the compensation cost. The Company currently is evaluating the impact of the adoption of ASU 2014-
12 on its financial statements and disclosures.



In August 2014, the FASB issued ASU No. 2014-15, Disclosure of Uncertainties about an Entity’s Ability to Continue as a Going Concern (“ASU 2014-15”),
which amends ASC Subtopic 205-40 to provide guidance about management’s responsibility to evaluate whether there is substantial doubt about an entity’s
ability to continue as a going concern and to provide related disclosures. Specifically, the amendments (1) provide a definition of the term “substantial
doubt,” (2) require an evaluation every reporting period, (3) provide principles for considering the mitigating effect of management’s plans, (4) require certain
disclosures when substantial doubt is alleviated as a result of consideration of management’s plans, (5) require an express statement and other disclosures
when substantial doubt is not alleviated and (6) require an assessment for a period of one year after the date that financial statements are issued. ASU 2014-15
is effective for fiscal years ending after December 15, 2016, and for annual periods and interim periods thereafter. The Company is currently evaluating the
impact of the adoption of ASU 2014-15 on its financial statements and disclosures.

In May 2014, the FASB issued amended revenue recognition guidance to clarify the principles for recognizing revenue from contracts with customers. The
guidance requires an entity to recognize revenue to depict the transfer of goods or services to customers in an amount that reflects the consideration to which
an entity expects to be entitled in exchange for those goods or services. The guidance also requires expanded disclosures relating to the nature, amount,
timing and uncertainty of revenue and cash flows arising from contracts with customers. Additionally, qualitative and quantitative disclosures are required
about customer contracts, significant judgments and changes in judgments, and assets recognized from the costs to obtain or fulfill a contract. On July 9,
2015, the FASB voted to defer the effective date by one year, which will make the guidance effective for the Company’s interim and annual periods beginning
January 1, 2018. The Company is currently evaluating the impact of this guidance on its financial statements and disclosures.

In April 2015, the FASB issued ASU 2015-03, Interest—Imputation of Interest (Subtopic 835-30), or ASU 2015-03, which requires the debt issuance costs
related to a recognized debt liability be presented in the balance sheet as a direct deduction from the carrying amount of that debt liability, consistent with the
presentation of debt discounts. This guidance is effective for financial statements issued for fiscal years beginning after December 15, 2015, and interim
periods within those fiscal years. The Company is currently evaluating the impact of the provisions of ASU 2015-03 on its financial statements and
disclosures.

C. Debt Obligations
Deerfield Facility Agreement

On June 2, 2014, the Company entered into a $60 million facility agreement (the “Deerfield Facility Agreement”) with Deerfield Private Design Fund III, LP
(“Deerfield”). The first payment to the Company under the terms of the Deerfield Facility Agreement consisted of a term loan of $15 million (the “Term
Notes™) and a senior secured loan of $10 million (the “Deerfield Convertible Notes™). All loans issued under the Deerfield Facility Agreement bear interest at
9.75% per annum. Deerfield may convert any portion of the outstanding principal and any accrued but unpaid interest on the Deerfield Convertible Notes into
shares of the Company’s common stock at an initial conversion price of $5.85 per share. At its option, the Company may convert the outstanding principal
and accrued interest under the Deerfield Convertible Notes into shares of the Company’s common stock at an initial conversion price of $5.85 per share if
either of the following occurs prior to June 30, 2016: (i) the FDA has approved, without requiring the performance of an efficacy study, the NDA for
KP201/APAP for the treatment of acute pain; or (ii) the FDA has accepted the NDA for KP201/APAP for review and a qualified initial public offering, as
defined in the Deerfield Facility Agreement, has occurred.

The Company also issued to Deerfield a warrant to purchase 14,423,076 shares of Series D redeemable convertible preferred stock (“Series D Preferred”) at
an exercise price of $0.78 per share, which is exercisable until June 2, 2024 (the “Deerfield Warrant”). Upon completion of the IPO, the Deerfield Warrant
automatically converted into a warrant to purchase 1,923,077 shares of the Company’s common stock at an exercise price of $5.85 per share. In the event that
a Major Transaction occurs, as defined below, Deerfield may require the Company redeem the Deerfield Warrant for a cash amount equal to the Black-
Scholes value of the portion of the Deerfield Warrant to be redeemed (the “Put Option”). A Major Transaction is (i) a consolidation, merger, exchange of
shares, recapitalization, reorganization, business combination or other similar event; (ii) the sale or transfer in one transaction or a series of related
transactions of all or substantially all of the assets of the Company; (iii) a third-party purchase, tender or exchange offer made to the holders of outstanding
shares, such that following such purchase, tender or exchange offer a change of control has occurred; (iv) the liquidation, bankruptcy, insolvency, dissolution
or winding-up affecting the Company; (v) the shares of the Company’s common stock cease to be listed on any eligible market; and (vi) at any time, the
shares of the Company’s common stock cease to be registered under Section 12 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”).

In addition, the Company issued to Deerfield 1,923,077 shares of Series D Preferred as consideration for the loans provided to the Company under the Deerfield
Facility Agreement. Upon completion of the IPO, these shares automatically reclassified into 256,410 shares of the Company’s common stock. The Company
recorded the fair value of the shares of Series D Preferred of $1.5 million, to debt issuance costs on the date of issuance. The Company recorded the fair value of
the Deerfield Warrant of $7.6 million and the fair value of



the embedded Put Option of $220,000 to debt discount on the date of issuance. The debt issuance costs and debt discount are amortized over the term of the
related debt and the expense is recorded as interest expense in the statements of operations.

The Company must repay one-third of the outstanding principal amount of all debt issued under the Deerfield Facility Agreement on the fourth and fifth

anniversaries of the Deerfield Facility Agreement. The Company is then obligated to repay the balance of the outstanding principal amount on February 14,
2020.

Interest accrued on outstanding debt under the Deerfield Facility Agreement is due quarterly in arrears. Upon notice to Deerfield, the Company may choose to
have one or more of the first eight of such scheduled interest payments added to the outstanding principal amount of the debt issued under the Deerfield
Facility Agreement, provided that all such interest will be due on July 1, 2016.

Deerfield is obligated to provide three additional tranches upon the Company’s request and after the satisfaction of specified conditions, including the FDA’s
acceptance of a New Drug Application for the Company’s product candidate, KP201/APAP, which consists of KP201, the Company’s new molecular entity

prodrug of hydrocodone, formulated in combination with acetaminophen (“APAP”), and, for the final two tranches, the subsequent approval for commercial
sale thereof.

As of June 30, 2015, borrowings available to the Company under the Deerfield Facility Agreement were $35 million. Under the terms of the Deerfield
Facility Agreement, future tranches to the Company are as follows:

The second tranche consists of a $10.0 million term loan that bears interest at 9.75% and a warrant to purchase 1,282,052 shares of the
Company’s common stock at an exercise price of $5.85.

The third and fourth tranches each consist of a $12.5 million term loan that bears interest at 9.75% and a warrant exercisable for the number of
shares equal to 60% of the principal amount of such disbursement divided by 115% of the volume weighted average sales price of the
Company’s common stock for the 20 consecutive trading days immediately prior to the date of such disbursement with an exercise price per
share equal to such weighted average sales price.

Conversion of 2013 Convertible Notes into Series D Preferred

From June 2013 through October 2013, the Company issued 10.0% unsecured convertible promissory notes (the “2013 Convertible Notes”) for gross
proceeds of $3.8 million. The 2013 Convertible Notes accrued interest from the date of issuance through the maturity date, with such interest payable in cash
upon maturity. The 2013 Convertible Notes did not have a stated maturity date and instead matured under various scenarios, such as the sale of substantially
all of the assets of the Company, dissolution of the Company, failure to observe covenants, and voluntary or involuntary bankruptcy. In accordance with the
terms of the 2013 Convertible Notes, and effected by the written consent of the holders of a majority of the outstanding principal of such notes, on June 2,
2014, the principal amount of the 2013 Convertible Notes of $3.8 million and all accrued interest of $0.3 million converted into 5,332,348 shares of Series D
Preferred at $0.78 per share. Upon the conversion of the 2013 Convertible Notes, the embedded conversion feature of the 2013 Convertible Notes and Put
Option was marked to fair value and the balance of $1.9 million was recorded as a gain on extinguishment of debt.

Line of Credit

The Company has a $50,000 credit agreement with a financial institution (the “Line of Credit Agreement”). As of June 30, 2015 and December 31, 2014, the
Company had $50,000 available under the Line of Credit Agreement, respectively. The Line of Credit Agreement is collateralized by all of the Company’s
business assets as well as the personal guarantees of the Company’s officers. The Line of Credit Agreement contains no financial covenants. Borrowings
under the Line of Credit Agreement carry interest at a rate equal to the prime rate plus 1.75% per annum. The Company is required to make interest only

payments on any draws under the Line of Credit Agreement. The interest rate under the Line of Credit Agreement was 5% for the three and six months ended
June 30, 2015, and June 30, 2014.

D. Commitments and Contingencies

From time to time, the Company is involved in various legal proceedings arising in the normal course of business. For some matters, a liability is not probable
or the amount cannot be reasonably estimated and, therefore, an accrual has not been made. However, for such matters when it is probable that the Company
has incurred a liability and can reasonably estimate the amount, the Company accrues and discloses such estimates.
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In 2014, a former financial advisor and current warrant holder of the Company filed a request with the Iowa District Court to declare valid a purported right
of first refusal to serve as the Company’s exclusive financial advisor for specified strategic transactions and to receive fees for the specified strategic
transactions irrespective of whether any such specified transaction occurred during or after the term of the financial advisor’s service agreement. This filing
by the former financial advisor was made in response to an action initiated by the Company in 2013 seeking a declaratory judgment finding that such
purported right was invalid and unenforceable. A trial date for this matter has been scheduled for September 2015, and the Company is unable to predict the
timing or outcome of this litigation as of the date of this report. However, if it is determined that such purported right of first refusal and right to receive a
cash fee related to any such specified strategic transactions are valid, then the Company could be required to pay the counterparty a portion of the
consideration or proceeds received in any such specified strategic transaction, including the Deerfield Facility Agreement, the IPO, the sale of the Company’s
Series D-1 redeemable convertible preferred stock (“Series D-1 Preferred”) to Cowen KP Investment LLC (“Cowen”), and any future capital raising and
other strategic transactions.

E. Redeemable Convertible Preferred Stock and Warrants
Authorized, Issued, and Outstanding Redeemable Convertible Preferred Stock

In April 2015, the Company amended and restated its Certificate of Incorporation to decrease the number of its authorized shares of preferred stock to
10,000,000 shares with a par value of $0.0001 per share. As described in Note A, in April 2015, the Company completed an IPO of its common stock. Upon
completion of the IPO, all outstanding shares of the Company’s redeemable convertible preferred stock were automatically converted or reclassified into an
aggregate of 5,980,564 shares of the Company’s common stock. As of June 30, 2015, the Company had 10,000,000 shares of authorized preferred stock, and
did not have any preferred stock outstanding.

Preferred Stock Activity

The following table summarizes redeemable convertible preferred stock activity for the six months ended June 30, 2015:

Shares of
Series A Series B Series C Series D Series D-1
Preferred Preferred Preferred Preferred Preferred Total
Balance, December 31, 2014 9,704,215 6,220,000 18,557,408 7,255,425 — 41,737,048
Issuance of Series D-1 Preferred Stock — — — — 3,200,000 3,200,000
Exercise of Series D Preferred Warrants — — — 3,205 — 3,205
Less: Conversion of Preferred Stock into Common Stock

upon IPO (9,704,215)  (6,220,000)  (18,557,408)  (7,258,630)  (3,200,000) (44,940,253)
Balance, June 30, 2015 — — — _ _ _

Series D-1 Redeemable Convertible Preferred Stock

In February 2015, the Company entered into a stock purchase agreement with Cowen in which Cowen agreed to purchase and the Company agreed to sell
3,200,000 shares of the Company’s Series D-1 Preferred for $1.25 per share, or an aggregate of $4 million. Upon completion of the IPO, these shares
automatically reclassified into 415,584 shares of the Company’s common stock.

Warrants

As described in Note A, in April 2015, the Company completed an IPO of its common stock. Upon completion of the IPO, and as of June 30, 2015, warrants
to purchase 15,499,324 shares of Series D Preferred were reclassified into warrants to purchase 2,066,543 shares of the Company’s common stock. At

June 30, 2015, the Company did not have any outstanding warrants to purchase the Company’s Series D Preferred. As of December 31, 2014, the Company
had outstanding warrants to purchase 15,502,529 shares of Series D Preferred at an exercise price of $0.78 per share. During the six months ended June 30,
2015, warrants to purchase 3,205 shares of Series D Preferred were exercised.

During 2013, the Company issued $3.8 million of convertible notes and the warrants (the “2013 Warrants”) to purchase 1,079,453 shares of equity securities
in a future financing meeting specified criteria (a “Qualified Financing”) (Note C). The 2013 Warrants allow the holders to purchase shares of the same class
and series of equity securities issued in the Qualified Financing for an exercise price equal to the per share price paid by the purchasers of such equity
securities in the Qualified Financing. When the Company entered into the Deerfield Facility Agreement, the 2013 Warrants became warrants to purchase
1,079,453 shares of Series D Preferred. Upon completion of the IPO, the 2013 Warrants automatically converted into warrants to purchase 143,466 shares of
the Company’s common stock at an exercise price of $5.85 per share. The 2013 Warrants, if unexercised, expire on the earlier of June 2, 2019, or upon a
liquidation event.



On June 2, 2014, pursuant to the terms of the Deerfield Facility Agreement, the Company issued the Deerfield Warrant to purchase 14,423,076 shares of
Series D Preferred (Note C). The Company recorded the fair value of the Deerfield Warrant as a debt discount and a warrant liability. The Deerfield Warrant,
if unexercised, expires on the earlier of June 2, 2024, or upon a liquidation event. Upon completion of the IPO, the Deerfield Warrant automatically converted
into a warrant to purchase 1,923,077 shares of the Company’s common stock at an exercise price of $5.85 per share. The Company is amortizing the debt
discount to interest expense over the term of the Term Notes and the Deerfield Convertible Notes.

The Company determined that the 2013 Warrants and Deerfield Warrant should be recorded as a liability and stated at fair value at each reporting period upon
inception. As stated above, upon completion of the IPO, the 2013 Warrants and the Deerfield Warrant automatically converted into warrants to purchase the
Company’s common stock. The Company determined that the 2013 Warrants should be marked to fair value and reclassified to equity upon closing of the
IPO. The Deerfield Warrant remains classified as a liability and is recorded at fair value at each reporting period since it can be settled in cash. Changes to
the fair value of the warrant liability are recorded through the statements of operations as a fair value adjustment (Note H).

F. Common Stock and Warrants
Authorized, Issued, and Outstanding Common Shares

In April 2015, the Company amended and restated its Certificate of Incorporation to increase the number of its authorized shares of common stock to
250,000,000 shares. Of the authorized shares, 14,228,401 and 2,381,041 shares of common stock were issued and outstanding at June 30, 2015, and
December 31, 2014, respectively.

At June 30, 2015 and December 31, 2014, the Company had reserved authorized shares of common stock for future issuance as follows:

June 30, December 31,
2015 2014
Conversion of Series A Preferred — 1,293,838
Conversion of Series B Preferred — 829,234
Conversion of Series C Preferred — 2,474,121
Conversion of Series D Preferred — 967,359
Conversion of Series D-1 Preferred — —
Conversion of Deerfield Convertible Notes 1,896,843 1,808,353
Outstanding awards under Incentive Stock Plan 943,304 395,185
Outstanding common stock warrants 2,650,212 595,920
Outstanding Series D Preferred warrants — 2,066,970
Possible future issuances under Incentive Stock Plan 1,857,498 365,706
Total common shares reserved for future issuance 7,347,857 10,796,686
Common Stock Activity
The following table summarizes common stock activity for the six months ended June 30, 2015:
Shares of
Common Stock
Beginning balance at December 31, 2014 2,381,041
Issuance of common stock in connection with initial
public offering 5,854,545
Conversion of preferred stock to common stock in
connection with initial public offering 5,980,564
Common stock warrants exercised 12,251
Ending balance at June 30, 2015 14,228,401

The Company calculates the fair value of common stock warrants using a Monte Carlo simulation. There were warrants exercised for an aggregate of 12,251
shares of common stock during the six months ended June 30, 2015, and there were no warrants exercised in the six months ended June 30, 2014. From 2008
through 2012, the Company issued warrants to purchase 595,920 shares of common stock in its private placement offerings of Series A Preferred, Series B
Preferred and Series C Preferred (the “Underwriter Warrants”) and for leasing laboratory space. The Company accounted for the Underwriter Warrants as a
derivative liability, which is adjusted to fair value at each reporting period, with the change in fair value recorded within other expenses in the Statement of
Operations.



G. Stock-Based Compensation

The Company has a share-based compensation plan (the “Incentive Stock Plan,” or the “Plan”) that is designed to allow the Company to attract and retain
highly qualified employees and directors. In July 2014, the Company’s Incentive Stock Plan was revised to increase the maximum number of shares issuable
under the Plan from 666,666 to 800,000. No stock options were exercised during the three and six months ended June 30, 2015 or 2014, respectively.

In November 2014, the Company’ board of directors (the “Board”), and in April 2015, the Company’s stockholders, approved the Company’s 2014 Equity
Incentive Plan (the “2014 Plan”) which became effective in April 2015, at which time the Incentive Stock Plan was terminated. The 2014 Plan provides for
the grant of stock options, other forms of equity compensation, and performance cash awards. The maximum number of shares of common stock that may be
issued under the 2014 Plan is 2,266,666. In addition, the number of shares of common stock reserved for issuance under the 2014 Plan will automatically
increase on January 1 of each year, beginning on January 1, 2016 and ending on and including January 1, 2024, by 4% of the total number of shares of the
Company’s capital stock outstanding on December 31 of the preceding calendar year, or a lesser number of shares determined by the Board.

Stock-based compensation expense recorded under the Plan is included in the following line items in the accompanying statements of operations (in
thousands):

Three Months Ended Six Months Ended
June 30, June 30,
2015 2014 2015 2014
Research and development $ 185 $ 10 § 220 $ 16
General and administrative 688 82 744 101
$ 873 $ 2 $ 964 $ 117

During the three and six months ended June 30, 2015, the Company recognized approximately $0.6 million and $0.7 million, respectively, of stock-based
compensation expense related to performance-based awards included in general and administrative expenses and $0.2 million of stock-based compensation
expense related to performance-based awards included in research and development expenses during the three and six months ended June 30, 2015. These
awards were in connection with the grant of fully vested stock options exercisable for an aggregate of 134,665 shares of common stock during the first quarter
of 2015 and upon completion of the Company’s IPO during the second quarter of 2015. The Company did not recognize any stock-based compensation
expense related to performance-based incentive awards during the three and six months ended June 30, 2014, since the strategic initiatives set for the awards
were not achieved or probable of achievement.

H. Fair Value of Financial Instruments

The carrying amounts of certain financial instruments, including cash and cash equivalents and accounts payable, approximate their respective fair values due
to the short-term nature of such instruments. The carrying amount of the line of credit approximates fair value due to the variable interest rate in that
instrument.

The fair value of the Deerfield Convertible Notes and the Term Notes was $39.4 million and $12.9 million, respectively, at June 30, 2015. Both the Deerfield
Convertible Notes and the Term Notes fall within Level 3 of the fair value hierarchy as their value is based on the credit worthiness of the Company, which is
an unobservable input.
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Assets and Liabilities Measured at Fair Value on a Recurring Basis

The Company evaluates its financial assets and liabilities subject to fair value measurements on a recurring basis to determine the appropriate level in which
to classify them for each reporting period. This determination requires significant judgments to be made. The following table summarizes the conclusions
reached regarding fair value measurements as of June 30, 2015, and December 31, 2014 (in thousands):

Underwriter Warrant liability
2013 Warrant liability
Deerfield Warrant liability
Embedded Put Option

Underwriter Warrant liability
2013 Warrant liability
Deerfield Warrant liability
Embedded Put Option

Quoted Prices
in Active Significant
Markets for Other Significant
Identical Observable Unobservable
Balance at Assets Inputs Inputs
June 30, 2015 (Level 1) (Level 2) (Level 3)
7,429 $ — 3 — 3 7,429
30,630 30,630
1,220 — — 1,220
39,279 $ — $ — 3 39,279
Quoted Prices
in Active Significant
Markets for Other Significant
Balance at Identical Observable Unobservable
December 31, Assets Inputs Inputs
2014 (Level 1) (Level 2) (Level 3)

2,746 $ — 3 — 3 2,746
520 — — 520
12,560 — — 12,560
140 — — 140
15,966 $ — $ — $ 15,966

The Company’s Underwriter Warrant liability, Deerfield Warrant liability, and the embedded Put Option on the Deerfield Warrant are measured at fair value
on a recurring basis. The 2013 Warrant liability was recorded at fair value on a recurring basis through the completion of the IPO. As of June 30, 2015 and
December 31, 2014, the Underwriter Warrant liability, the Deerfield Warrant liability and the embedded Put Option are reported on the balance sheet in
derivative and warrant liability. As of December 31, 2014, the 2013 Warrant liability was reported on the balance sheet in derivative and warrant

liability. Upon closing of the IPO in April 2015, the 2013 Warrant liability was marked to fair value and then reclassified to equity. The Company used a
Monte Carlo simulation to value the Underwriter Warrant liability and the embedded Put Option at June 30, 2015 and December 31, 2014. The Company
used a Monte Carlo simulation to value the 2013 Warrant liability as of December 31, 2014, and the closing date of the IPO. Significant unobservable inputs
used in measuring the fair value of these financial instruments included the Company’s estimated enterprise value, an estimate of the timing of a liquidity
event, a present value discount rate, a risk-free rate of interest and an estimate of the Company’s stock volatility using the volatilities of guideline peer
companies. Changes in the fair value of the Underwriter Warrant liability, the 2013 Warrant liability, the Deerfield Warrant liability and the embedded Put
Option are reflected in the statements of operations as a fair value adjustment. A 10% increase in the enterprise value would result in an increase of
approximately $1.0 million in the estimated fair value of the Underwriter Warrant liability, an increase of approximately $3.4 million in the estimated fair
value of the Deerfield Warrant liability, and no change in the estimated fair value of the embedded Put Option at June 30, 2015.

A reconciliation of the beginning and ending balances for the derivative and warrant liability measured at fair value on a recurring basis using significant

unobservable inputs (Level 3) is as follows (in thousands):

Balance at beginning of period
Issuance of Deerfield Warrant
Embedded Put Option
Conversion of 2013 Convertible Notes
Reclassification of 2013 Warrants to equity
Adjustment to fair value

Balance at end of period
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Three Months Ended Six Months Ended
June 30, June 30,
2015 2014 2015 2014
17,728 $ 3,055 $ 15,966 $ 2,813
— 7,610 — 7,610
— 220 — 220
— (1,900) — (1,900)
(1,110) — (1,110) —
22,661 1,570 24,423 1,812
39,279 $ 10,555 $ 39,279 $ 10,555




I. Net Loss Per Share

Under the two-class method, for periods with net income, basic net income per common share is computed by dividing the net income attributable to common
stockholders by the weighted average number of shares of common stock outstanding during the period. Net income attributable to common stockholders is
computed by subtracting from net income the portion of current year earnings that participating securities would have been entitled to receive pursuant to
their dividend rights had all of the year’s earnings been distributed. No such adjustment to earnings is made during periods with a net loss as the holders of the
participating securities have no obligation to fund losses. Diluted net loss per common share is computed under the two-class method by using the weighted
average number of shares of common stock outstanding plus, for periods with net income attributable to common stockholders, the potential dilutive effects
of stock options and warrants. In addition, the Company analyzes the potential dilutive effect of the outstanding participating securities under the if-converted
method when calculating diluted earnings per share in which it is assumed that the outstanding participating securities convert or reclassified into common
stock at the beginning of the period. The Company reports the more dilutive of the approaches (two-class or if-converted) as its diluted net income per share
during the period. Due to the existence of net losses for the three and six month periods ended June 30, 2015 and 2014, basic and diluted loss per share were
the same, as the effect of potentially dilutive securities would have been anti-dilutive.

The following securities, presented on a common stock equivalent basis, have been excluded from the calculation of weighted average common shares
outstanding because their effect is anti-dilutive:

Three and Six Months Ended

June 30,
2015 2014

Redeemable convertible preferred stock:

Series A — 1,293,838

Series B — 829,234

Series C — 2,474,121

Series D — 967,359

Series D-1 — —

Total redeemable convertible preferred stock — 5,564,552
Warrants to purchase common stock 2,650,212 596,103
Deerfield warrant to purchase Series D Preferred Stock — 1,923,077
Warrants to purchase Series D Preferred Stock — 143,500
Awards under Incentive Stock Plan 943,304 318,000
2013 Convertible Notes — 727,186
Deerfield Convertible Notes 1,896,843 1,722,644
Total 5,490,359 10,995,062
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations.

You should read the following discussion and analysis of our financial condition and results of operations in conjunction with our unaudited condensed
financial statements and related notes included in Part I, Item 1 of this report. This discussion and other parts of this report contain forward-looking
statements that involve risks and uncertainties, such as statements of our plans, objectives, expectations and intentions. Our actual results could differ
materially from those discussed in these forward-looking statements. Factors that could cause or contribute to such differences include, but are not limited to,
those discussed in the section of this report entitled “Risk factors.”

Unless the context otherwise requires, we use the terms “KemPharm,” “company,” “we,” “us” and “our” in this report to refer to KemPharm, Inc.

Forward-Looking Statements

This discussion contains certain forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of
the Securities Exchange Act of 1934, as amended. Forward-looking statements are identified by words such as “believe,” “will,” “may,” “estimate,”
“continue,” “anticipate,” “intend,” “should,” “plan,” “expect,” “predict,” “could,” “potentially” or the negative of these terms or similar expressions. You
should read these statements carefully because they discuss future expectations, contain projections of future results of operations or financial condition, or
state other “forward-looking” information. These statements relate to our future plans, objectives, expectations, intentions and financial performance and the
assumptions that underlie these statements. These forward-looking statements are subject to certain risks and uncertainties that could cause actual results to
differ materially from those anticipated in the forward-looking statements. Factors that might cause such a difference include, but are not limited to, those
discussed in this report in Part II, Item 1A — “Risk Factors,” and elsewhere in this report. Forward-looking statements are based on our management’s
beliefs and assumptions and on information currently available to our management. These statements, like all statements in this report, speak only as of their
date, and we undertake no obligation to update or revise these statements in light of future developments. We caution investors that our business and financial
performance are subject to substantial risks and uncertainties.

» <«

3«

Overview

We are a clinical-stage specialty pharmaceutical company engaged in the discovery and development of proprietary prodrugs that we believe will be
improved versions of widely prescribed, approved drugs. We employ our Ligand Activated Therapy, or LAT, platform technology to create our prodrugs,
which in some cases may be eligible for composition-of-matter patent protection. Our most advanced product candidate is KP201/APAP which consists of
KP201, the company’s prodrug of hydrocodone, formulated in combination with acetaminophen, or APAP. We are developing KP201/APAP as an immediate
release, or IR, Hydrocodone product candidate for the treatment of acute moderate to moderately severe pain. We intend to submit a new drug application, or
NDA, under 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or Section 505(b)(2), for KP201/APAP to the U.S. Food and Drug Administration, or the
FDA, in the fourth quarter of 2015. We are also building a pipeline of additional prodrug product candidates that target large market opportunities in pain,
attention deficit hyperactivity disorder, or ADHD, and other central nervous system indications. We own worldwide commercial rights for all of our product
candidates, including KP201/APAP, except that Shire Pharmaceuticals, LLC, or Shire, has a right of first refusal to acquire, license or commercialize our
prodrug of methylphenidate, which we are developing for the treatment of ADHD, KP415.

We are a development stage company and have not generated any revenue. We have incurred losses since our inception and, as of June 30, 2015, had an
accumulated deficit of $85.9 million. Our net losses for the six months ended June 30, 2015 and 2014 were $35.7 million and $5.5 million, respectively.

We expect to continue to incur significant expenses and increasing operating losses for the foreseeable future, which may fluctuate significantly from quarter-
to-quarter and year-to-year.

Our commercial revenue, if any, will be derived from sales of prodrug products that we do not expect to be commercially available for several years, if at all.
Accordingly, we will need to continue to rely on additional financing to achieve our business objectives. Adequate additional financing may not be available
to us on acceptable terms, or at all. To the extent that we raise additional capital through the sale of equity or convertible debt securities, or exercise our right
to borrow additional tranches under our $60 million facility agreement, dated as of June 2, 2014, or the Deerfield Facility Agreement, with Deerfield Private
Design Fund III, LP, or Deerfield, the terms of these securities or this debt may restrict our ability to operate. If we raise additional funds through
collaborations, strategic alliances or marketing, distribution or licensing arrangements with third parties, we may be required to relinquish valuable rights. If
we are unable to raise capital when needed or on attractive terms, we could be forced to delay, reduce or altogether cease our research and development
programs or future commercialization efforts.
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Third-Party Agreements

In November 2009, we entered into a supply agreement with Johnson Matthey Inc., or JMI, pursuant to which JMI has agreed to supply us with all of the
KP201 necessary for clinical trials and commercial sale for a price equal to JMI’s manufacturing cost and to provide process optimization and development
services for KP201. In exchange, we issued shares of our common stock to JMI, provided that the commercial supply arrangement for KP201 would be
exclusive to JMI in the United States and agreed to pay JMI royalties on the net sales of KP201/APAP, if approved by the FDA. The percentage royalty rate
ranges from the high teens at low volumes to the mid-single digits at higher volumes.

We are responsible for all costs of any KP201 manufactured during a specified validation process for KP201. After completion of the validation process, but
prior to the commercial launch of KP201, JMI will manufacture the registration batches of KP201 at a price to be negotiated. Failure to agree upon this
pricing would result in JMI supplying the registration batches to us free of charge and we would pay JMI an additional royalty payment on such batches. The
percentage royalty rate ranges from the low teens at low volumes to the low single digits at higher volumes. After the commercial launch of KP201/APAP,
JMI will manufacture and supply KP201 at a price equal to JMI’s fully allocated manufacturing cost.

We must purchase all of our U.S. KP201 needs from JMI and JMI cannot supply KP201 to other companies. After the commercial launch of KP201, JMI is
required to identify a secondary manufacturing site and qualify and validate that site for the production of KP201.

The term of the supply agreement extends as long as we hold a valid and enforceable patent for KP201 or until the tenth anniversary of KP201’s commercial
launch, whichever date is later. Upon the expiration of such term, the agreement will automatically renew for a period of two years unless either party
provides 12 months prior notice of its intent not to renew.

Under our March 2012 asset purchase agreement with Shire, Shire has a right of first refusal to acquire, license or commercialize KP415.

Under our March 2012 termination agreement with MonoSol Rx, LLC, or MonoSol, MonoSol has the right to receive an amount equal to a percentage in the
low teens of any value generated by KP415, and any product candidates arising therefrom, including royalty payments on any license of KP415, the sale of
KP415 to a third party, the commercialization of KP415 and the portion of any consideration that is attributable to the value of KP415 and paid to us or our
stockholders in a change of control transaction.

Prior to January 1, 2012, our research and development costs were split between two of our product candidates, KP106 and KP201/APAP. Early in 2012, we
sold our rights to KP106, and for the year ended December 31, 2012 and all subsequent periods, substantially all of our research and development expenses
related to the development of our product candidate KP201/APAP.

We plan to increase our research and development expenses for the foreseeable future as we continue our effort to develop KP201/APAP and to further
advance the development of our other product candidates, subject to the availability of additional funding.

The successful development of product candidates is highly uncertain. At this time, we cannot reasonably estimate the nature, timing or costs required to
complete the remaining development of any product candidates. This is due to the numerous risks and uncertainties associated with the development of
product candidates.
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Results of Operations

Comparison of the Three Months Ended June 30, 2015 and 2014 (in thousands):

Three Months Ended June 30, Period-to-
2015 2014 Period Change

Revenue $ — 5 — $ —
Operating expenses:

Research and development 2,768 1,715 1,053

General and administrative 3,188 1,330 1,858
Total operating expenses 5,956 3,045 2,911
Loss from operations (5,956) (3,045) (2,911)
Other income (expenses):

Gain on extinguishment of debt — 1,900 (1,900)

Amortization of debt discount 477) (159) (318)

Interest expense (649) (704) 55

Fair value adjustment (22,661) (1,570) (21,091)
Total other expenses (23,787) (533) (23,254)
Loss before income taxes (29,743) (3,578) (26,165)
Income tax (expense) benefit — 6 (6)
Net loss $ (29,743) $ (3,572) $ (26,171)

Research and Development

Research and development expenses increased by $1.1 million, from $1.7 million for the three months ended June 30, 2014 to $2.8 million for the three
months ended June 30, 2015. This increase was primarily attributable to a $0.4 million increase in salaries and personnel-related costs due to increased
headcount, a $0.4 million increase in contracted third-party research and development spending on KP201/APAP, and a $0.2 million increase in stock-based
compensation expense related to the vesting of performance-based awards upon completion of our initial public offering, or IPO, during the three months
ended June 30, 2015.

General and Administrative

General and administrative expenses increased by $1.9 million, from $1.3 million for the three months ended June 30, 2014, to $3.2 million for the three
months ended June 30, 2015. This increase was primarily attributable to a $1.0 million increase in salaries and personnel-related costs due to increased
headcount, a $0.6 million increase in stock-based compensation expense related to stock option awards upon completion of our IPO, and a $0.3 million
increase in accounting expenses, professional fees and legal fees primarily related to our IPO.

Other Expenses

Other expenses increased by $23.3 million, from $0.5 million for the three months ended June 30, 2014, to $23.8 million for the three months ended June 30,
2015. This change was primarily attributable to a $21.1 million increase in the fair value adjustment related to our derivative and warrant liability, and a $1.9
million decrease in the gain from extinguishment of debt recognized in the second quarter of 2014 and related to the conversion of the 2013 Convertible
Notes.
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Comparison of the Six Months Ended June 30, 2015 and 2014 (in thousands):

Six Months Ended June 30, Period-to-
2015 2014 Period Change

Revenue $ — 3 — 3 —
Operating expenses:

Research and development 4,887 2,752 2,135

General and administrative 4,165 1,864 2,301
Total operating expenses 9,052 4,616 4,436
Loss from operations (9,052) (4,616) (4,436)
Other income (expenses):

Gain on extinguishment of debt — 1,900 (1,900)

Amortization of debt discount (954) (159) (795)

Interest expense (1,280) (800) (480)

Fair value adjustment (24,423) (1,812) (22,611)
Total other expenses (26,657) (871) (25,786)
Loss before income taxes (35,709) (5,487) (30,222)
Income tax (expense) benefit (7) 11 (18)
Net loss $ (35,716) $ (5,476) $ (30,240)

Research and Development

Research and development expenses increased by $2.1 million, from $2.8 million for the six months ended June 30, 2014, to $4.9 million for the six months
ended June 30, 2015. This increase was primarily attributable to a $1.1 million increase in contracted third-party research and development spending on
KP201/APAP, a $0.7 million increase in salaries and personnel-related costs due to increased headcount, and a $0.2 million increase in stock-based
compensation expense related to the vesting of performance-based awards upon completion of our IPO during the three months ended June 30, 2015.

General and Administrative

General and administrative expenses increased by approximately $2.3 million, from $1.9 million for the six months ended June 30, 2014, to $4.1 million for
the six months ended June 30, 2015. This increase was primarily attributable to a $1.1 million increase in salaries and personnel-related costs due to
increased headcount, a $0.6 million increase in stock-based compensation expense related to stock option awards upon completion of our IPO, and a $0.5
million increase in accounting expenses and professional fees.

Other Expenses

Other expenses increased by $25.8 million, from $0.9 million for the six months ended June 30, 2014, to $26.7 million for the six months ended June 30,
2015. This change was primarily attributable to the $22.6 million increase in the fair value adjustment related to our derivative and warrant liability, and a
$1.9 million decrease in the gain on extinguishment of debt recognized in the second quarter of 2014 related to the conversion of the 2013 Convertible
Notes. In addition, there was an increase of $0.8 million in the amortization of the debt issuance costs and debt discount related to the Deerfield Facility
Agreement during the six months ended June 30, 2015.

Liquidity and Capital Resources
Sources of Liquidity

Through June 30, 2015, we have funded our research and development and operating activities primarily through the issuance of $29.6 million of debt, $27.0
million of private placements of redeemable convertible preferred stock, and the sale of common stock in our initial public offering. As of June 30, 2015, we
had cash and cash equivalents of $64.2 million. We completed the initial closing of our IPO in April 2015 and with a subsequent closing in May 2015,
pursuant to which we received net proceeds, including net proceeds from the underwriters’ exercise of their option to purchase additional shares, of
approximately $59.9 million, after deducting underwriting discounts and commissions of $4.5 million. In addition, offering expenses totaling approximately
$1.8 million.

We have incurred losses since our inception and, as of June 30, 2015, had an accumulated deficit of $85.9 million. We anticipate that we will continue to incur
losses for at least the next several years. We expect that our research and development and general and administrative expenses will continue to increase and,
as a result, we will need additional capital to fund our operations, which we may obtain through one or more equity offerings, debt financings or other third-
party funding, including potential strategic alliances and licensing or collaboration arrangements.
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Deerfield Facility

In June 2014, we entered into the $60.0 million multi-tranche credit facility with Deerfield. At the time we entered into the Deerfield facility, we borrowed the
first tranche, which consisted of a $15.0 million term note and a $10.0 million senior secured convertible note. Under the terms of the Deerfield facility,
Deerfield is obligated to provide three additional tranches in the principal amounts of $10.0 million, $12.5 million and $12.5 million, respectively, upon our
request and after the satisfaction of specified conditions, including the FDA’s acceptance of an NDA for KP201/APAP and, for the final two tranches, the
subsequent approval for the commercial sale thereof. Deerfield’s obligation to provide such disbursements terminates on June 30, 2016. All loans issued
under the Deerfield facility bear interest at 9.75% per annum. Interest accrued on outstanding debt under the Deerfield facility is due quarterly in arrears.
Upon notice to Deerfield, we may choose to have one or more of the first eight of such scheduled interest payments added to the outstanding principal amount
of the debt issued under the Deerfield facility, provided that all such interest will be due on July 1, 2016. We must repay one third of the outstanding principal
amount of all debt issued under the Deerfield facility on the fourth and fifth anniversaries of the Deerfield facility. We are then obligated to repay the balance
of the outstanding principal amount on February 14, 2020.

Prepayment of the outstanding balance is not allowed without written consent of Deerfield.

Pursuant to the Deerfield facility, we issued to Deerfield 1,923,077 shares of our Series D redeemable convertible preferred stock as consideration for the
loans provided to us thereunder. Upon closing of our IPO, these shares of Series D redeemable convertible preferred stock reclassified into 256,410 shares of
our common stock.

We also issued to Deerfield a warrant to purchase 14,423,076 shares of our Series D redeemable convertible preferred stock at an initial exercise price of
$0.78 per share. Upon closing of our IPO, this warrant converted into a warrant exercisable for 1,923,077 shares of our common stock at a price per share of
$5.85. If we exercise our option to borrow the second tranche, then we will issue to Deerfield a warrant to purchase 1,282,052 shares of our common stock at
an initial exercise price of $5.85 per share. Similarly, if we borrow the third and fourth tranches, in each instance, we will issue to Deerfield a warrant
exercisable for the number of shares equal to 60% of the principal amount of such disbursement divided by 115% of the volume weighted average sales price
of our common stock for the 20 consecutive trading days immediately prior to the date of such disbursement with an exercise price per share equal to 115% of
such weighted average sales price.

Pursuant to the Deerfield Facility Agreement, we may not enter into specified transactions, including a debt financing in the aggregate value of $750,000 or
more, an underwritten public offering of our common stock, a merger, an asset sale or any other change of control transaction or any joint venture, partnership
or other profit sharing arrangement, without the prior approval of Deerfield. Additionally, if we were to enter into such a transaction, Deerfield would have
the ability to demand that prior to consummation of such transaction we repay all outstanding principal and accrued interest of any notes issued under the
Deerfield facility. Under each warrant issued pursuant to the Deerfield Facility Agreement, Deerfield has the right to demand that we redeem the warrant for a
cash amount equal to the Black-Scholes value of a portion of the warrant upon the occurrence of specified events, including a merger, an asset sale or any
other change of control transaction.

The Deerfield Facility Agreement also includes high yield discount obligation protections which go into effect in June 2019. After this time, if at any interest
payment date our outstanding indebtedness under the Deerfield Facility Agreement would qualify as an “applicable high yield discount obligation” under the

Internal Revenue Code, as amended, or the Code, then we are obligated to prepay in cash on each such date the amount necessary to avoid such classification.
As of June 30, 2015, the outstanding principal balance under the Deerfield Facility Agreement was $25 million.

Comparison of Cash Flows for the Six Months Ended June 30, 2015 and 2014 (in thousands):

Six Months Ended June 30,

2015 2014
Net cash used in operating activities $ (9,254) $ (3,822)
Net cash used in investing activities (40) (11)
Net cash provided by financing activities 63,262 24,819
Net increase in cash and cash equivalents $ 53,968 $ 20,986
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Operating Activities

For the six months ended June 30, 2015, net cash used in operating activities of $9.3 million consisted of a net loss of $35.7 million, primarily attributable to
an increase in fair value adjustments to our warrant and derivative liabilities, offset by $27.7 million in adjustments for non-cash items and $1.6 million of
cash used from changes in working capital. Adjustments for non-cash items primarily consisted of changes in fair value of our derivative and warrant
liabilities of $24.4 million, non-cash interest expense of $1.3 million, amortization of debt issuance costs and debt discount of $1.0 million, and stock-based
compensation expense of $1.3 million.

For the six months ended June 30, 2014, net cash used in operating activities of $3.8 million consisted of a net loss of $5.5 million, primarily attributable to
our spending on research and development, offset by $1.0 million in adjustments for non-cash items and $0.6 million of cash provided by changes in working
capital. Adjustments for non-cash items primarily consisted of gain on extinguishment of debt of $1.9 million, changes in fair value of our derivative and
warrant liabilities of $1.8 million, non-cash interest expense of $0.8 million, stock-based compensation expense of $0.1 million, and amortization expense of
$0.2 million.

Investing Activities

For the six months ended June 30, 2015, net cash used in investing activities was $40,000, which was primarily attributable to the purchase of property and
equipment.

For the six months ended June 30, 2014, net cash used in investing activities was $11,000, which was primarily attributable to the purchase of property and
equipment.

Financing Activities

For the six months ended June 30, 2015, net cash provided by financing activities of $63.3 million. Net cash consisted of (i) $59.9 million in proceeds, net of
underwriter’s discounts, from our initial public offering, in which we issued and sold 5,090,909 shares of our common stock at a public offering price of
$11.00 per share on April 21, 2015, and subsequently, sold an additional 763,636 shares of our common stock pursuant to the underwriters’ option to
purchase additional shares on May 12, 2015, and (ii) proceeds of $4.0 million from the issuance of our Series D-1 convertible redeemable preferred stock, or
Series D-1 Preferred, on February 19, 2015, offset by payment of deferred offering costs of $0.7 million.

For the six months ended June 30, 2014, net cash provided by financing activities of $24.8 million consisted of $25.0 million of proceeds from the issuance of
the Deerfield facility, offset by payment of debt issuance costs of $0.2 million.

Future Funding Requirements

To date, we have not generated any revenue. We do not know when, or if, we will generate any revenue. We do not expect to generate significant revenue
unless and until we obtain regulatory approval for and commercialize any of our product candidates. In addition, we expect our expenses to increase in
connection with our ongoing development activities, particularly as we continue the research, development and clinical trials of, and seek regulatory approval
for, product candidates. We also expect to incur additional costs associated with operating as a public company. In addition, subject to obtaining regulatory
approval of product candidates, we expect to incur significant commercialization expenses for product sales, marketing, manufacturing and distribution. We
anticipate that we will need substantial additional funding in connection with our continuing operations.

Based upon our current operating plan, we believe that our existing cash and cash equivalents will enable us to fund our operating expenses and capital
expenditure requirements through at least the next 18 months. We have based our estimates on assumptions that may prove to be wrong, and we may use our
available capital resources sooner than we currently expect. Because of the numerous risks and uncertainties associated with the development and
commercialization of product candidates, we are unable to estimate the amounts of increased capital outlays and operating expenditures necessary to complete
the development of product candidates.
Our future capital requirements will depend on many factors, including:

the progress and results of our studies and clinical trials for KP201/APAP;

the scope, progress, results and costs of preclinical development, laboratory testing and clinical trials for our other product candidates;

the ability to obtain abuse-deterrent claims in the labels for our product candidates, including KP201/APAP;

the number and development requirements of other product candidates that we may pursue;

the costs, timing and outcome of regulatory review of our product candidates;
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the efforts necessary to institute post-approval regulatory compliance requirements;

the costs and timing of future commercialization activities, including product manufacturing, marketing, sales and distribution, for any of our
product candidates for which we receive marketing approval;

the revenue, if any, received from commercial sales of our product candidates for which we receive marketing approval, which may be affected
by market conditions, including obtaining coverage and adequate reimbursement of our product candidates from third-party payors, including
government programs and managed care organizations, and competition within the therapeutic class to which our product candidates are
assigned;

the costs and timing of preparing, filing and prosecuting patent applications, maintaining and enforcing our intellectual property rights and
defending any intellectual property-related claims; and

the extent to which we acquire or in-license other product candidates and technologies.

Our commercial revenue, if any, will be derived from sales of prodrug products that we do not expect to be commercially available for several years, if at all.
Accordingly, we will need to continue to rely on additional financing to achieve our business objectives. Adequate additional financing may not be available
to us on acceptable terms, or at all. To the extent that we raise additional capital through the sale of equity or convertible debt securities, or exercise our right
to borrow additional tranches under the Deerfield Facility Agreement, the terms of these securities or this debt may restrict our ability to operate. The
Deerfield Facility Agreement includes, and any future debt financing and equity financing, if available, may involve agreements that include, covenants
limiting and restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures, entering into profit-sharing or other
arrangements or declaring dividends. If we raise additional funds through collaborations, strategic alliances or marketing, distribution or licensing
arrangements with third parties, we may be required to relinquish valuable rights to our technologies, future revenue streams, research programs or product
candidates or to grant licenses on terms that may not be favorable to us.

Contractual Obligations, Commitments and Contingencies
Contractual Obligations and Commitments

There have been no material changes to our contractual obligations and commitments outside the ordinary course of business from those disclosed under the
heading “Management’s Discussion and Analysis of Financial Condition and Results of Operations — Contractual Obligations and Commitments” in our
prospectus dated April 15, 2015, filed with the SEC on April 16, 2015, pursuant to Rule 424 promulgated under the Securities Act of 1933, as amended, or
the “Securities Act”.

Off-Balance Sheet Arrangements

During the periods presented, we did not have, nor do we currently have, any off-balance sheet arrangements as defined under SEC rules.

Critical Accounting Policies and Significant Judgments and Estimates

This management’s discussion and analysis of our financial condition and results of operations is based on our financial statements, which we have prepared
in accordance with accounting principles generally accepted in the United States. The preparation of our financial statements requires us to make estimates
and assumptions that affect the reported amounts of assets and liabilities and the disclosure of contingent assets and liabilities at the date of our financial
statements, as well as the reported revenues and expenses during the reported periods. We evaluate these estimates and judgments on an ongoing basis.

We base our estimates on historical experience and on various other factors that we believe are reasonable under the circumstances, the results of which form
the basis for making judgments about the carrying value of assets and liabilities that are not readily apparent from other sources. Actual results may differ
from these estimates under different assumptions or conditions.

Our critical accounting policies have not changed materially from those described in our prospectus dated April 15, 2015, filed with the SEC on April 16,
2015, pursuant to Rule 424 promulgated under the Securities Act.

Item 3. Quantitative and Qualitative Disclosures About Market Risk.
Interest Rate Sensitivity

Our primary exposure to market risk for our cash and cash equivalents is interest income sensitivity, which is affected by changes in the general level of U.S.
interest rates. As of June 30, 2015, we had cash and cash equivalents of $64.2 million. We currently do not hedge interest rate exposure. Because of the fixed
rate of interest on our outstanding debt, an immediate 10% increase in interest rates would not have a material effect on our results of operations.
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Item 4. Controls and Procedures.
Evaluation of Disclosure Controls and Procedures

As of the end of the period covered by this report, the company’s principal executive officer and principal financial officer evaluated the effectiveness of the
company’s disclosure controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended, or
Exchange Act. Based on their evaluation of the company’s disclosure controls and procedures, the company’s principal executive officer and principal
financial officer, with the participation of the company’s management, have concluded that the company’s disclosure controls and procedures were effective
as of June 30, 2015.

Changes in Internal Control Over Financial Reporting

During the fiscal quarter ended June 30, 2015, there were no changes in the company’s internal control over financial reporting that materially affected, or are
reasonably likely to materially affect, the company’s internal control over financial reporting.
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PART II

OTHER INFORMATION

Item 1. Legal Proceedings.

We are currently party to a lawsuit against DeWaay Financial Network, L.L.C., or DFN, a financial advisor and one of our warrant holders. We instituted the
lawsuit by filing a declaratory judgment action against DFN on September 13, 2013, in the Iowa District Court for Johnson County, Iowa. The lawsuit was
subsequently removed to the Iowa District Court for Polk County, Iowa.

On June 6, 2011, we entered into an agreement with DFN, or the DFN agreement, pursuant to which we granted to DFN a purported right of first refusal to
serve as our exclusive financial advisor for specified strategic transactions, including a sale of our company, private and public capital raising transactions,
and joint ventures, licenses or similar transactions with respect to our product candidates, and we granted a purported right to receive, subject to specified
conditions including non-exercise of such right of first refusal, a cash fee equal to the greater of $250,000 and 1.5% of the total consideration received by us,
our affiliates and our equity owners and related to any such strategic transaction, in each case, irrespective of whether any such strategic transaction occurred
during or after the term of the DFN agreement.

In the lawsuit, we are seeking a declaratory judgment finding invalid and unenforceable such purported right of first refusal and right to receive a cash fee
related to any such strategic transaction. DFN filed an answer requesting that the court declare that such rights are valid and survive termination of the DFN
agreement and counterclaims requesting that the court award damages to DFN, including a fee based upon the total consideration that we have received and in
the future will receive under the Deerfield Facility Agreement. Two former members of our board of directors joined the lawsuit as intervenors and a trial date
for the matter has been scheduled for September 2015. We cannot predict the timing or outcome of this litigation. However, if it is determined that such
purported right of first refusal and right to receive a cash fee related to any such strategic transaction are valid, then we could be required to pay DFN a
portion of the consideration or proceeds received in any such specified strategic transaction, including the Deerfield Facility Agreement, our IPO, the sale of
our Series D-1 Preferred to Cowen KP Investment LLC, or Cowen, and any future capital raising and other strategic transactions.

From time to time we are involved in legal proceedings arising in the ordinary course of business. We believe there is no other litigation pending that could
have, individually or in the aggregate, a material adverse effect on our results of operations or financial condition.

Item 1A. Risk Factors.

You should carefully consider all of the risk factors and uncertainties described below, in addition to other information contained in this Quarterly Report on
Form 10-Q, including the section of this report titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our
combined and consolidated financial statements and related notes, before investing in our common stock. If any of the following risks materialize, our
business, financial condition and results of operations could be seriously harmed. This Quarterly Report on Form 10-Q also contains forward-looking
statements that involve risks and uncertainties. Our actual results could differ materially from those anticipated in the forward-looking statements as a result
of factors that are described below and elsewhere in this Quarterly Report on Form 10-Q.

Risks Related to Our Financial Position and Capital Needs
We have incurred significant losses since our inception. We expect to incur losses over the next several years and may never achieve or maintain
profitability.

We have incurred losses since our inception and, as of June 30, 2015, had an accumulated deficit of $85.9 million. Our net losses for the six months ended
June 30, 2015 and 2014, were $35.7 million and $5.5 million, respectively. We have financed our operations to date with $52.7 million raised in private
placements of redeemable convertible preferred stock, convertible promissory notes and term debt and $59.9 in aggregate net proceeds from our initial public
offering.

We have devoted substantially all of our financial resources and efforts to research and development, including preclinical studies and clinical trials. We are
still in the early stages of development of many of our product candidates, and we have not completed development of any of our product candidates. We
expect to continue to incur significant expenses and operating losses over the next several years. Our net losses may fluctuate significantly from quarter to
quarter and year to year. We anticipate that our expenses will increase substantially as we:

continue our ongoing studies and clinical trials evaluating, among other things, KP201/APAP’s abuse-deterrent features;

seek regulatory approvals for KP201/APAP and for any other product candidates that successfully complete clinical trials;

21



continue research and preclinical development and initiate clinical trials of our other product candidates;
seek to discover and develop additional product candidates;

potentially establish a commercialization infrastructure and scale up external manufacturing and distribution capabilities to commercialize any
product candidates for which we may obtain regulatory approval;

adapt our regulatory compliance efforts to incorporate requirements applicable to marketed products;
maintain, expand and protect our intellectual property portfolio;
hire additional clinical, manufacturing and scientific personnel;

add operational, financial and management information systems and personnel, including personnel to support our prodrug development and
potential future commercialization efforts; and

incur additional legal, accounting and other expenses in operating as a public company.
To become and remain profitable, we must succeed in developing and eventually commercializing prodrugs that generate significant revenue. This will
require us to be successful in a range of challenging activities, including completing preclinical studies and clinical trials and obtaining regulatory approval of
our product candidates, and manufacturing, marketing and selling any product candidates for which we may obtain regulatory approval, as well as

discovering and developing additional product candidates. 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 revenue that is significant enough to achieve profitability.

Because of the numerous risks and uncertainties associated with prodrug development, we are unable to accurately predict the timing or amount of expenses
or when, or if, we will be able to achieve profitability. If we are required by regulatory authorities to perform studies in addition to those currently expected,
or if there are any delays in the initiation and completion our clinical trials or the development of any of our product candidates, our expenses could increase.

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

We will need substantial additional funding to pursue our business objectives. If we are unable to raise capital when needed, we could be forced to delay,
reduce or altogether cease our prodrug development programs or commercialization efforts.

We believe that our existing cash and cash equivalents will enable us to fund our operating expenses and capital expenditure requirements for at least the next
18 months. However, we will need to obtain substantial additional funding in connection with our continuing operations. Our future capital requirements will
depend on many factors, including:

the progress and results of our studies and clinical trials for KP201/APAP;

the scope, progress, results and costs of preclinical development, laboratory testing and clinical trials for our other product candidates;
the ability to obtain abuse-deterrent claims in the labels for our product candidates, including KP201/APAP;

the number and development requirements of other product candidates that we may pursue;

the costs, timing and outcome of regulatory review of our product candidates;

the efforts necessary to institute post-approval regulatory compliance requirements;

the costs and timing of future commercialization activities, including product manufacturing, marketing, sales and distribution, for any of our
product candidates for which we receive marketing approval;

the revenue, if any, we receive from commercial sales of our product candidates for which we obtain marketing approval, which may be
affected by market conditions, including obtaining coverage and adequate reimbursement of our product candidates from third-party payors,
including government programs and managed care organizations, and competition within the therapeutic class to which our product candidates
are assigned;

the costs and timing of preparing, filing and prosecuting patent applications, maintaining and enforcing our intellectual property rights and
defending any intellectual property-related claims; and

the extent to which we acquire or in-license other product candidates and technologies.
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Identifying potential product candidates and conducting preclinical studies and clinical trials is a time-consuming, expensive and uncertain process that takes
years to complete, and we may never generate the necessary data or results required to obtain regulatory approval for our product candidates or claims
necessary to make such candidates profitable, and achieve product sales. In addition, our product candidates, if approved, may not achieve commercial
success. Our commercial revenue, if any, will be derived from sales of prodrug products that we do not expect to be commercially available for a number of
years, if at all. Accordingly, we will need to continue to rely on additional financing to achieve our business objectives. Adequate additional financing may
not be available to us on acceptable terms, or at all. To the extent that we raise additional capital through the sale of equity or convertible debt securities, or
exercise our right to borrow additional tranches under the Deerfield facility, the terms of these securities or this debt may restrict our ability to operate. The
Deerfield facility includes, and any future debt financing and equity financing, if available, may involve agreements that include, covenants limiting and
restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures, entering into profit-sharing or other
arrangements or declaring dividends. If we raise additional funds through collaborations, strategic alliances or marketing, distribution or licensing
arrangements with third parties, we may be required to relinquish valuable rights to our technologies, future revenue streams, research programs or product
candidates or to grant licenses on terms that may not be favorable to us. In addition, we may seek additional capital due to favorable market conditions or
strategic considerations even if we believe we have sufficient funds for our current or future operating plans. If we are unable to raise capital when needed or
on attractive terms, we could be forced to delay, reduce or altogether cease our research and development programs or future commercialization efforts.

Our 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 2006, and our operations to date have been largely focused on raising capital, identifying potential product candidates,
broadening our expertise in the development of our prodrugs, undertaking preclinical studies and conducting clinical trials. We have not yet demonstrated an
ability to obtain regulatory approvals, manufacture a prodrug on a commercial scale or arrange for a third party to do so, or conduct sales and marketing
activities necessary for successful commercialization or enter into a collaboration for that purpose. 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.

We may encounter unforeseen expenses, difficulties, complications, delays and other known or unknown factors in achieving our business objectives. We will
need to transition at some point from a company with a research and development focus to a company capable of supporting commercial activities. We may
not be successful in such a transition.

We expect our financial condition and operating results to continue to fluctuate significantly from quarter to quarter and year to year due to a variety of
factors, many of which are beyond our control. Accordingly, you should not rely upon the results of any quarterly or annual periods as indications of future
operating performance.

Our independent registered public accounting firm has included an explanatory paragraph relating to our ability to continue as a going concern in its
report on our audited financial statements for the fiscal year ended December 31, 2014.

Our report from our independent registered public accounting firm for the year ended December 31, 2014, includes an explanatory paragraph stating that our
recurring losses from operations and stockholders’ deficit raise substantial doubt about our ability to continue as a going concern. While we believe that we
will be able to raise the capital we need to continue our operations, and this report was issued prior to completion of our initial public offering, there can be no
assurances that we will be successful in these efforts, or that the proceeds from our initial public offering will be able to resolve our liquidity issues or
eliminate our operating losses. If we are unable to obtain sufficient funding, our business, prospects, financial condition and results of operations will be
materially and adversely affected and we may be unable to continue as a going concern. If we are unable to continue as a going concern, we may have to
liquidate our assets and may receive less than the value at which those assets are carried on our audited consolidated financial statements, and it is likely that
investors will lose all or a part of their investment. Future reports from our independent registered public accounting firm may also contain statements
expressing substantial doubt about our ability to continue as a going concern. If we seek additional financing to fund our business activities in the future and
there remains substantial doubt about our ability to continue as a going concern, investors or other financing sources may be unwilling to provide additional
funding on commercially reasonable terms or at all.
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Risks Related to the Development of Our Product Candidates

Our research and development is focused on discovering and developing proprietary prodrugs, and we are taking an innovative approach to discovering
and developing prodrugs, which may never lead to marketable prodrug products.

A key element of our strategy is to use our LAT platform technology to build a pipeline of prodrugs and progress product candidates based on these prodrugs
through clinical development for the treatment of a variety of diseases and conditions. The scientific discoveries that form the basis for our efforts to discover
and develop prodrugs are relatively new. The scientific evidence to support the feasibility of developing product candidates based on these discoveries is both
preliminary and limited. Although our research and development efforts to date have resulted in a pipeline of prodrug product candidates, we may not be able
to develop prodrugs that are bioequivalent, safe and effective and that have commercially significant improvements over already approved drugs. Even if we
are successful in continuing to build our pipeline, the potential product candidates that we identify may not be suitable for clinical development, including as
a result of being shown to have harmful side effects, a lack of efficacy, or other characteristics that indicate that they are unlikely to be prodrugs that will
receive marketing approval and achieve market acceptance. If we do not successfully develop and commercialize product candidates based upon our LAT
platform technology, we will not be able to obtain product revenue in future periods, which likely would result in significant harm to our financial position
and adversely affect our stock price.

We are very early in our development efforts and have only one product candidate, KP201/APAP, that has commenced clinical trials. All of our other
product candidates are still in preclinical development. If we are unable to commercialize our product candidates, including KP201/APAP, or experience
significant delays in doing so, our business will be harmed.

We are very early in our development efforts and have only one product candidate, KP201/APAP, that has commenced clinical trials. All of our other product
candidates are still in preclinical development. We have not completed the development of any product candidates, we generate no revenue from the sale of
any prodrugs and we may never be able to develop a marketable prodrug product. We have invested substantially all of our efforts and financial resources in
the development of our LAT platform technology, the identification of potential product candidates and the development of our product candidates. Our
ability to generate revenue from our product candidates, which we do not expect will occur for a number of years, if ever, will depend heavily on their
successful development and eventual commercialization. The success of our product candidates will depend on several factors, including:

successful completion of preclinical studies and requisite clinical trials;
successful completion and achievement of endpoints in our clinical trials;
demonstration that the risks involved with our product candidates are outweighed by the benefits;

successful development of our manufacturing processes for our product candidates, including entering into and maintaining arrangements with
third-party manufacturers;

successful completion of an FDA preapproval inspection of the facilities used to manufacture our product candidates, as well as select clinical
trial sites;

receipt of timely marketing approvals from applicable regulatory authorities, including the determination by the U.S. Drug Enforcement
Agency, or DEA, of the controlled substance schedule for a product candidate, taking into account the recommendation of the FDA;

obtaining abuse-deterrent claims in the labels for our product candidates, including KP201/APAP;

obtaining and maintaining patent, trademark and trade secret protection and regulatory exclusivity for our product candidates and otherwise
protecting our rights in our intellectual property portfolio;

maintaining compliance with regulatory requirements, including current good manufacturing practices, or cGMPs;
launching commercial sales of product candidates, if and when approved, whether alone or in collaboration with others;
acceptance of our prodrug product candidates, if approved, by patients, the medical community and third-party payors;
competing effectively with other therapies;

obtaining and maintaining healthcare coverage and adequate reimbursement; and

maintaining a continued acceptable safety and efficacy profile of the prodrug products following approval.
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Whether regulatory approval will be granted is unpredictable and depends upon numerous factors, including the substantial discretion of the regulatory
authorities. If, following submission, our NDA for a product candidate is not accepted for substantive review or approval, the FDA or other comparable
foreign regulatory authorities may require that we conduct additional studies or clinical trials, provide additional data, take additional manufacturing steps or
require other conditions before they will reconsider our application. If the FDA or other comparable foreign regulatory authorities require additional studies,
clinical trials or data, we would incur increased costs and delays in the marketing approval process, which may require us to expend more resources than we
have available. In addition, the FDA or other comparable foreign regulatory authorities may not consider sufficient any additional required studies, clinical
trials, data or information that we perform and complete or generate, or we may decide to abandon the program.

It is possible that none of our existing product candidates or any of our future product candidates will ever obtain regulatory approval, even if we expend
substantial time and resources seeking such approval.

If we do not achieve one or more of these factors in a timely manner or at all, we could experience significant delays or an inability to successfully
commercialize our product candidates, which would harm our business.

Our ability to market and promote our products in the United States by describing their abuse-deterrent features will be determined by the FDA-approved
labeling for them.

The commercial success of KP201/APAP and most of our other product candidates will depend upon our ability to obtain FDA-approved labeling describing
their abuse-deterrent features. Our failure to achieve FDA approval of product labeling containing such information will prevent our advertising and
promotion of the abuse-deterrent features of our product candidates in order to differentiate them from other similar products. This would make our products
less competitive in the market.

FDA approval is required in order to make claims that a product has an abuse-deterrent effect. In January 2013, the FDA published draft guidance with regard
to the evaluation and labeling of abuse-deterrent opioids. This guidance was published in final form in April 2015. The FDA guidance provides direction as to
the studies and data required for obtaining abuse-deterrent claims in a product label. The guidance describes four categories of label claims for abuse-
deterrent products. Depending on product and study data, a combination of categories can be included in the label claims. The FDA guidance lists the
following theoretical examples:

Category 1-in vitro data demonstrate the product has physical and chemical properties that are expected to deter intravenous abuse. However,
abuse is still possible by the oral and nasal routes.

Category 1 and 2—in vitro data demonstrate that the product has physical and chemical properties that are expected to deter oral, nasal and
intravenous abuse. However, abuse of intact product is still possible by the oral route.

Category 2 and 3—pharmacokinetic and clinical abuse potential studies indicate that the product has properties that are expected to deter abuse
via the oral, intranasal and intravenous routes. However, abuse of product by these routes is still possible.

Category 4—data demonstrated a reduction in the abuse of the product in the community setting compared to the levels of abuse, overdose, and
death that occurred when only formulations of the same opioid without abuse-deterrent properties were available. This reduction in abuse
appears to be attributable to the product’s formulation, which deters abuse by injection or snorting of the manipulated product. However, such
abuse of this product is still possible, and the product’s abuse deterrence properties do not deter abuse associated with swallowing the intact
formulation.

If a product is approved by the FDA to include such claims in its label, the applicant may use information about the abuse-deterrent features of the product in
its marketing efforts to physicians.

Although we intend to conduct trials to support approval by the FDA of Category 1, 2 and 3 labeling claims for KP201/APAP, there can be no assurance that
KP201/APAP or any of our other product candidates will receive FDA-approved labeling that describes the abuse-deterrent features of such products. The
FDA may find that our trials do not support abuse-deterrent labeling or that our product candidates do not provide substantial abuse deterrence because, for
example, their deterrence mechanisms do not address the way they are most likely to be abused. As with all claims, we will be required to provide adequate
substantiation. For example, we will need to demonstrate that KP201/APAP has abuse-deterrent properties sufficient to achieve Category 1, 2 and 3 abuse-
deterrent labeling. Further, the FDA is not required to follow its guidance and could change this guidance, which could require us to conduct additional trials.
If the FDA does not approve abuse-deterrent labeling, we will not be able to promote such products based on their abuse-deterrent features and may not be
able to differentiate such products from other similar products.

Even if we do receive FDA approval for abuse-deterrent claims, the claims may not be broad enough to demonstrate a substantial benefit to health care
providers and patients. For instance, the claims may not encompass the more common forms of abuse for products like our product candidates. Moreover,

continued investigation in Phase 4 studies following product approval, if required, may not support the continued use of abuse-deterrent claims.
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If the FDA does not conclude that our product candidates are sufficiently bioequivalent, or have comparable bioavailability, to approved drugs, or if the
FDA does not allow us to pursue the 505(b)(2) NDA pathway as anticipated, the approval pathway for our product candidates will likely take significantly
longer, cost significantly more and entail significantly greater complications and risks than anticipated, and the FDA may not ultimately approve our
product candidates.

A key element of our strategy is to seek FDA approval for most of our product candidates, including KP201/APAP, through the 505(b)(2) NDA pathway.
505(b)(2) permits the filing of an NDA where at least some of the information required for approval comes from studies not conducted by or for the applicant
and for which the applicant has not obtained a right of reference. Such reliance is typically predicated on a showing of bioequivalence or comparable
bioavailability to an approved drug.

If the FDA does not allow us to pursue the 505(b)(2) NDA pathway as anticipated, or if we cannot demonstrate bioequivalence or comparable bioavailability
of our product candidates to approved products, we may need to conduct additional clinical trials, provide additional data and information, and meet
additional standards for regulatory approval. Moreover, even if the FDA does allow us to pursue the 505(b)(2) NDA pathway, depending on the product
candidate, we may still need to conduct additional clinical trials, including clinical trials to assess product safety or efficacy. If this were to occur, the time and
financial resources required to obtain FDA approval for our product candidates, and complications and risks associated with our product candidates, would
likely substantially increase.

To rely on the FDA’s previous findings of safety and effectiveness for an approved product in a 505(b)(2) NDA, the approved product must be an NDA
product. For KP201/APAP, because there are no approved NDAs for hydrocodone/APAP combination products, we are required to establish safety and
efficacy of APAP and safety and efficacy of hydrocodone separately through other methods. We plan to reference published medical and scientific literature
in our 505(b)(2) NDA to establish the safety and effectiveness of hydrocodone. If this literature is insufficient, we may need to conduct additional clinical
trials and provide additional data and information regarding the safety and effectiveness of hydrocodone.

Moreover, our inability to pursue the 505(b)(2) NDA pathway could result in new competitive products reaching the market more quickly than our product
candidates, which could hurt our competitive position and our business prospects. Even if we are allowed to pursue the 505(b)(2) NDA pathway, we cannot
assure you that our product candidates will receive the requisite approvals for commercialization on a timely basis, if at all. Other companies may achieve
product approval of similar products before we do, which would delay our ability to obtain product approval, expose us to greater competition, and would
require that we seek approval via alternative pathways, such as an abbreviated new drug application, or ANDA, which is used for the development of generic
drug products.

In addition, notwithstanding the approval of a number of products by the FDA under 505(b)(2) over the last few years, pharmaceutical companies and others
have objected to the FDA’s interpretation of 505(b)(2). If the FDA’s interpretation of 505(b)(2) is successfully challenged, the FDA may change its policies
and practices with respect to 505(b)(2) regulatory approvals, which could delay or even prevent the FDA from approving any NDA that we submit under
505(b)(2).

Even if our product candidates are approved under 505(b)(2), the approval may be subject to limitations on the indicated uses for which the products may be
marketed, including more limited subject populations than we request, may require that contraindications, warnings or precautions be included in the product
labeling, including a black box warning, may be subject to other conditions of approval, or may contain requirements for costly post-marketing clinical trials,
testing and surveillance to monitor the safety or efficacy of the products, or other post-market requirements, such as a Risk Evaluation and Mitigation
Strategy, or REMS. The FDA also may not approve a product candidate with a label that includes the labeling claims necessary or desirable for the successful
commercialization of that product candidate. Based upon currently approved products, we anticipate that we may be required to conduct Phase 4 studies and
to implement a REMS and will have a black box warning for at least some of our product candidates.
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Clinical drug development involves a lengthy and expensive process, with an uncertain outcome. We may incur additional costs or experience delays in
completing, or ultimately be unable to complete, the development and commercialization of our product candidates.

The risk of failure for our product candidates is high. It is impossible to predict when or if any of our product candidates will prove effective or safe in
humans and will receive regulatory approval. Before obtaining marketing approval from regulatory authorities for the sale of any product candidate, we must
complete preclinical development and then conduct clinical trials to demonstrate the safety and efficacy of our product candidates in humans. Clinical testing
is expensive, difficult to design and implement, can take many years to complete and is uncertain as to outcome. A failure of one or more clinical trials can
occur at any stage of testing. The outcome of preclinical studies and early clinical trials may not be predictive of the success of later clinical trials, and interim
results of a clinical trial do not necessarily predict final results. Interpretation of results from early, usually smaller, studies that suggest positive trends in
some subjects, requires caution. Results from later stages of clinical trials enrolling more subjects may fail to show the desired safety and efficacy results or
otherwise fail to be consistent with the results of earlier trials of the same product candidates. Later clinical trial results may not replicate earlier clinical trials
for a variety of reasons, including differences in trial design, different trial endpoints, or lack of trial endpoints in exploratory studies, subject population,
number of subjects, subject selection criteria, trial duration, drug dosage and formulation and lack of statistical power in the earlier studies. Moreover,
preclinical and clinical data are often susceptible to varying interpretations and analyses, and many companies that have believed their product candidates
performed satisfactorily in preclinical studies and clinical trials have nonetheless failed to obtain marketing approval of their products.

We may experience numerous unforeseen events during, or as a result of, clinical trials that could delay or prevent our ability to receive marketing approval or
commercialize our product candidates, including:

regulators or institutional review boards may not authorize us or our investigators to commence a clinical trial, conduct a clinical trial at a
prospective trial site or amend clinical trial protocols as needed;

we may experience delays in reaching, or fail to reach, agreement on acceptable clinical trial contracts or clinical trial protocols with
prospective trial sites and contract research organizations, or CROs;

clinical trials of our product candidates may produce negative or inconclusive results, including failure to demonstrate statistical significance in
cases where that is required, and we may decide, or regulators may require us, to conduct additional clinical trials or abandon prodrug
development programs;

the number of subjects required for clinical trials of our product candidates may be larger than we anticipate, enrollment in these clinical trials
may be slower than we anticipate or participants may drop out of these clinical trials at a higher rate than we anticipate;

our third-party contractors may fail to comply with regulatory requirements or trial protocols, or meet their contractual obligations to us in a
timely manner, or at all;

regulators or institutional review boards may require that we or our investigators suspend or terminate clinical research for various reasons,
including noncompliance with regulatory requirements or a finding that the participants are being exposed to unacceptable health risks;

the cost of clinical trials of our product candidates may be greater than we anticipate, including if we are not able to pursue the 505(b)(2) NDA
pathway for approval of our product candidates;

we will need to pay substantial application user fees, which we may not be able to afford,;

the supply or quality of our product candidates or other materials necessary to conduct clinical trials of our product candidates may be
insufficient or inadequate;

we may abandon our development program or programs based on the changing regulatory or commercial environment;
regulatory authorities may not agree with our trial design or implementation; and
our product candidates may have undesirable side effects or other unexpected characteristics, causing us or our investigators, regulators or

institutional review boards to suspend or terminate the trials.

If we are required to conduct additional clinical trials or other testing of our product candidates beyond those that we currently contemplate, if we are unable
to successfully complete clinical trials of our product candidates or other testing, if the results of these trials or tests are not positive or are only modestly
positive or if there are safety concerns, we may:

be delayed in obtaining marketing approval for our product candidates;
not obtain marketing approval at all;

obtain approval for indications or patient populations that are not as broad as intended or desired;
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obtain approval but without the claims necessary for us to successfully commercialize our product candidates;
obtain approval with labeling that includes significant use or distribution restrictions or safety warnings;
be subject to additional post-marketing testing, surveillance, or other requirements, such as REMS; or

have the product removed from the market after obtaining marketing approval.

Our prodrug development costs may also increase if we experience delays in testing or obtaining marketing approvals. We do not know whether any of our
preclinical studies or clinical trials will begin as planned, will need to be restructured or will be completed on schedule, or at all. Significant preclinical study
or clinical trial delays also could shorten any periods during which we may have the exclusive right to commercialize our product candidates or allow our
competitors to bring products to market before we do and impair our ability to successfully commercialize our product candidates.

Changes in methods of product candidate manufacturing or formulation may result in additional costs or delay.

As product candidates are developed through preclinical studies to late-stage clinical trials towards approval and commercialization, various aspects of the
development program, such as manufacturing methods and formulation, may be altered along the way in an effort to optimize processes and results. Such
changes may not achieve these intended objectives. Any of these changes could cause our product candidates to perform differently and affect the results of
planned clinical trials or other future clinical trials conducted with the altered materials. Such changes may also require additional testing, FDA notification or
FDA approval. This could delay completion of clinical trials, require the conduct of bridging clinical trials or the repetition of one or more clinical trials,
increase clinical trial costs, delay approval of our product candidates and jeopardize our ability to commence product sales and generate revenue.

Our decision to seek approval of KP201/APAP and other product candidates under 505(b)(2) may increase the risk that patent infringement suits are filed
against us, which would delay the FDA’s approval of such product candidates.

In connection with any NDA that we file under 505(b)(2), if there are patents that claim the approved drug contained in our product candidates and referenced in
our 505(b)(2) NDA, we must certify to the FDA and notify the patent holder that any patents listed for the approved drug in the FDA’s Orange Book publication
are invalid, unenforceable or will not be infringed by the manufacture, use or sale of our prodrug. If a patent infringement lawsuit is filed against us within 45
days of its receipt of notice of our certification, the FDA is automatically prevented from approving our 505(b)(2) NDA until the earliest of 30 months, expiration
of the patent, settlement of the lawsuit or a court decision in the infringement case that is favorable to us, or such shorter or longer period as may be ordered by a
court. Such actions are routinely filed by patent owners. Accordingly, we may invest significant time and expense in the development of our product candidates
only to be subject to significant delay and patent litigation before our product candidates may be commercialized. We may not be successful in defending any
patent infringement claim. Even if we are found not to infringe, or a plaintiff’s patent claims are found invalid or unenforceable, defending any such infringement
claim would be expensive and time-consuming, and would delay launch of KP201/APAP or our other product candidates and distract management from their
normal responsibilities.

We anticipate that most of our product candidates, if approved by the FDA, may be subject to mandatory REMS programs, which could increase the cost,
burden and liability associated with the commercialization of these product candidates.

The FDA has indicated that some opioid drugs formulated with the active ingredients hydrocodone, fentanyl, hydromorphone, methadone, morphine,
oxycodone, oxymorphone and others will be required to have a REMS to ensure that the benefits of the drugs continue to outweigh the risks. The FDA has
already approved a REMS for extended release, or ER, and long-acting opioids as part of a federal initiative to address inappropriate prescribing and
prescription drug abuse and misuse. The REMS introduces new safety measures designed to reduce risks and improve the safe use of ER and long-acting
opioids, while ensuring access to needed medications for patients in pain. The ER and long-acting opioid REMS affects more than 20 companies that
manufacture these opioid analgesics. Under the new REMS, companies are required to make education programs available to prescribers. It is expected that
companies will meet this obligation by taking specific steps to ensure that health care providers are aware of the availability of the training and by providing
educational grants to continuing education providers, who will develop and deliver the training. The REMS also requires companies to make available FDA-
approved patient education materials on the safe use of these drugs. The companies must perform periodic assessments of the implementation of the REMS
and the success of the program in meeting its goals. The FDA will review these assessments and may require additional elements to achieve the goals of the
program. Independent audits must also be conducted of the educational efforts.

We anticipate that most of our product candidates, including KP201/APAP, if approved by the FDA, may be subject to a REMS requirement. There may be
increased cost, administrative burden and potential liability associated with the marketing and sale of these types of product candidates subject to a REMS

requirement, which could increase the costs to us and reduce the commercial benefits to us from the sale of these product candidates.
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Our product candidates contain controlled substances, the manufacture, use, sale, importation, exportation, prescribing and distribution of which are
subject to regulation by the DEA.

Before we can commercialize our product candidates, the DEA will need to determine the controlled substance schedule, taking into account the
recommendation of the FDA. This may be a lengthy process that could delay our marketing of a product candidate and could potentially diminish any
regulatory exclusivity periods for which we may be eligible. Most of our product candidates, including KP201/APAP, KP511/ER, KP415 and KP606/ER, if
approved, will be regulated as “controlled substances” as defined in the Controlled Substances Act of 1970, or CSA, and the implementing regulations of the
DEA, which establish registration, security, recordkeeping, reporting, storage, distribution, importation, exportation, inventory, quota and other requirements
administered by the DEA. These requirements are applicable to us, to our contract manufacturers and to distributors, prescribers and dispensers of our product
candidates. The DEA regulates the handling of controlled substances through a closed chain of distribution. This control extends to the equipment and raw
materials used in their manufacture and packaging, in order to prevent loss and diversion into illicit channels of commerce. A number of states and foreign
countries also independently regulate these drugs as controlled substances.

The DEA regulates controlled substances as Schedule I, II, III, IV or V substances. Schedule I substances by definition have no established medicinal use, and
may not be marketed or sold in the United States. A pharmaceutical product may be listed as Schedule II, III, IV or V, with Schedule II substances considered
to present the highest risk of abuse and Schedule V substances the lowest relative risk of abuse among such substances. Schedule II drugs are those that meet
the following characteristics:

the drug has a high potential for abuse;
the drug has a currently accepted medical use in treatment in the United States or a currently accepted medical use with severe restrictions; and

abuse of the drug may lead to severe psychological or physical dependence.

We expect that most of our product candidates will be listed by the DEA as Schedule II controlled substances under the CSA. Consequently, the
manufacturing, shipping, storing, selling and using of the products will be subject to a high degree of regulation. Schedule II drugs are subject to the strictest
requirements for registration, security, recordkeeping and reporting. Also, distribution, prescribing and dispensing of these drugs are highly regulated.

Annual registration is required for any facility that manufactures, distributes, dispenses, imports or exports any controlled substance. The registration is
specific to the particular location, activity and controlled substance schedule.

In addition, a DEA quota system controls and limits the availability and production of controlled substances in Schedule I or II. Because most of our product
candidates are expected to be regulated as Schedule II controlled substances, they will be subject to the DEA’s production and procurement quota scheme.
The DEA establishes annually an aggregate quota for how much of a controlled substance may be produced in total in the United States based on the DEA’s
estimate of the quantity needed to meet legitimate scientific and medicinal needs. Manufacturers of Schedule I and II controlled substances are required to
apply for quotas on an annual basis. If we or our contract manufacturers or suppliers do not obtain a sufficient quota from DEA, we may not be able to obtain
sufficient quantities of these controlled substances in order to complete our clinical trials or meet commercial demand, if our product candidates are approved
for marketing.

Because of their restrictive nature, these laws and regulations could limit commercialization of our product candidates containing controlled substances.
Failure to comply with these laws and regulations could also result in withdrawal of our DEA registrations, disruption in manufacturing and distribution
activities, consent decrees, criminal and civil penalties and state actions, among other consequences.

If we experience delays or difficulties in the enrollment of subjects in clinical trials, our receipt of necessary regulatory approvals could be delayed or
prevented.

We may not be able to initiate or continue clinical trials for our product candidates if we are unable to locate and enroll a sufficient number of eligible subjects
to participate in these trials as required by the FDA or similar regulatory authorities outside the United States. We cannot predict how successful we will be at
enrolling subjects in future clinical trials. If we are not successful at enrolling subjects in one clinical trial, it may effect when we are able to initiate our next
clinical trial, which could result in significant delays in our efforts to pursue regulatory approval of and commercialize our product candidates. In addition,
some of our competitors have ongoing clinical trials to treat the same indications as our product candidates, and subjects who would otherwise be eligible for
our clinical trials may instead enroll in clinical trials of our competitors. Subject enrollment is affected by other factors including:

the size and nature of the subject population specified in the trial protocol;
the eligibility criteria for the study in question;

the perceived risks and benefits of the product candidate under study;
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the fact that the product candidate is a controlled substance;
severe or unexpected drug-related adverse events experienced by subjects in a clinical trial;
the availability of drugs approved to treat the diseases or conditions under study;
the efforts to facilitate timely enrollment in clinical trials;
the patient referral practices of physicians;
the severity of the disease or condition under investigation;
the ability to obtain and maintain subject informed consent;
the ability to retain subjects in the clinical trial and their return for follow-up;
the clinical trial design, including required tests, procedures and follow-up;
the ability to monitor subjects adequately during and after treatment;
delays in adding new investigators and clinical sites;
withdrawal of clinical trial sites from clinical trials; and
the proximity and availability of clinical trial sites for prospective subjects.
Our inability to enroll a sufficient number of subjects for clinical trials would result in significant delays and could require us to abandon one or more clinical

trials altogether. Enrollment delays in these clinical trials may result in increased development costs for our product candidates, which could cause our value
to decline and limit our ability to obtain additional financing.

Our clinical trials may fail to demonstrate the safety and efficacy of our product candidates, or serious adverse or unacceptable side effects may be
identified during the development of our product candidates, which could prevent or delay regulatory approval and commercialization, increase our costs
or necessitate the abandonment or limitation of the development of some of our product candidates.

Before obtaining regulatory approvals for the commercial sale of our product candidates, we must