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Forward-Looking Statements

This quarterly report on Form 10-Q contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, or the Securities Act, and Section 21E of the Securities and Exchange Act of
1934. Any statements about our expectations, beliefs, plans, objectives, assumptions or future events or performance are not historical facts and may be forward-looking. These statements are often, but not always, made through the use of
words or phrases such as “anticipate,” “estimate,” “plan,” “project,” “expect,” “may,” “intend” and similar words or phrases. Accordingly, these statements involve estimates, assumptions and uncertainties that could cause actual results to
differ materially from those expressed in them. These statements are therefore subject to risks and uncertainties, known and unknown, which could cause actual results and developments to differ materially from those expressed or implied
in such statements. Such risks and uncertainties relate to, among other factors:
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the development of our drug candidates;

the regulatory approval of our drug candidates;

our use of clinical research centers and other contractors;

our ability to find collaborative partners for research, development and commercialization of potential products;
acceptance of our products by doctors, patients or payers;

our ability to market any of our products;

our history of operating losses;

our ability to compete against other companies and research institutions;
our ability to secure adequate protection for our intellectual property;
our ability to attract and retain key personnel;

availability of reimbursement for our product candidates;

the effect of potential strategic transactions on our business;

our ability to obtain adequate financing; and

the volatility of our stock price.

Further, any forward-looking statement speaks only as of the date on which it is made, and we undertake no obligation to update any forward-looking statement or statements to reflect events or circumstances after the date on
which such statement is made or to reflect the occurrence of unanticipated events. New factors emerge from time to time, and it is not possible for us to predict which factors will arise. In addition, we cannot assess the impact of each factor

on our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those contained in any forward-looking statements.
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PART I - FINANCIAL INFORMATION

Item 1. U dited Cond dC lid

d Financial

Current assets:
Cash and cash equivalents
Prepaid expenses

Total current assets

Property and equipment, net
Other assets

Total assets

Current liabilities:
Accounts payable
Accrued expenses

Total liabilities

Commitments and contingencies

Stockholders’ equity:

Preferred stock, $.001 par value. Authorized 1,500,000 shares; no shares issued and outstanding at June 30, 2007 and December 31, 2006
Common stock, $.001 par value. Authorized 150,000,000 shares; 70,474,232 and 60,120,038 shares issued and outstanding at June 30, 2007 and December 31,

2006, respectively
Additional paid-in capital

MANHATTAN PHARMACEUTICALS, INC. AND SUBSIDIARIES
(A Development Stage Company)
Condensed Consolidated Balance Sheets

Assets

Liabilities and Stockholders’ Equity

Deficit accumulated during the development stage

Total stockholders’ equity

Total liabilities and stockholders' equity

See accompanying notes to unaudited condensed consolidated financial statements.

June 30, December 31,
2007 2006
(Unaudited) (See Note 1)
4,790,589 3,029,118
352,657 264,586
5,143,246 3,293,704
62,904 83,743
70,506 70,506
5,276,656 3,447,953
1,001,849 1,393,296
1,528,406 550,029
2,530,255 1,943,325
70,474 60,120
53,101,402 44,411,326
(50,425,475) (42,966,818)
2,746,401 1,504,628
5,276,656 3,447,953




Revenue

Costs and expenses:

Research and development

General and administrative

In-process research and development charge

Impairment of intangible assets

Loss on disposition of intangible assets
Total operating expenses
Operating loss

Other (income) expense:
Interest and other income
Interest expense
Realized gain on sale of marketable equity securities
Total other income
Net loss

Preferred stock dividends (including imputed amounts)

Net loss applicable to common shares

Net loss per common share:
Basic and diluted

Weighted average shares of common stock outstanding:

Basic and diluted

statements.

MANHATTAN PHARMACEUTICALS, INC. AND SUBSIDIARIES

(A Development Stage Company)

Condensed Consolidated Statements of Operations

(Unaudited)
Cumulative
period from
August 6, 2001
(inception) to
Three Months ended June 30, Six months ended June 30, June 30,
2007 2006 2007 2006 2007
$ — S — $ — — 3 —
3,871,634 1,570,905 5,551,082 3,257,346 23,504,438
1,052,374 786,391 1,967,098 1,597,336 12,211,191
- — — — 11,887,807
- — — — 1,248,230
= — — — 1,213,878
4,924,008 2,357,296 7,518,180 4,854,682 50,065,544
(4,924,008) (2,357,296) (7,518,180) (4,854,682) (50,065,544)
(29,608) (86,483) (59,998) (185,189) (769,714)
- 238 475 238 26,033
- — — (490) (76,032)
(29,608) (86,245) (59,523) (185,441) (819,713)
(4,894,400) (2,271,051) (7,458,657) (4,669,241) (49,245,831)
B _ _ — (1,179,644)
$ (4,894,400) $ (2,271,051) $ (7,458,657) $ (4,669,241) $ (50,425,475)
$ 0.07) $ 0.04) $ 0.11) $ (0.08)
70,463,543 60,116,174 65,377,865 60,104,500

See accompanying notes to unaudited condensed consolidated financial




MANHATTAN PHARMACEUTICALS, INC. AND SUBSIDIARIES
(A Development Stage Company)

Condensed Consolidated Statement of Stockholders' Equity (Deficiency)

(Unaudited)
Deficit Dividends “Total
Series A accumulated payable in Accumulated stock-
convertible Additional during Series A other Unearned holders'
preferred stock Common stock paid-in Subscription development preferred comprehensive consulting equity
Shares Amount Shares Amount capital receivable stage shares income (loss) services (deficiency)
Stock ssued at $0.0004 per share for subscription receivable — s — 10,167,741 $ 10,168 (6,168) S @000) $ — s — — — —
Net loss. — — — — — — (56,796) — — — (56.796)
Balance at December 31, 2001 - — 10,167,741 10,168 (6,168) (4,000) (56,796) - - — (56,796)
Proceeds from subscription receivable — — — — — 4,000 — — — — 4,000
Stock issued at $0.0004 per share for license rights — — 2,541,935 2542 (1,542) — — — — — 1,000
Stock options issued for consulting services — — — — 60,589 — — — — (60,589) —
Amortization of unearned consulting services - - - - - - - - - 2,721 2,721
Common stock issued at $0.63 per share, net of expenses — — 3,043,332 3,043 1,701,275 — — — — — 1,704318
Net loss — — — — — — (1,037,320 — — — (1,037,320
Balance at December 31, 2002 — — 15,753,008 15,753 1,754,154 — (1,094,116) — — (37,868) 637,923
Common stock issued at $0.63 per share, net of expenses — — 1,321,806 1322 742,369 — — — — — 743,691
Effect of reverse acquisition — — 6,287,582 6,287 2,329,954 — — — — — 2,336,241
Amortization of unearned consulting costs — — — — — — — — — 37,868 37,868
Unrealized loss on short-term investments — — — — — — — — (7,760) — (7,760)
Payment for fractional shares for stock combination - — — — (300) - - - - — (300)
Preferred stock issued at $10 per share, net of expenses. 1,000,000 1,000 —_ —_ 9,045,176 —_ —_ —_ —_ —_ 9,046,176
Imputed preferred stock dividend — — — — 418,182 — (418,182) — — — —
Net loss — — — — — — (5,960,907) — — — (5,960,907)
Balance at December 31, 2003 1,000,000 1,000 23,362,396 23,362 14,289,535 — — (7,760) — 6,83 2
Exercise of stock options — — 27,600 27 30,073 — — — — — 30,100
‘Common stock issued at $1.10, net of expenses — — 3,368,952 3,369 3,358,349 — — — — — 3,361,718
Preferred stock dividend accrued — — — — — — (585,799) 585,799 — — —
Preferred stock dividends paid by issuance of shares 24901 2 - - 281,073 - - (282,388) - - (1,200)
Conversion of preferred stock to common stock at $1.10 per share. (170,528) any 1,550,239 1,551 (1,380) — — — — — —
‘Warrants issued for consulting services — — — — 125,558 — — — — (120,968) 4,590
Amortization of unearned consulting costs — — — — — — — — — 100,800 100,800
Unrealized gain on short-term investments and reversal of unrealized loss on short-
term investments — — — — — — — — 20,997 — 20,997
Net loss — — — — — — (5,896,031) — — — (5.896,031)
Balance at December 31, 2004 854373 854 28,309,187 28,309 18,083,208 - (13,955,035) 303,411 13,237 (20,168) 4,453,816
‘Common stock issued at $1.11 and $1.15, net of expenses — — 11,917,680 11,918 12,238,291 — — — — — 12,250,209
‘Common stock issued to vendor at $1.11 per share in satisfaction of accounts
payable — — 675,675 676 749,324 — — — — — 750,000
Exercise of stock options — — 32,400 33 32,367 — — — — — 32,400
Exercise of warrants — — 279,845 279 68,212 — — — — — 68,491
Preferred stock dividend accrued — — — — — — (175,663) 175,663 — — —
Preferred stock dividends paid by issuance of shares 41,781 42 - - 477,736 - - (479,074) - - (1,296)
Conversion of preferred stock to common stock at $1.10 per share (896,154) (896) 8,146,858 8,147 (7,251) — — — — — —
Share-based compensation — - - - 66,971 - - — - 20,168 87,139
Reversal of unrealized gain on short-term investments — — — — — — — — (12,250) — (12,250)
Stock issued in connection with acquisition of Tarpan Therapeutics, Inc. — — 10,731,052 10,731 11,042,253 — — — — — 11,052,984
Net loss. — — — — — — (19,140,997) — — — (19,140,997)
Balance at December 31, 2005 — — 60,092,697 60,093 42,751,111 — (33,271,695) — 987 — 9,540,496
Cashless exercise of warrants — — 27,341 27 (27) — — — — — —
Share-based compensation - - - - 1,675,499 - - - - - 1,675,499
Unrealized loss on short-term investments — — — — — — — — (987) — (987)
Costs associated with private placement — — — — (15,257) — — — — — (15,257)
Net loss — — — — — — (9,695,123) — — — (9,695,123)
Balance at December 31, 2006 - - 60,120,038 60,120 44,411,226 - (42,966,818) - - - 1,504,628
‘Common stock issued at $0.84 and $0.90, net of expenses — — 10,185,502 10,186 7,843,967 — — — — — 7,854,153
‘Common stock issued to directors at $0.72 per share in satisfaction of accounts
payable - - 27,776 28 19,972 . - - - 20,000
Common stock issued in connection with in-licensing agreement at $0.90 per share — — 125,000 125 112375 — — — — — 112,500
Share-based compensation — — — — 706,549 — — — — — 706,549
Exercise of warrants — — 10,327 15 7,219 — — — — — 7,234
Cashless exercise of warrants - - 5,589 - (6) - - - - - (6)
Netloss — — — — - — (7,458,657) — — — (7,458,657)
Balance at June 30, 2007 — $ — 70,474,232 $ 70,474 53,101,402 S — § (50,425,475)  § — — — 2,746,401

See accompanying notes to unaudited condensed consolidated financial statements.
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Cash flows from operating activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Share-based compensation
Shares issued in connection with in-licensing agreement
Amortization of intangible assets
Gain on sale of marketable equity securities
Depreciation
Non cash portion of in-process research and development charge
Loss on impairment and disposition of intangible assets
Other
Changes in operating assets and liabilities, net of acquisitions:
Increase in prepaid expenses and other current assets
Increase in other assets
Increase/(decrease) in accounts payable
Increase in accrued expenses
Net cash used in operating activities
Cash flows from investing activities:
Purchase of property and equipment
Cash acquired (paid) in connection with acquisitions, net
Proceeds from sale (payments for purchase)of short-term investments, net
Proceeds from sale of license
Net cash provided by (used in) investing activities
Cash flows from financing activities:
Repayments of notes payable to stockholders
Payment for fractional shares for preferred stock dividends
Proceeds related to sale of common stock, net
Proceeds from sale of preferred stock, net
Proceeds from exercise of warrants and stock options
Other, net
Net cash (used in) provided by financing activities
Net (decrease) increase in cash and cash equivalents
Cash and cash equivalents at beginning of period

Cash and cash equivalents at end of period

Supplemental disclosure of cash flow information:
Interest paid

Supplemental disclosure of noncash investing and financing activities:
Common stock issued in satisfaction of accounts payable
Imputed preferred stock dividend
Preferred stock dividends accrued
Conversion of preferred stock to common stock
Preferred stock dividends paid by issuance of shares
Issuance of common stock for acquisitions
Issuance of common stock in connection with in-licensing agreement
Marketable equity securities received in connection with sale of license
Net liabilities assumed over assets acquired in business combination
Cashless exercise of warrants

statements.

MANHATTAN PHARMACEUTICALS, INC. AND SUBSIDIARIES

(A Development Stage Company)
Condensed Consolidated Statements of Cash Flows
(Unaudited)

Cumulative
period from
August 6, 2001
(inception) to
Six hs ended June 30, June 30,
2007 2006 2007
$ (7,458,657) (4,669,241) (49,245,831)
706,549 619,128 2,630,576
112,500 — 112,500
— — 145,162
— (490) (76,032)
29,974 29,484 177,454
— — 11,721,623
_ _ 2,462,108
— — 5,590
(88,071) (780,863) (294,412)
— — (70,506)
(371,447) 345,243 1,422,063
978,377 203,778 988,085
(6,090,775) (4,252,961) (30,021,620)
(9,135) (12,832) (230,636)
_ — (26,031)
— 500,000 435,938
— — 200,001
(9,135) 487,168 379,272
— — (884,902)
— — (2,286)
7,854,153 (15,256) 25,898,230
— — 9,046,176
7,228 — 138,219
— — 237,500
7,861,381 (15,256) 34,432,937
1,761,471 (3,781,049) 4,790,589
3,029,118 9,826,336 —
$ 4,790,589 6,045,287 4,790,589
$ 475 238 26,033
$ 20,000 — 770,000
— — 418,182
— — 761,462
— — 9,046,176
— — 759,134
— — 13,389,226
112,500 — 112,500
— — 359,907
— — (675,416)
6 27 33

See accompanying notes to unaudited condensed consolidated financial




MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)
[€)) SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
Basis of Presentation

The accompanying unaudited condensed consolidated financial statements of Manhattan Pharmaceuticals, Inc. and its subsidiaries (“Manhattan” or the “Company”) have been prepared in accordance with accounting principles
generally accepted in the United States of America for interim financial information and the rules and regulations of the Securities and Exchange Commission. Accordingly, the unaudited condensed consolidated financial statements do not
include all information and footnotes required by accounting principles generally accepted in the United States of America for complete annual financial statements. In the opinion of management, the accompanying unaudited condensed
consolidated financial statements reflect all adjustments, consisting of only normal recurring adjustments, considered necessary for a fair presentation. Interim operating results are not necessarily indicative of results that may be expected
for the year ending December 31, 2007 or for any other interim period. These unaudited condensed consolidated financial statements should be read in conjunction with the Company’s audited consolidated financial statements as of and for
the year ended December 31, 2006, which are included in the Company’s Annual Report on Form 10-KSB for such year. The condensed balance sheet as of December 31, 2006 has been derived from the audited financial statements
included in the Form 10-KSB for that year.

As of December 31, 2006 all of the Company’s subsidiaries had either been dissolved or merged into Manhattan. As a result, the Company had no subsidiaries during the three and six month periods ended June 30, 2007.

As of June 30, 2007, the Company has not generated any revenues from its operations and is considered to be a development stage company.

Reclassifications

Certain reclassifications have been made to prior-year amounts to conform to the current-year presentations.

Segment Reporting

The Company has determined that it operates in only one segment currently, which is biopharmaceutical research and development.

Income Taxes

Effective January 1, 2007, the Company adopted the provisions of Financial Accounting Standards Board (“FASB”) Interpretation No. 48 (“FIN 48”), Accounting for Uncertainty in Income Taxes - an interpretation of FASB No.

109. The implementation of FIN 48 had no impact on the Company’s financial statements as the Company has no unrecognized tax benefits. The Company’s policy is to recognize interest and penalties related to income tax matters in
income tax expense.




MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)
New Accounting Pronouncements

In March 2007, the FASB issued FASB Staff Position EITF 07-03 (“FSP 07-03”), Accounting for Nonrefundable Advance Payments for Goods or Services to Be Used in Future Research and Development Activities. FSP 07-03
addresses whether nonrefundable advance payments for goods or services that will be used or rendered for research and development activities should be expensed when the advance payment is made or when the research and development
activity has been performed. FSP 07-03 will be effective for fiscal years beginning after December 15, 2007, and interim periods within those fiscal years. The Company currently believes that the adoption of FSP 07-03 will have no
material impact on its financial position or results of operations.

2  LIQUIDITY

The Company incurred a net loss of $7,458,657 and negative cash flows from operating activities of $6,090,775 for the six months ended June 30, 2007. The net loss from date of inception, August 6, 2001 to June 30, 2007
amounts to $49,245,831.

Management believes that the Company will continue to incur net losses through at least June 30, 2008, and for the foreseeable future thereafter. Based on the resources of the Company available at June 30, 2007, management
believes that the Company will need additional equity or debt financing or will need to generate revenues through licensing of its products or entering into strategic alliances to be able to sustain its operations into 2008. Furthermore, we
will need additional financing thereafter to complete development and commercialization of our product candidates.

The Company’s continued operations will depend on its ability to raise additional funds through various potential sources such as equity and debt financing, collaborative agreements, strategic alliances and its ability to realize the
full potential of its technology in development. Additional funds may not become available on acceptable terms, and there can be no assurance that any additional funding that the Company does obtain will be sufficient to meet the
Company’s needs in the long-term.

3) COMPUTATION OF NET LOSS PER COMMON SHARE

Basic net loss per common share is calculated by dividing net loss applicable to common shares by the weighted-average number of common shares outstanding for the period. Diluted net loss per common share is the same as
basic net loss per common share, since potentially dilutive securities from the assumed exercise of stock options and stock warrants would have an antidilutive effect because the Company incurred a net loss during each period presented.
The amounts of potentially dilutive securities excluded from the calculation of diluted net loss per share were 18,634,521 and 13,142,729 as of June 30, 2007 and 2006, respectively.

“) SHARE-BASED COMPENSATION

Effective January 1, 2006, the Company adopted Statement of Financial Accounting Standards No. 123(R), “Share-Based Payment,” (“Statement 123(R)”) for employee options using the modified prospective transition method.
Statement 123(R) revised Statement 123 “Accounting for Stock-based Compensation” to eliminate the option to use the intrinsic value method and required the Company to expense the fair value of all employee options over the vesting
period. Under the modified prospective transition method, the Company recognized compensation cost for the three and six month periods ending June 30, 2007 and 2006 based on the grant date fair value estimated in accordance with
Statement 123(R). This includes (a) period compensation cost related to share-based payments granted prior to, but not yet vested, as of January 1, 2006, based on the grant date fair value estimated in accordance with the original
provisions of Statement 123; and (b) period compensation cost related to share-based payments granted on or after January 1, 2006. In accordance with the modified prospective method, the Company has not restated prior period results.




MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

The Company recognized compensation expense related to stock option grants on a straight-line basis over the vesting period. The Company recognized share-based compensation cost of $371,339 and $307,216, for the three
month periods ended June 30, 2007 and 2006 respectively, and $706,549 and $619,128 for the six month periods ended June 30, 2007 and 2006, respectively in accordance with Statement 123(R). The Company did not capitalize any
share-based compensation cost.

Options granted to consultants and other non-employees are accounted for in accordance with Emerging Issues Task Force (“EITF”) No. 96-18 "Accounting for Equity Instruments That Are Issued to Other than Employees for
Acquiring, or in Conjunction with Selling, Goods or Services", and Financial Accounting Standards Board Interpretation No 28 “Accounting for Stock Appreciation Rights and Other Variable Option or Award Plans”. Accordingly, such
options are recorded at fair value at the date of grant and subsequently adjusted to fair value at the end of each reporting period until such options vest, and the fair value of the options, as adjusted, is amortized to consulting expense over
the related vesting period. As a result of adjusting consultant and other non-employee options to fair value as of June 30, 2007 and 2006, net of amortization, the Company recognized general and administrative and research and
development expenses of $185 and $3,556, respectively for the three-and six months ended June 30, 2007 and $(50,292) and $(26,321) for the three and six months ended June 30, 2006.

The Company has allocated share-based compensation costs to general and administrative and research and development expenses as follows:
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MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

Three months ended June 30, Six hs ended June 30,
2007 2006 2007 2006
General and administrative expense:
Share-based employee compensation cost $ 249,623 $ 252,361 $ 471,544 $ 444,977
Share-based consultant and non-employee (credit) cost — (28,450) 10,550 (22,861)
$ 249,623 $ 223,911 $ 482,094 $ 422,116
Research and development expense
Share-based employee compensation cost $ 121,531 $ 105,147 $ 231,449 $ 200,472
Share-based consultant and non-employee (credit) cost 185 (21,842) (6,994) (3,460)
$ 121,716 $ 83,305 $ 224,455 $ 197,012
Total share-based cost $ 371,339 $ 307,216  $ 706,549 $ 619,128

The Company has shareholder-approved stock incentive plans for employees under which it has granted non-qualified and incentive stock options. In December 2003, the Company established the 2003 Stock Option Plan (the
“2003 Plan”), which provided for the granting of up to 5,400,000 options to officers, directors, employees and consultants for the purchase of stock. The Company increased the number of shares of common stock reserved for issuance
under the 2003 Plan in August 2005 by 2,000,000 shares and in May 2007 by 3,000,000 shares. At June 30, 2007, 10,400,000 shares were authorized for issuance. Under the 2003 Plan at June 30, 2007 options to purchase 7,096,598 shares
were outstanding and 27,776 shares of common stock have been issued leaving a total of 3,275,626 shares reserved for future stock option grants. The options have a maximum term of 10 years and vest over a period determined by the
Company’s Board of Directors (generally three years) and are issued at an exercise price equal to or greater than the fair market value of the shares at the date of grant. The 2003 Plan expires on December 10, 2013 or when all options have
been granted, whichever is sooner. Under the 2003 Plan, the Company granted options to purchase an aggregate of 1,342,500 shares of common stock during the six months ended June 30, 2007 of which options to purchase 300,000 and
97,500 shares of common stock were granted at an exercise price of $0.72 per share to directors and employees, respectively, options to purchase 75,000 shares of common stock were granted to an employee at an exercise price of $0.82
per share, and options to purchase 870,000 shares of common stock were granted to officers at an exercise price of $0.95 per share. Additionally, on January 30, 2007, the Company’s non-employee directors agreed to accept an aggregate
of 27,776 shares of the Company’s common stock, each valued at $0.72 per share (the closing sale price of the common stock on such date), in lieu of receiving $20,000 in aggregate cash fees owed to such directors for their services in
2006. Such shares were issued pursuant to the 2003 plan.

In July 1995, the Company established the 1995 Stock Option Plan (the”1995 Plan”), which provided for the granting of options to purchase up to 130,000 shares of the Company’s common stock to officers, directors, employees
and consultants. The 1995 Plan was amended several times to increase the number shares reserved for stock option grants. In June 2005, the 1995 Plan expired and no further options can be granted. As of June 30, 2007, options to purchase
1,137,240 shares were outstanding under the 1995 Plan and no shares were reserved for future stock option grants.
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MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

To compute compensation expense in 2007 and 2006, the Company estimated the fair value of each option award on the date of grant using the Black-Scholes model. The Company based the expected volatility assumption on a
volatility index of peer companies as the Company did not have a sufficient number of years of historical volatility of its common stock for the application of Statement 123(R). The expected term of options granted represents the period of
time that options are expected to be outstanding. The Company estimated the expected term of stock options by the simplified method as prescribed in The Securities and Exchange Commission’s Staff Accounting Bulletin No. 107. The
expected forfeiture rates are based on the historical forfeiture experiences. To determine the risk-free interest rate, the Company utilized the U.S. Treasury yield curve in effect at the time of grant with a term consistent with the expected
term of the Company’s awards. The Company has not declared a dividend on its common stock since its inception and has no intentions of declaring a dividend in the foreseeable future and therefore used a dividend yield of zero.

The following table shows the weighted average assumptions the Company used to develop the fair value estimates for the determination of the compensation charges in 2007 and 2006:

Three hs ended June 30, Six hs ended June 30,
2007 2006 2007 2006
Expected Volatility 79.7 - 93.2% 55% 79.7 - 93.2% 55%
Dividend yield — — — —
Expected term (in years) 6-8 4 6-8 4
Risk-free interest rate 4.56% - 4.96% 4.88% 4.56% - 4.96% 4.88%




MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

A summary of the status of the Company’s outstanding stock options as of June 30, 2007 and changes during the six months then ended is presented below:

Weighted
average Weighted Average Aggregate
exercise Remaining Contractual Intrinsic
Shares price Term (years) Value
Outstanding at
December 31, 2006 7,000,504 $ 1.31
Granted
Officers 870,000
Directors 300,000
Employees 172,500
Total Granted 1,342,500 0.88
Exercised - -
Cancelled (109,166) 0.95
Outstanding at
June 30, 2007 8,233,838 $ 1.25 7.43 $ 387,171
Options exercisable at
June 30, 2007 5,102,546 $ 1.30 6.95 $ 341,821

Weighted-average
fair value of options
granted during the
six months ended
June 30, 2007 $ 0.63

As of June 30, 2007, the total compensation cost related to non-vested option awards not yet recognized is $1,419,413. The weighted average period over which it is expected to be recognized is approximately 1.2 years.

In November 2005, the FASB issued FASB Staff Position No. FAS 123(R)-3 (“FSP 123(R)-3"), “Transition Election Related to Accounting for the Tax Effects of Share-Based Payment Awards”. The Company has adopted this
alternative transition method provided in FSP 123(R)-3 for calculating the tax effects of stock-based compensation pursuant to SFAS 123(R) in 2006. The alternative transition method includes simplified methods to establish the beginning
balance of the additional paid-in capital pool (APIC pool) related to the tax effects of employee stock-based compensation, and to determine the subsequent impact on the APIC pool and consolidated statements of cash flows of the tax
effects of employee stock-based compensation awards that are outstanding upon adoption of SFAS 123(R). The adoption did not have a material impact on our results of operations and financial condition.
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MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)
) COMMITMENTS

The Company often contracts with third parties to facilitate, coordinate and perform agreed-upon research and development of its product candidates. To ensure that research and development costs are expensed as incurred, the
Company records monthly accruals for clinical trials and preclinical testing costs based on the work performed under the contracts.

These contracts typically call for the payment of fees for services at the initiation of the contract and/or upon the achievement of certain milestones. This method of payment often does not match the related expense recognition
resulting in either a prepayment, when the amounts paid are greater than the related research and development costs expensed, or an accrued liability, when the amounts paid are less than the related research and development costs
expensed.

Expenses associated with the recently concluded clinical trials of Oleoyl-estrone in common obesity and morbid obesity were recognized on this activity-based basis. At June 30, 2007 we recognized prepaid expense of $9,000 and
accrued expenses of $267,000 related to these clinical trials. The remaining financial commitments for these clinical trials are negligible.

(6) RECENTLY COMPLETED IN-LICENSING TRANSACTIONS

Altoderm License Agreement

On April 3, 2007, the Company entered into a license agreement for “Altoderm” (the “Altoderm Agreement”) with Thornton & Ross LTD (“T&R”). Pursuant to the Altoderm Agreement, the Company acquired an exclusive North
American license to certain patent rights and other intellectual property relating to Altoderm, a topical skin lotion product candidate using sodium cromoglicate for the treatment of atopic dermatitis. In accordance with the terms of the
Altoderm Agreement, the Company issued 125,000 shares of its common stock, valued at $112,500, and made a cash payment of $475,000 to T&R upon the execution of the agreement. These amounts have been included in research and
development as fees associated with the in-licensing agreement. Further, the Company agreed to make future milestone payments to T&R comprised of various combinations of cash and common stock in respective aggregate amounts of
$5,675,000 and 875,000 shares of common stock upon the achievement of various clinical and regulatory milestones. The Company also agreed to pay royalties on net sales of products using the licensed patent rights at rates ranging from
10% to 20%, depending on the level of annual net sales, and subject to an annual minimum royalty payment of $1 million in each year following the first commercial sale of Altoderm. The Company may sublicense the patent rights. The
Company agreed to pay T&R 30% the royalties received by the Company under such sublicense agreements.

Altolyn License Agreement

On April 3, 2007, the Company and T&R also entered into a license agreement for “Altolyn” (the “Altolyn Agreement”). Pursuant to the Altolyn Agreement, the Company acquired an exclusive North American license to certain
patent rights and other intellectual property relating to Altolyn, an oral formulation product candidate using sodium cromoglicate for the treatment of mastocytosis, food allergies, and inflammatory bowel disorder. In accordance with the
terms of the Altolyn Agreement, the Company made a cash payment of $475,000 to T&R upon the execution of the agreement. This amount is included in research and development as a fee associated with the in-licensing agreement.
Further, the Company agreed to make future cash milestone payments to T&R in an aggregate amount of $5,675,000 upon the achievement of various clinical and regulatory milestones. The Company also agreed to pay royalties on net
sales of products using the licensed patent rights at rates ranging from 10% to 20%, depending on the level of annual net sales, and subject to an annual minimum royalty payment of $1 million in each year following the first commercial
sale of Altolyn. The Company may sublicense the patent rights. The Company agreed to pay T&R 30% of the royalties received by the Company under such sublicense agreements.
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MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

Hedrin License Agreement

On June 26, 2007, the Company entered into an exclusive license agreement for “Hedrin” (the “Hedrin Agreement”) with T&R and Kerris, S.A. (“Kerris”). Pursuant to the Hedrin Agreement, the Company has acquired an
exclusive North American license to certain patent rights and other intellectual property relating to Hedrin(TM), a non-insecticide product candidate for the treatment of head lice. In addition, on June 26, 2007, the Company entered into a
Supply Agreement with T&R pursuant to which T&R will be the Company’s exclusive supplier of Hedrin product.

In consideration for the license, the Company agreed to issue to T&R and Kerris (jointly, the “Licensor”) a combined total of 150,000 shares of its common stock upon the execution of the Hedrin Agreement, which were issued in
August 2007. In addition, the Company also agreed to make a cash payment of $600,000 to the Licensor no later than July 3, 2007. These amounts have been accrued and included in research and development as fees associated with the
in-licensing agreement. Further, the Company agreed to make future milestone payments to the Licensor in the aggregate amount of $2,500,000 upon the achievement of various clinical, regulatory, and patent issuance milestones, as well
as up to $2,500,000 in a one-time success fee based on aggregate sales of the product by the Company and its licensees of at least $50,000,000. The Company also agreed to pay royalties of 8% (or, under certain circumstances, 4%) on net
sales of licensed products. On a country-by-country basis, in the event there are no patent issues covering the Hedrin product, the obligation to pay royalties ends 10 years from the date of first commercial sale. The Company’s exclusivity
under the License Agreement is subject to an annual minimum royalty payment of $1,000,000 (or, under certain circumstances, $500,000) in each of the third through seventh years following the first commercial sale of Hedrin. The
Company may sublicense its rights under the Hedrin Agreement with the consent of Licensor and the proceeds resulting from such sublicenses will be shared with the Licensor.

Pursuant to the Supply Agreement, the Company has agreed that it and its sublicensees will purchase their respective requirements of the Hedrin product from T&R at agreed upon prices. Under certain circumstances where T&R
is unable to supply Hedrin products in accordance with the terms and conditions of the Supply Agreement, the Company may obtain products from an alternative supplier subject to certain conditions. The term of the Supply Agreement
ends upon termination of the Hedrin Agreement.




MANHATTAN PHARMACEUTICALS, INC. and SUBSIDIARIES
(A Development Stage Company)

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)
) PRIVATE PLACEMENT OF COMMON SHARES

On March 30, 2007, the Company entered into a series of subscription agreements with various institutional and other accredited investors for the issuance and sale in a private placement of an aggregate of 10,185,502 shares of its
common stock for total net proceeds of approximately $7.85 million, after deducting commissions and other costs of the transaction. Of the total amount of shares issued, 10,129,947 were sold at a per share price of $0.84, and an additional
55,555 shares were sold to an entity affiliated with a director of the Company, at a per share price of $0.90, the closing sale price of the common stock on March 29, 2007. Pursuant to the subscription agreements, the Company also issued
to the investors 5-year warrants to purchase an aggregate of 3,564,897 shares of common stock at an exercise price of $1.00 per share. The warrants are exercisable during the period commencing September 30, 2007 and ending March 30,
2012.

Pursuant to these subscription agreements the Company filed a registration statement covering the resale of the shares issued in the private placement, including the shares issuable upon exercise of the investor warrants and the
placement agent warrants, with the Securities and Exchange Commission on May 9, 2007, which was declared effective by the Securities and Exchange Commission on May 18, 2007.

The Company engaged Paramount BioCapital, Inc., an affiliate of a significant stockholder of the Company, as its placement agent in connection with the private placement. In consideration for its services, the Company paid
aggregate cash commissions of approximately $600,000 and issued to Paramount a 5-year warrant to purchase an aggregate of 509,275 shares at an exercise price of $1.00 per share.

8) SUBSEQUENT EVENTS
Oleoyl-estrone — results of Phase 2a studies

On July 9, 2007 the Company announced the results of its two Phase 2a clinical trials of oral Oleoyl-estrone (“OE”). The results of both randomized, double-blind, placebo controlled studies, one in common obesity and the other
in morbid obesity, demonstrated no statistically or clinically meaningful placebo adjusted weight loss for any of the treatment arms evaluated. Based on these results, the Company is discontinuing its Oleoyl-estrone programs in both
common obesity and morbid obesity.

Propofol Lingual Spray
On July 9, 2007 the Company announced that it is discontinuing development and intends to pursue appropriate out-licensing opportunities for Propofol Lingual Spray for pre-procedural sedation.
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Item 2. Management’s Discussion and Analysis Financial Condition and Results of Operations

You should read the following discussion of our results of operations and financial condition in conjunction with our Annual Report on Form 10-KSB for the year ended December 31, 2006 (the “Annual Report”) and
our financial statements as of and for the three and six month periods ended June 30, 2007 included elsewhere in this report.

We were incorporated in Delaware in 1993 under the name Atlantic Pharmaceuticals, Inc. and, in March 2000, we changed our name to Atlantic Technology Ventures, Inc. In 2003, we completed a “reverse acquisition” of
privately held Manhattan Research Development, Inc. In connection with this transaction, we also changed our name to Manhattan Pharmaceuticals, Inc. From an accounting perspective, the accounting acquirer is considered to be
Manhattan Research Development, Inc. and accordingly, the historical financial statements are those of Manhattan Research Development, Inc.

During 2005 we merged with Tarpan Therapeutics, Inc. (“Tarpan™). Tarpan was a privately held New York based biopharmaceutical company developing dermatological therapeutics. Through the merger, we acquired Tarpan’s
primary product candidate, topical PTH (1-34) for the treatment of psoriasis. In consideration for their shares of Tarpan’s capital stock, the stockholders of Tarpan received an aggregate of approximately 10,731,000 shares of our common
stock, representing approximately 20% of our then outstanding common shares. This transaction was accounted for as a purchase of Tarpan by the Company.

We are a development stage biopharmaceutical company focused on developing and commercializing innovative pharmaceutical therapies for underserved patient populations. We aim to acquire rights to these technologies by
licensing or otherwise acquiring an ownership interest, funding their research and development and eventually either bringing the technologies to market or out-licensing. We currently have four product candidates in development:
- Topical PTH (1-34) for the treatment of psoriasis;

Altoderm, a proprietary formulation of topical cromolyn sodium for the treatment of atopic dermatitis;
Altolyn, a proprietary site specific tablet formulation of oral cromolyn sodium for the treatment of mastocytosis;
and Hedrin, a novel, non-insecticide treatment for head lice.

‘We have not received regulatory approval for, or generated commercial revenues from marketing or selling any drugs.
‘We have recently announced that we are discontinuing development of two product candidates, oral OE and Propofol Lingual Spray.

You should read the following discussion of our results of operations and financial condition in conjunction with the consolidated financial statements and notes thereto appearing elsewhere in this Quarterly Report on Form 10-Q.
This discussion includes “forward-looking” statements that reflect our current views with respect to future events and financial performance. We use words such as we “expect,” “anticipate,” “believe,” and “intend” and similar expressions
to identify forward-looking statements. You should be aware that actual results may differ materially from our expressed expectations because of risks and uncertainties inherent in future events, particularly those risks identified under the
heading “Risk Factors” following Item 1 in the Annual Report, and should not unduly rely on these forward looking statements.

17




RESULTS OF OPERATIONS

SIX-MONTH PERIOD ENDED JUNE 30, 2007 VS 2006

Costs and expenses

Research and development

Stock based compensation

In-license and related fees

Other research and development expense

Total research and development expense
General and administrative

Stock based compensation

Other general and administrative expense

Total general and administrative expense

Other income
Net loss

Six month Six month

period ended period ended Increase % Increase

June 30, 2007 June 30, 2006 (decrease) (decrease)
$ 224,000 $ 197,000 $ 27,000 13.7%
$ 1,803,000 $ 250,000 $ 1,553,000 621.2%
$ 3,524,000 $ 2,810,000 $ 714,000 25.4%
$ 5,551,000 $ 3,257,000 $ 2,294,000 70.4%
$ 482,000 $ 422,000 $ 60,0000 14.2%
$ 1,485,000 $ 1,175,000 $ 310,000 26.4%
$ 1,967,000 $ 1,597,000 $ 370,000 23.2%
$ 60,000 $ 185,000 $ (125,000) (67.6)%
$ 7458000 $ 4,669,000 $ 2,789,000 59.7%

During each of the six months ended June 30, 2007 and 2006, we had no revenues, and are considered a development stage company. We do not expect to have revenues relating to our technologies prior to June 30, 2008, if at all.

For the six months ended June 30, 2007 total research and development expense was $5,551,000 as compared to $3,257,000 for the six months ended June 30, 2006. The increase of $2,294,000, or 70.4% is primarily comprised of
an increase of $1,553,000 in in-license and associated fees, an increase of $740,000 in clinical activities of Oleoyl-estrone and an increase in development costs for Altoderm, Altolyn and Hedrin of $251,000, partially offset by decreases in

development costs for PTH of $253,000 and for Propofol of $25,000 .

For the six months ended June 30, 2007, total general and administrative expense was $1,967,000 as compared to $1,597,000 for the six months ended June 30, 2006. The increase of $370,000, or 23.2%, is primarily due to
increases of $60,000 in stock based compensation, of $107,000 in spending on business development activities, of $82,000 in payroll and related costs, of $63,000 in director compensation costs, of $35,000 in insurance costs and of

$30,000 in office expenses.

For the six months ended June 30, 2007, other income was $60,000 as compared to $185,000 for the six months ended June 30, 2006. The decrease of $125,000, or 67.6%, is due primarily to a decrease in interest income which

resulted from lower average balances in interest bearing cash and short-term investment accounts.

Net loss for the six months ended June 30, 2007, was $7,458,000 as compared to $4,669,000 for the six months ended June 30, 2006. The increase of $2,789,000, or 59.7%, in net loss is attributable to an increase in research and

development expense of $2,294,000, an increase in general and administrative expense of $370,000 and a decrease in other income of $125,000.
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THREE-MONTH PERIOD ENDED JUNE 30, 2007 VS 2006

Costs and expenses
Research and development
Stock based compensation
In-license and related fees
Other research and development expense
Total research and development expense
General and administrative
Stock based compensation
Other general and administrative expense
Total general and administrative expense
Other income
Net loss

Quarter Quarter
ended June ended June Increase % Increase
30, 2007 30, 2006 (decrease) (decrease)
$ 122,000 $ 83,000 $ 39,000 47.0%
$ 1,803,000 $ 250,000 $ 1,553,000 621.2%
$ 1,947,000 $ 1,238,000 § 709,000 57.3%
$ 3,872,000 $ 1,571,000 $ 2,301,000 146.5%
$ 250,000 $ 224,000 $ 26,000 11.6%
$ 802,000 $ 562,000 $ 240,000 42.7%
$ 1,052,000 $ 786,000 $ 266,000 33.8%
$ 30,000 $ 86,000 $ (56,000) (65.1)%
$ 4,894,000 $ 2,271,000 $ 2,623,000 115.5%

During each of the quarters ended June 30, 2007 and 2006, we had no revenues, and are considered a development stage company. We do not expect to have revenues relating to our technologies prior to June 30, 2008, if at all.

For the quarter ended June 30, 2007 total research and development expense was $3,872,000 as compared to $1,571,000 for the quarter ended June 30, 2006. The increase of $2,301,000, or 146.5%, is primarily attributable to a
$1,553,000 increase in in-license and associated fees, an increase of $174,000 in clinical activities of Oleoyl-estrone, an increase of $318,000 in development costs for PTH and an increase in development costs for Altoderm, Altolyn and

Hedrin of $251,000, partially offset by a decreases in development costs for Propofol of $20,000.

For the three months ended June 30, 2007, total general and administrative expense was $1,052,000 as compared to $786,000 for the three months ended June 30, 2006. The increase of $266,000, or 33.8%, is primarily due to
increases of $26,000 in stock based compensation, of $63,000 in spending on business development activities, of $33,000 in payroll and related costs, of $36,000 in director compensation costs, of $26,000 in insurance costs, of $42,000 in

professional fees and of $22,000 in investor relations costs.

For the three months ended June 30, 2007, other income was $30,000 as compared to $86,000 for the three months ended June 30, 2006. The decrease of $56,000, or 65.1%, is due primarily to a decrease in interest income which

resulted from lower average balances in interest bearing cash and short-term investment accounts.

Net loss for the three months ended June 30, 2007, was $4,894,000 as compared to $2,271,000 for the three months ended June 30, 2006. The increase of $2,623,000, or 115.5%, in net loss is attributable to an increase in research

and development expense of $2,301,000, an increase in general and administrative expense of $266,000 and a decrease in other income of $56,000.
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LIQUIDITY AND CAPITAL RESOURCES

From inception to June 30, 2007, we incurred a deficit during the development stage of $50.4 million primarily as a result of our net losses and preferred stock dividends. We expect to continue to incur additional losses through at
least June 30, 2008 and for the foreseeable future thereafter. These losses have been incurred through a combination of research and development activities related to the various technologies under our control and expenses supporting those
activities.

‘We have financed our operations since inception primarily through equity financing and our licensing and sale of certain residual royalty rights. During the six months ended June 30, 2007, we had a net increase in cash and cash
equivalents of $1.8 million. This increase resulted largely from net proceeds related to the sale of common stock of $7.9 million partially offset by net cash used in operating activities of $6.1 million. Total liquid resources as of June 30,
2007 were $4.8 million compared to $3.0 million at December 31, 2006.

Liquidity
As of June 30, 2007, we had working capital of $2.6 million compared to $1.4 million at December 31, 2006. This $1.2 million increase in working capital is primarily due to net proceeds related to the sale of common stock of
approximately $7.9 million offset by net cash used in operating activities of $6.1 million during the six months ended June 30, 2007 and an increase in accounts payable and accrued expenses of $0.6 million.

March 2007 Private Placement

On March 30, 2007, we entered into a series of subscription agreements with various institutional and other accredited investors for the issuance and sale in a private placement of an aggregate of 10,185,502 shares of our common
stock for net proceeds of approximately $7.9 million. Of the total amount of shares issued, 10,129,947 were sold at a per share price of $0.84, and an additional 55,555 shares were sold to an entity affiliated with a director of the Company,
at a per share price of $0.90, the closing sale price of the common stock on March 29, 2007. Pursuant to the subscription agreements, we also issued to the investors 5-year warrants to purchase an aggregate of 3,564,897 shares of our
common stock at an exercise price of $1.00 per share. The warrants are exercisable during the period commencing September 30, 2007 and ending March 30, 2012.

Pursuant to these subscription agreements the Company filed a registration statement covering the resale of the shares issued in the private placement, including the shares issuable upon exercise of the investor warrants and the
placement agent warrants, with the Securities and Exchange Commission on May 9, 2007, which was declared effective by the Securities and Exchange Commission on May 18, 2007.

The Company engaged Paramount BioCapital, Inc., a related party, as its placement agent in connection with the private placement. In consideration for its services, we paid aggregate cash commissions of approximately $600,000
and issued to Paramount a 5-year warrant to purchase an aggregate of 509,275 shares at an exercise price of $1.00 per share.

Commitments
‘We often contract with third parties to facilitate, coordinate and perform agreed upon research and development of our product candidates. To ensure that research and development costs are expensed as incurred, we record

monthly accruals for clinical trials and preclinical testing costs based on the work performed under the contracts.
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These contracts typically call for the payment of fees for services at the initiation of the contract and/or upon the achievement of certain milestones. This method of payment often does not match the related expense recognition
resulting in either a prepayment, when the amounts paid are greater than the related research and development costs recognized, or an accrued liability, when the amounts paid are less than the related research and development costs
recognized.

Expenses associated with the recently concluded clinical trials in common obesity and morbid obesity were recognized on this activity based basis. At June 30, 2007 we recognized prepaid expense of $9,000 and accrued expenses
of $267,000 related to these clinical trials. The remaining financial commitments for these clinical trials are negligible.

Capital Resources

Our available working capital and capital requirements will depend upon numerous factors, including progress of our research and development programs, our progress in and the cost of ongoing and planned pre-clinical and
clinical testing, the timing and cost of obtaining regulatory approvals, the cost of filing, prosecuting, defending, and enforcing patent claims and other intellectual property rights, competing technological and market developments, changes
in our existing collaborative and licensing relationships, the resources that we devote to commercializing capabilities, the status of our competitors, our ability to establish collaborative arrangements with other organizations and our need to
purchase additional capital equipment.

Our continued operations will depend on whether we are able to raise additional funds through various potential sources, such as equity and debt financing, other collaborative agreements, strategic alliances, and our ability to
realize the full potential of our technology in development. Such additional funds may not become available on acceptable terms and there can be no assurance that any additional funding that we do obtain will be sufficient to meet our
needs in the long term. Through June 30, 2007, a significant portion of our financing has been through private placements of common stock, preferred stock and warrants to purchase common stock. Until our operations generate significant
revenues and cash flows from operating activities, we will continue to fund operations from cash on hand and through the similar sources of capital previously described. We can give no assurances that any additional capital that we are
able to obtain will be sufficient to meet our needs. Management believes that we will continue to incur net losses and negative cash flows from operating activities for the foreseeable future. Based on the resources available to us at June 30,
2007, management believes that we will need additional equity or debt financing or will need to generate revenues through licensing our products or entering into strategic alliances to be able to sustain our operations into 2008 and we will
need additional financing thereafter until we can achieve profitability, if ever.

Although we currently have sufficient capital to fund our anticipated 2007 expenditures, we will need to raise additional capital in order to complete the anticipated development programs for each of our research and development
projects. If we are unable to raise such additional capital, we may have to sublicense our rights to a third party as a means of continuing development, or, although less likely, we may be required to abandon further development efforts
altogether, either of which would have a material adverse effect on the prospects of our business.

In January 2007 we received notice from the staff of the American Stock Exchange, or AMEX, indicating that we were not in compliance with certain continued listing standards set forth in the American Stock Exchange
Company Guide. Specifically, the American Stock Exchange notice cited our failure to comply, as of September 30, 2006, with section 1003(a)(ii) of the AMEX Company Guide as we had less than the $4,000,000 of stockholders’ equity
and had losses from continuing operations and/or net losses in three of our four most recent fiscal years and with section 1003(a) (iii) which requires us to maintain $6,000,000 of stockholders’ equity if we have experienced losses from
continuing operations and /or net losses in its five most recent fiscal years.
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In order to maintain our AMEX listing, we were required to submit a plan to AMEX advising the exchange of the actions we have taken, or will take, that would bring us into compliance with all the continued listing standards by
April 16, 2008. We submitted such a plan in February 2007. AMEX accepted our plan in March 2007, so we are now able to continue our listing during the period ending April 16, 2008, during which time we will be subject to periodic
review to determine if we are making progress consistent with the plan. If we are not in compliance with the continued listing standards at the end of the plan period, or if we do not make progress consistent with the plan during the plan
period, AMEX staff may initiate delisting proceedings. There can be no assurance that we will be able to make progress consistent with such plan.

If we fail to make sufficient progress under our plan, AMEX may initiate delisting proceedings. If our common stock is delisted from AMEX, trading in our common stock would likely be conducted on the OTC Bulletin Board, a
regulated quotation service. If our common stock is delisted from the AMEX, the liquidity of our common stock may be reduced, not only in terms of the number of shares that can be bought and sold at a given price, but also through
delays in the timing of transactions and reduction in security analysts’ and the media’s coverage of us. This may result in lower prices for our common stock than might otherwise be obtained and could also result in a larger spread between
the bid and asked prices for our common stock. Further, if we are delisted from AMEX, we may find it more difficult to raise additional capital through sales of our common stock or other equity securities.

RESEARCH AND DEVELOPMENT PROJECTS

Our success in developing each of our research and development projects is dependent on numerous factors, including raising further capital, unforeseen safety issues, lack of effectiveness, significant unforeseen delays in the
clinical trial and regulatory approval process, both of which could be extremely costly, and inability to monitor patients adequately before and after treatments. The existence of any of these factors could increase our development costs or
make successful completion of development impractical, which would have a material adverse affect on the prospects of our business.

PTH (1-34)

‘We are developing PTH (1-34) as a topical treatment for psoriasis. In 2003, researchers, led by Michael Holick, PhD, MD, Professor of Medicine, Physiology, and Biophysics at Boston University Medical Center, reported positive
results from a US Phase 1 and 2 clinical trial evaluating the safety and efficacy of PTH (1-34) as a topical treatment for psoriasis. This double-blind, controlled trial in 15 patients compared PTH (1-34) formulated in the Novasome®
Technology versus the Novasome® vehicle alone. Following 8 weeks of treatment, the topical application of PTH (1-34) resulted in complete clearing of the treated lesion in 60% of patients and partial clearing in 85% of patients.
Additionally, there was a statistically significant improvement in the global severity score. Ten patients continued receiving PTH (1-34) in an open label extension study in which the Psoriasis Area and Severity Index (PASI) was measured;
PASI improvement across all 10 patients achieved statistically significant improvement compared to baseline. This study showed PTH (1-34) to be well tolerated and efficacious for the treatment of plaque psoriasis with no patients
experiencing any clinically significant adverse events.
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Due to the high response rate seen in patients in the initial trial with PTH (1-34), we believe that it may have an important clinical advantage over current topical psoriasis treatments. A physician sponsored Investigative New Drug
application Phase 2a trial involving PTH (1-34) was initiated in December 2005 under the auspices of Boston University. In April 2006, we reported a delay in this planned Phase 2a clinical study of topical PTH (1-34) due to a formulation
issue. We believe we have identified and resolved this issue. An improved formulation has been produced and several patent applications are being prepared. We expect to initiate clinical activities during 2007.

To date, we have incurred $3,676,000 of project costs related to our development of PTH (1-34). These project costs have been incurred since April 1, 2005, the date of the Tarpan Therapeutics acquisition, $961,000 of which was
incurred in the first six months of 2007.

Altoderm

In April 2007 we entered into a license agreement with Thornton & Ross LTD, or T&R, pursuant to which we acquired exclusive North American rights to a dermatology product candidate called Altoderm™. Altoderm™ is a
novel, proprietary formulation of topical cromolyn sodium and is designed to enhance the absorption of cromolyn sodium in order to treat atopic dermatitis, or “eczema.” This product candidate is currently being tested in a Phase 3 clinical
trial in the United Kingdom. In a previously completed randomized, double-blind, placebo-controlled, parallel-group, Phase 3 clinical study in the United Kingdom the compound was administered for 12 weeks to 114 child subjects with
moderately severe atopic dermatitis. In the study results, published in the British Journal of Dermatology in February 2005, Altoderm demonstrated a statistically significant reduction in symptoms. During the study, subjects were permitted
to continue with their existing treatment, in most cases this consisted of emollients and topical steroids. A positive secondary outcome of the study was a reduction in the use of topical steroids for the Altoderm-treated subjects.

To date, we have incurred $681,000 of project costs related to our development of Altoderm, all of which was incurred in the first six months of 2007.
Altolyn

In addition to the Altoderm™ license agreement, we entered into a separate license agreement with T&R pursuant to which we acquired exclusive North American rights to develop and commercialize Altolynm. AltolynTM isa
proprietary, site specific, tablet formulation of oral cromolyn sodium for the treatment of mastocytosis. This novel formulation is designed to provide optimal availability by preferentially releasing the drug in the upper part of the small
intestine, the purported site of action. In addition to mastocytosis early clinical experience in the United Kingdom suggests promising activity in patients with various allergic disorders, including inflammatory bowel conditions. Oral
cromolyn sodium is the active ingredient in Gastrocrom® an oral liquid solution that is currently FDA approved for the treatment of mastocytosis.

To date, we have incurred $526,000 of project costs related to our development of Altolyn, all of which was incurred in the first six months of 2007.
Hedrin

In June 2007, we entered into an exclusive license agreement for Hedrin with T&R and Kerris, S.A. (“Kerris”). We previously entered into exclusive license agreements with T&R with respect to two other products, Altoderm and
Altolyn, with respect to rights in North America. We acquired an exclusive North American license to certain patent rights and other intellectual property relating to Hedrin(TM), a non-insecticide product candidate for the treatment of
head lice. In addition, and at the same time, we also entered into a Supply Agreement with T&R pursuant to which T&R will be the Company’s exclusive supplier of Hedrin product.
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To date, we have incurred $872,000 of project costs related to our development of Hedrin, all of which was incurred in the first six months of 2007.
Oleoyl-estrone

On July 9, 2007 we announced the results of our two Phase 2a clinical trials of oral Oleoyl-estrone. The results of both randomized, double-blind, placebo controlled studies, one in common obesity and the other in morbid obesity,
demonstrated no statistically or clinically meaningful placebo adjusted weight loss for any of the treatment arms evaluated. Based on these results, we will discontinue our Oleoyl-estrone programs in both common obesity and morbid
obesity.

To date, we have incurred $14,784,000 of project costs related to our development of Oleoyl-estrone, including milestone payments triggered under our license agreement for Oleoyl-estrone, of which $2,499,000 was incurred in
the first six months of 2007.

Lingual spray propofol
On July 9, 2007 we announced that we will discontinue development and we intend to pursue appropriate out-licensing opportunities for Propofol Lingual Spray for pre-procedural sedation.
To date, we have incurred $2,966,000 of project costs related to our development of propofol lingual spray, of which $12,000 was incurred in the first six months of 2007.

Off-Balance Sheet Arrangements
‘We have not entered into any off-balance sheet arrangements.

New Accounting Pronouncements

In March 2007, the FASB issued FASB Staff Position EITF 07-03 (“FSP 07-03”), Accounting for Nonrefundable Advance Payments for Goods or Services to Be Used in Future Research and Development Activities. FSP 07-03
addresses whether nonrefundable advance payments for goods or services that will be used or rendered for research and development activities should be expensed when the advance payment is made or when the research and development
activity has been performed. FSP 07-03 will be effective for fiscal years beginning after December 15, 2007, and interim periods within those fiscal years. We currently believe that the adoption of FSP 07-03 will have no material impact
on our financial position or results of operations.
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Item 3. Quantitative and Qualitative Disclosure About Market Risk

Our exposure to market risk is confined to our cash and cash equivalents. We have attempted to minimize risk by investing in high-quality financial instruments, primarily money market funds with no security having an effective
duration longer than 90 days. If the market interest rate decreases by 100 basis points or 1%, the fair value of our cash and cash equivalents portfolio would have minimal to no impact on the carrying value of our portfolio. We did not hold
any derivative instruments as of June 30, 2007, and we have never held such instruments in the past.

Item 4. Controls and Procedures
Evaluation of Disclosure Controls and Procedures

As of June 30, 2007, we carried out an evaluation, under the supervision and with the participation of our Chief Executive Officer and Chief Financial Officer, of the effectiveness of the design and operation of our disclosure
controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) of the Securities Exchange Act of 1934, as amended). Based upon that evaluation, our Chief Executive Officer and Chief Financial Officer concluded that our disclosure
controls and procedures as of that date were effective to ensure that information required to be disclosed in the reports we file under the Securities and Exchange Act is recorded, processed, summarized and reported on an accurate and
timely basis.

The Company’s management, including its Chief Executive Officer and its Chief Financial Officer, does not expect that disclosure controls or internal controls over financial reporting will prevent all errors or all instances of fraud,
even as the same are improved to address any deficiencies. The design of any system of controls is based in part upon certain assumptions about the likelihood of future events, and there can be no assurance that any design will succeed in
achieving its stated goals under all potential future conditions. A control system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that the control system’s objectives will be met. Over time,
controls may become inadequate because of changes in conditions or deterioration in the degree of compliance with policies or procedures. Further, the design of a control system must reflect the fact that there are resource constraints, and
the benefits of controls must be considered relative to their costs. Because of the inherent limitations in all control systems, no evaluation of controls can provide absolute assurance that all control issues and instances of fraud, if any,
within the Company have been detected.

Because of the inherent limitation of a cost-effective control system, misstatements due to error or fraud may occur and not be detected. These inherent limitations include the realities that judgments in decision-making can be
faulty, and that breakdowns can occur because of a simple error or mistake. Controls can also be circumvented by the individual acts of some persons, by collusion of two or more people, or by management override of the controls.

Changes in Internal Control
During the quarter ended June 30, 2007, there were no changes in internal controls over financial reporting that have materially affected, or are reasonably likely to materially affect, our internal controls over financial reporting.

25




PART II - OTHER INFORMATION
Item 1A. Risk Factors

‘We have not had material changes to our risk factor disclosure in our Annual Report on Form 10-KSB for the year ended December 31, 2006 under the caption “Risk Factors” following Item 1 of such report.

Item 4. Submission of matters to a vote of security holders.
We held our Annual Meeting of Stockholders at the American Stock Exchange, 86 Trinity Place, New York, New York on May 24, 2007. The stockholders took the following actions:

(i) The stockholders elected seven directors to serve until the next Annual Meeting of Stockholders. The stockholders present in person or by proxy cast the following numbers of votes in connection with the election of directors,
resulting in the election of all nominees:

Nominee Votes For Votes Withheld

Douglas Abel 35,536,892 65,132
Neil Herskowitz 35,376,093 225,931
Malcolm Hoenlein 35,518,495 83,529
Timothy McInerney 35,538,692 63,332
Joan Pons Gimbert 35,154,378 447,646
Richard I. Steinhart 35,529,736 72,288
Michael Weiser 34,493,245 1,108,779

(ii) The stockholders ratified the amendment to our 2003 Stock Option Plan increasing the number of shares available for issuance thereunder from 7,400,000 to 10,400,000. 34,440,971 votes were cast for the proposal;
1,107,853 votes were cast against the proposal, shares representing 53,200 votes abstained; and there were no broker non-votes.

(iii)  The stockholders ratified the appointment of J.H. Cohn LLP as our independent registered public accounting firm for fiscal 2007. 35,519,099 votes were cast for the proposal; 8,205 votes were cast against the proposal,
shares representing 74,720 votes abstained; and there were no broker non-votes.

Item 6. Exhibits

Exhibit No. Description

4.1 Form of warrant issued to investors in March 30, 2007 private placement (incorporated by reference to Exhibit 4.1 of the Company’s Form 8-K filed April 5, 2007).

4.2 Form of warrant issued to placement agent in connection with the March 30, 2007 private placement (incorporated by reference to Exhibit 4.2 of the Company’s Form 8-K filed April 5, 2007).
10.1 Summary of terms of non-employee director compensation (incorporated by reference to Exhibit 10.1 of the Company’s Form 8-K filed February 5, 2007).
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10.2

10.3

10.4

10.5

10.6

31.1

31.2

32.1

Form of subscription agreement between the Company and investors in the March 30, 2007 private placement (incorporated by reference to Exhibit 10.1 of the Company’s Form 8-K filed April 5, 2007).
Exclusive License Agreement for “Altoderm” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated April 3, 2007.

Exclusive License Agreement for “Altolyn” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated April 3, 2007.

Exclusive License Agreement for “Hedrin” between Thornton & Ross Ltd., Kerris, S.A. and Manhattan Pharmaceuticals, Inc. dated June 26, 2007.

Supply Agreement for “Hedrin” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated June 26, 2007.

Certification of Chief Executive Officer

Certification of Chief Financial Officer

Certifications of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.
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SIGNATURES

In accordance with the requirements of the Exchange Act of 1934, the registrant caused this report to be signed on its behalf by the undersigned, thereunto duly authorized.

MANHATTAN PHARMACEUTICALS, INC.

Date: August 14, 2007 By: /s/ Douglas Abel

Douglas Abel
President and Chief Executive Officer

Date: August 14, 2007 By: /s/ Michael G. McGuinness

Michael G. McGuinness
Chief Financial Officer
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Index to Exhibits Filed with this Report

Exhibit No. Description
10.3 Exclusive License Agreement for “Altoderm” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated April 3, 2007.
10.4 Exclusive License Agreement for “Altolyn” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated April 3, 2007.
10.5 Exclusive License Agreement for “Hedrin” between Thornton & Ross Ltd., Kerris, S.A. and Manhattan Pharmaceuticals, Inc. dated June 26, 2007.
10.6 Supply Agreement for “Hedrin” between Thornton & Ross Ltd. and Manhattan Pharmaceuticals, Inc. dated June 26, 2007.
311 Certification of Chief Executive Officer
31.2 Certification of Chief Financial Officer
32.1 Certifications of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.
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EXCLUSIVE LICENSE AGREEMENT FOR “ALTODERM”
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EXCLUSIVE LICENSE AGREEMENT FOR “ALTODERM”

This Exclustve License Agreement for “Alederm”™ (hereinafter referred to as this "Agresment”),
effective as Apnl 3. 2007 (the “Effective Date”). 15 enterad o by and berween THORNTON & ROSS
LTD., 2 company duly mcorporated under the laws of England and having a place of business at
Linthwaite, Huddersfield. HD7 SQH (“Licensor”), and MANHATTAN PHARMACEUTICALS, INC..
a corporation duly organized and existing under the laws of the State of Delaware having a place of
business at 810 Seventh Avenue, 4 Floor, New York New York 10019 (the "Company™).

WHEREAS, Licensor 15 the sole owner of all nght. title and interest in the Patent Raghts (as
defined below). and Know How (as defined below) related thereto used in the formulation of and to
mamufacture the Licensed Product (as defined below):

WHEREAS, the Company 1s wmterested 1n obtaining exclusive license under the Patent Ruights
and Know How in the Field of Use (as defined below) to make. have made. use. have used. lease. inmwort
and export, offer 1o sell. sell have sold. produce. manufacture. dismbure and marker products made m
accordance with such rights: and

WHEREAS, Licensor wishes to zrant to the Company an exclusive license under the Patent
Raights and Know How. in the Field of Use (as defined below) to malee, have made, use. have used. lease.
import and export, offer to sell. sell have sold. produce. manufacture. distribute and market products made
n accordance with such rights:

NOW, THEREFORE, 11 constderanon of the foregoing recitals. the prenuses and the murual
covenants contamed heremn. the parties hereto, mrending to be legally bound. agree as follows:

Article 1 Definitions
For the purposes of tlus Agreement. the following words and plrases shall have the followmg meanngs:
11 “Affiliate™

means, with respect to any Person. any other Person which directly or indirectly controls. 1s controlled by,
or 15 under commeon control with. such Person. A Person shall be regarded as m control of another Perzon
if 1t owns. or directly or mdirectly conirols. at least fifty percent (50%) of the voting stock or other
ownership mrerest of the other Person. or 1f 11 directly or indirectly possesses the power 1o direct o cause
the direction of the management and policies of the other Person by any means whatsoever.

12 “Applicable Law{s)”

means, with respect to the United States, the FDCA (as defined below). all regulations promulgared
thereunder. and all other applicable laws. rules, regulations and gmdelines within the Territory that apply
to the mport. export. research and development, manufacture. marketing, distribution. or sale of Licensed
Products m the Field of Use 1n the Temntory and the use of the Trade Mark in relation thereto or the
performance of either party’s oblizations under tlus Agreement (mcluding disclosure obligations as
required by the Umited States Securities and Exchange Comnussion or other comparable exchange or
securities comnussion having authority over a party) to the extent applicable and relevant to such party.

13 “Competent Authority(ies)™

-




means collectively the entities m each country i the Terrtory responsible for (a) the regulanon of
medicmal products or medical devices, as applicable. intended for human use or the establishment.
mamtenance and/or protection of nights related to the Patent Rights. meluding but not limuted 1o the FDA
and any other applicable adnunmistrative agency m any country 1 the Territory having the aforementioned
responstbilities. and any successor entities thereto. (b) the establishment. maintenance and/or profection
of rights related to the Patent Rights, mcluding the United States Patent and Trademark Office
(“USPTO"). and (c) any other applicable regulatory or adnumistrative agency in any country in the
Territory that 15 comparable to. or a counterpart of. the foregoing.

14 “Development”

means the Company’s. irs Affiliares”. or Sublicensees™ use of commercially reasonable efforts 0 secure
Marketing Authonizations for Licensed Products mn the Territory.

15 “DNME™

means a dmg master file, as provided for in 21 CFR § 314420, or simular submission 1o or file
mamiamed with the FDA or other Competent Authority that may be used to provide confidential detatled
information zbout facilities. processes, or amicles used m the manufacturing, processing. packagmg. and
storing of one or more human drugs.

1.6 “FDCA™

means the United Stares” Federal Food. Drug, and Cosmetic Act. as amended. and the regulations
promulgated with respect thereto.

1.7 “FDA™

means the Uwited States Food and Drug Admunistration and any successor entiry thereto.
1.8 “Field of Use™

means all fields of use.

1.9 “First Commercial Sale™

means. with respect 1o any Licensed Product. the first sale of such Licensed Product after all applicable
Markenung Authonzatons (1f any) have been granted by the applicable Competent Authonty(zes).

110 “Governmental Approval(s)”
means any and all pernuts, licenses. approvals, and authonizations required by any Competent Authority

as a prerequustte o the development. manufacturing. packagmg. marketing, and selling of a Licensed
Product in the Field of Use in the Territory.

111  “IND(s)”

[




means an investiganonal new drug application as defined in 27 CF R Parr 312 et seq 1 the Unired States
(as may be amended supplemented or replaced from tme to ttme). or equivalent application te any
Competent Authonty of any other country in the Territory, to commence clinical testing of a drug.
mcluding but not lmuted to any amendments, supplements. or supporting correspondence with respect
thereto.

112  “Improvements™

shall mean any modification. enhancement. or improvement of a Licensed Product. or any inventions,
discovertes. improvements (whether parentable or not). mformarion. and data, owned or controlled by
Licensor or the Company (as the case may be) any time durmg the Term which would be useful or
necessary in the manufacture. use, or sale of any Licensed Product. such improvements to be designared
“Licensor Improvements” or “Company Improvements.” as the case may be.

L13 “Know-how”

shall mean all rangible or mrangible information and know-how (other than thar which 15 the subject of a
Valid Claim in the Patent Rights). whether patentable or not (but which has not been patented), related 10
the Licensed Product. or any Licensor Improvement or which 15 useful to or necessary for the Company to
develop or commercialize any Licensed Product (1ncluding but not linuted to: trade secrets. formulations,
protocol, results of experimentation. 1 vitro, preclinical or chinical design. mformarion or results. other
proprietary matenals. processes, meluding but not hmited 1o manufacrurning processes. data. drawings and
sketches. designs. testing and test results, regulatory information of a like nature). owned or controlled by
Licensor as of the Effective Date or which Licensor obtams the nght to disclose and license to the
Company during the Term.

1.14 *“Licensed Product(s)”

shall mean any product including but not lnuted to a topical skin lotion product usmg sodmm
cromoglicate for use m the treatment of atopic dermatitis which 15 made m accordance with the Patent
Rights. For the avoidance of doubt. the “Licensed Products™ mclude. without lmitation. that certain
topical skin lotion product for the treatment of atopic dermaritis known as “Altoderm.” for which
Licensor is seeking regulatory approval m the Unired Kingdom and other jurisdictions outside the
Ternitory.

1.15  “Licensor IND(s)”

means the INDs. whether now existing or previously submitted. desenbed on Exhibir 115 and anv
filngs, updates. material correspondence, or material comumunications to or from any applicable
Competent Authority with respect thereto.

116  “Marketing Authorization™

means all necessary and appropriate regulatory approvals, including but not lmited to NDAs and
reimbursement and pricing approvals. to allow a Licensed Product to be marketed and sold in the Field of

Use i1 a particular country in the Terrtory.

1.17  “Milestone Payment™




means the payments set our in Asticle 6.6 and “Milestone™ means any one of the steps 10 be taken as set

out in Article 6.6

118 “NDA”

means a New Drug Application as defined 1 2] C.F.R. Part 314.50 et seq. m the United States {as may
be amended. supplemented or replaced from tme 10 fme), or equevalent application to any Competent
Authority of any other country in the Territory, to commence commercial sale and marketing of a drug for
human use, tncluding but not lmated to any amendments. supplements, or supporting corresponderice

with respect thereto.

119 “Net Sales™

shall have the meaning set out below:

1.19.1 “Net Sales™ shall mean the sotal gross recemts for sales of Licensed Products to
customers who are not Affiliates (or are Affiliates. but are end users of the Licensed
Products) by or on behalf of the Company or any of 1tz Affiliares (and. to the extent
included pursuant to Amicle 6.2 below. 1ts Sublicensess). whether invoiced or not. less
only the sum of the following

(a)

(2

usual trade discounts to customers. mcluding but not lunited to cash. quanrity
and trade discounts. rebates and other price reductions for such Licensed
Product given to such customers:

sales. tanff dunes. value-added rax and’or use taxes directly mmposad and with
reference to particular sales:

amounts allowed or credited on charge-backs and or retuns:

bad debt deductions and uncolleciible amounts acrually written off during the
accounting period:

outbound transportation prepaid or allowed and transportation msurance.
sales conumssions:
packaging. freight. and msurance charges.

customs duties. surcharges and other govermmental charges incurred in
exporting or inporting such Licensed Product to such customers: and

wholesaler discounts and government chargebacks

1.192 Components of Net Sales (and the deductions listed above) shall be derermined in the
ordinary course of business in accordance with U5 GAAP

1.19.3 Notwithstanchng anything heremn to the contrary, the transfer of a Licensed Product to
an Affiliate. Sublicensee. or other Third Party mn connection with the research,
development or testing of a Licensed Product or for purposes of resale shall not be




considered a sale of a Licensed Product under this Agreement. Nor shall the transfer
of Licensed Product solely for mdigent or simular public support or compassionars use
programs be considerad a sale of Licensed Product under this Agreement.

1194 In the case of discounts on “bundles” of separate products or services wlich mclude
Licensed Products. the Company may discount (or enable its Affiliates and
Sublicensees to discount) the bona fide list price of a Licensed Product by the average
percentage discounr of all products of the Company andior its Affiliates and
Sublicensees in 3 parnevlar “bundle”. calculated as follows:

Average percentage
disconnt on a = 1-(XY)=100
partcolar “bundle™

where X equals the total discounted price of a particular “bundle” of products. and ¥V
equals the sum of the vndiscounted bona fide list prices of each unit of every product in
such “bundle”. The Company shall prowvide Licensor documentation reasonably
supporting such average discount with respect to each “bundle ™ If a Licensed Product in
a “bundle” 15 not sold separately. and no bona fide list price exists for such Licensad
Product. the Company shall determine in good faith & reasonable mmputed list price for
such Licensed Produet and Net Sales with respect thereto shall be based on such impured
list price.

120 “Non-Royalty Sublicensing Income™ or “NRSI”

means. aggregate cash conswderation recerved from a Sublicensee i consideration for grant of a
sublicense under the rights granted to the Company hereunder. which shall mclude sublicense issue fees
and non-sales related sublicense milestone pavments recerved by the Company as consideration for the
sublicensing by the Company of its rights under tlus Aszreement to commercialize Licensed Products. but
shall exclude the followmg payments as determuned by the Company m good faith and subject as
provided in Amicle 6.4 (a) pavmenrs received from the sale, issuance or exchange of debr or equity
securities of the Company: (b) payments received by the Company thar are specifically designated 1n any
agreement with a Third Party to be dedicated to the research and development of the Technology or the
establishment of a direct sales force: (c) pavments resulting from or caleulated on the basis of the sale of
one or more Licensed Products, meluding sales milestones and rovalties: and (d) payments recerved 1o
reumburse Company’s or s Affiliates” cost to perfonm research. development or sinular services
conducted for such Licensed Product after sigmng the agreement with the Third Party. or
reimbursement of patent or other out-of-pocket expenses relating to such Licensed Product.

1.21  “Patent Rights™
means
1211 all U.S. and Canadian patents and patent applications set forth m Schedule 1.21;
1.21.2 any and all US or Canadian patents. patent applications, or other rights 1ssuing from.
or filed subsequent to the date of this Agreement, based on or clamung prionty to or
from the applicanons. parents. and nighrs listed on Schedule 1.21. meluding but not

limmted 1o continuarions. continuatons i part. divisionals, reexamnations. extensions.
reissues, substitutions, renewals, supplementary protection certificates, registrations,

"]




and confirmanons of any of the foregome. and any patents resulting from any
application or right mcluded in Articles 1.21.1 or 1.21.2;

1213 any other intellectual property rights in the Terntory relating to any ropical skin lotion
product using sodmm cromoglicate for use in the treatment of atopic dermaritis
(except where the rights involve the use of sodium cromoglicate with another active
wmgredient which produces a product which requires 11e own Government Approval)
that are owned or controlled by the Licensor or that Licensor has the ability to license
to the Company as of the date of tlus Agreement. or which Licensor acguires. or
acquires the right to license to Company. after the Effective Date. and any and all US
or Canadian patents. patenr applications. or other rights. mcluding connnuations,
continuatons in part, divisionals. reexamunations, extensions. reissues. substmtions,
renewals, supplementary protection cemificates. remstrations, and confirmations of
such mghts claiming or relating to. 1 each case. anv topical skin lotion product using
sodunn cromoglicate for use n the weatment of atopic dennattis excepr as aforesaid:

any other inrellecrual property nights in the Terrory owned or controlled by the
Licensor ar any time during the Tenn of this Agreement relating to or claiming an
Improvement or that Licensor has the ability to license or gains the ability to licensze o
the Company relating to or claiming an Improvement (except whers such
improvement produces a product wlich requires its own separate Government
Approval): and any and all US or Canadian patents. patent applications. or other

wncluding continuarions. continuations in part. divisionals. reexamunations,
tons, reissues. substitunions. renewals. supplementary protection certificates.
regstrations. and confirmations of such rights relating to or clainung. in each case. an
Improvement; and

1215 any Licensor informaton useful or necessary to file and obram issuance m the
Temitory of valid patent clamms relating to the use. manufzciwre, development.
admimsmranon, delivery, formulation. dosing, packaging, and handling of the Know-
how. the Licensed Products or any other topical slan lotion product using sodium
cromoglicate for use in the treamment of atopic dermatitis (except where such
mformarion produces a product which requires its own separate Govermment
Approval).

The parties shall use commercially reasonable efforts to ensure that Schedule 1.21 shall be amended m
writing from tune to tune to reflect the foregoing. provided that any fadure to do so shall not hnut the
scope of the defimtion of Patent Rights established above,

122  “Person™

means an indrvidual. corporanon, partership, limited liability company, trust, business trust, association,
jomnt venture, non-profit orgamzation. pool. syndicate, sole proprietorship. vmincorporated organization,
university, governmenral authority or any other form of ennty not specifically listed herein

1.23  “Phase I Trial”

means a climeal mal that generally provides for the first introduction mto humans of a Licensed Praduct

with the primary purpose of determining safety, metabolisin and pharmacokinetic properties and climcal
pharmacology of the Licensed Product. and generally consistent with 21 CER § 312.21{a).

)




1.24  *“Phase IT Trial™

means a clinical trial of a Licensed Product on patients, mcludmg possibly pharmacokinetic smdies, the
principal purpose of which 1s to make a preluninary determinarion thar such Licensed Product 12 safe for
1ts mrended use and to obtawn sufficient informanion abewt such Licensed Product s efficacy to pernut the
design of further clical trials, and generally consistent with 21 CFR § 312.21(k).

1.25  “Phase III Trial”

means a prvotal human clinical wial of a Licensed Product. whach trial 1s designed to: (a) establish that a
Licensed Product 15 safe and efficacions for 113 intended use: (b) define warnngs. precantions and adverse
reactions that are associated with the Licensed Product i the dosage range to be prescrbed; () support
Markenng Authonizanon of such Licensed Product: and (d) generally consistent with 21 CFR § 312.21(c).

1.26  “Registration(s)”

means anyv and all permuts, licenses, authorizations, registrations or regulatory approvals (mcluding, bur
not linited to. IND or NDA] required and/or granted by any Competent Authority as a prerequusite 1o the
developmen:. manufacmring packaging. shipping. markenng and/or selling of any product

127 “Royalty Term™

means. on a country-by-country and Licensed Product-by-Licensed Product basis, the period commencing
on the date of the applicable First Conunercial Sale and ending on the date of the last to expire Patent
Raght covermg a Licensed Product m such country.

1.28  “Sublicensee™

means a Third Party that has entered 1n to an agreement with the Company licensing to such Third Party
any of the rights granted to the Company by the Licensor pursuant to Arricle 2.1, or a Thurd Party that has
entered 1nto a license agreement with any such Sublicensee licensing such Third Party the nghts granted
to the Company by the Licensor and granted to such subsequent Third Party licensee by the Sublicensee.

“Successful Outcome™
means an ouicome of a Phase IIT Trial with data reasonably determined by Company o be sufficient 1o
support final approval by the FDA of an NDA with respect 1o the Licensed Product (mcluding. but not

limired to. dara from any supporting phanmacokimetic studies and roxicology studies (mcluding, but not
Limited to any carcinogenicity. and developmental and reproductive toxicology studies))

L30 “Term
has the meaning set ourt in Aricle 11.1
131 “Territory”

means: (1) the United States. 1ts territories and possessions and United States mulitary bases throughout
the world and (11) Canada.




132 “Third Party”
mean any Person other than Licensor, Company and their respective Affiliates.
133 “Trade Mark™

means the wade mark “Altoderm.” mncluding, bur not linuted ro. all rights vnder anyv wademark
applications and registrations with respect thereto 1n the Terntory.

134 *Valid Claim™

means any pending or 1ssued clann meluded within the Patent Rughts that has been filed in good faith and
has not been withdrawn. permanently revoked. abandoned nor deemed unenforceable. unpatentable. or
mvalhd by a decision of a cowt or other governmental agency of competent junsdicrion that is
unappealable or unappealed i the nme allowed for appeal. and which has not been adnutted to be wnvalid
or unenforceable through reissue or disclammer or otherwise.

Article 2 License Grant
21 Grant of License

Licensor hereby grants to the Company an exclusive hicense, with rights to grant sublicense as further
described below. in the Field of Use to practice under the Patent Rights and to utilize the Know-how and
the “Altoderm™ mark and name 10 the Terntory. including 1o:

211 conduct research. male. have made. use. have used. mport. have mmported. export,
have exporied. offer for sale, have sold. sell. produce, manufacture, distrbute and
market Licensed Products to the full end of the Royalty Term. unless sooner
termnated as heremafter provided; and

12 sublicense to third parties. through multple ters. in accordance with Artcle 2.2
below. the rights gramred under Amicle 2.1.1.

2.2 Sublicenses

The Company shall have the right to sublicense rights granred mn Article 2.1 in11s sole
discretion with the prior consent w1 wnting of Licensor. which consent should not be
unreasonably withheld or delaved and Sublicensees shall have the nght to grant
further sublicenses m thewr sole discretron with the prior consent of the Licensor.
which consent shall not be unreasonably withheld or delayed. but the Company shall
continue to remain responsible for the performance of its obligations under this
Agreement if a Sublicensee 1s appowted. Each sublicense agreement: (1) shall
conramn terms and condirions requiring the applicable sublicensee to provide Data (as
defined 1 Section 11.5 below) created by or on behalf of such sublicensee 1o the
Licensor, on terms and under circumstances analogous to those set forth hersin
{namely Articles 3.1. 5.5. 11.2. 11.5 and 11.6). in the event the appheable sublicense
agreement with the Sublicensee 15 termmated after having been assigned to and
assumed by Licensor (as provided below m tls Article 2.2.1). (1) shall otherwise not
conflict with the terms and conditions set farth herein and (111) shall name Licensor as




a third party beneficiary of the sublicense agreement. The Company will keep
Licensor reasonably apprised of the stams of negotiations with prospective
Sublicensees. All sublicenses granted under this Article 2.2 1 by the Company shall
survive and be automatically assigned to and assumed by Licensor upon ternunation
of this Agreement. provided however. Licensor shall not be obligated to incur any
obligations in excess of those of Licensor contamed herem.

ra
b
b

Notwithstanding the foregomng, 1f the Company believes that Licensor has termunated
this Agreement for the primary purpose of doing business directly with the
Sublicensee, the termination may be dispured under the provisions of Arcle 10,

Article 3 Technology and Regulatory Transfer
31 Technology and Regulatory Transfer

Upon execunion of thns Agreement. (1) Licensor shall wansfer to the Company. at no addmonal cost. all
Know-how. which shall include but not be limited to copies of all pre-clinical or clintcal data, trade
secrets. human safety data. preluninary efficacy data (further including. but not liunited to. any of the
foregoing data relatmg to anv Licensor applications for regulatory approval of the Licensed Product in
the United Kingdom. European Union and any other jurisdictions outside the Terrstorv), and other
regulatory data related to any Licensed Product 1n its possession. and (1) Licensor hereby assigns all
right. title. and interest 1a the Licensor IND(s). if any. to the Company. free and clear of all liens. claims,
and encumbrances.

Licensor shall. at Licensor's cost. take anyv and all actions requested by the Company to effect the
purposes of the foregoing as promptly as practicable following the execurion of this Agreement and on
an ongomg basis thereafter. which chall include but net be limited 1o (1) prepanng and filing whatever
filngs. requests or applications are required or deemed advisable to be filed with any Regulatory
Authority. if any. i connection with the assiznment of any Licensor IND(s) (including bur not limared
to. if applicable with respect 1o the FDA. a “transfer of ownership letter”) and (i1) raking all reasonable
actiens necessary to enable the Company to underake the manufacture, development and
commercialization of Licensed Products under this Agreement. Such actions shall include providing the
Company with the following ttems relating to the Licensed Products (regardless of whether such 1tem
relates to the Terntory or any jurisdiction outside the Terntory). to the extent such ftems are within the
possession or control of Licensor as of the Effective Date or come within the pessession or control of
Licensor at any tune thereafter and the Licensor has the night to transfer or commumicate the same (and
the Licensor will nonufy the Company of any porential limirations on 115 right to ransfer or communicare
any of the foregomng ro the Company and will use commercially reasonable efforts to overcome any such
liniitations):

a copes of all regulatory subnussions:
b any communications with Competent Authonities and the mimutes of any meetings with
Competent Authorities. as well as any communicarions with and minutes of any meetings

with any analogous regulatory authonities ourside the Territory,

4 DMFs and any mal. drug. device. or other master files relating to any Licensed Product,
mcluding copies of all case report forms:




d copies of all histings and tables of results from the clinical trials relatung to any Licensed
Producr;

e copies of all rreatment-related serious adverse event reports from the clmteal trials
relating to any Licensed Product:

f. storage of and access pernussion to any retaned samples of materals vsed 1n climeal
trials relating to any Licensed Product;

z access to contract and clincal research organizations mvelved in the prechmcal studies
and climical trials relating to any Licensed Product;

L the data. files and results of any chenustry. manufacturmg. or conrolrelated actrnes
regarding any Licensed Product. and

1 all other mformation that the Company may reasonably request that may be useful o the

Company for the manufacturing of Licensed Products or conducting preclinical studies
and climcal tials and other development actrvinies with respact to each Licensed Product.
and the commercialization of Licensed Products.

The Company shall during the Term keep Licensor reasonably informed of any data developed by or on
behalf of Company that may be used m support of regulatory filings for the Licensed Product (meluding.
but not linuted to. pre-clinical and clinical trial data. human safetv data and efficacy data) (the “Companyv
Data”), as well as any regulatory filings made and approvals obtained by the Company with respect to the
Licensed Product m the Terntory and the Company shall deposit. at Licensor's expense. copies of the
Company Dara and such regularory filmgs with irs lawvers or an agreed third party escrow agent together
wirth the necessary permission to allow right of reference to such material by Licensor and shall issue an
wrevocable mstruction to release such items to the Licensor if this Agreement 15 terminated pursuant 1o
Article 11.2 and the Company shall procurs thar all sub-licensees accept this obligation to the Licensor.
In addition the Company shall confirm ro the Licensor from time to time that it has so deposited such
ttems as provided m this Arncle 3.1 and the Company shall procure that all sub-licensees accept this
obligation to the Licensor. Licensor will nonfy Company 1f 1t wishes to obtain a nonexclusive license to
the Company Data (or pertion thereof) and/or nights of reference to such regulatory filings and approvals.
m each case solely for use m comection with regulatory filings outside the Terrstory. Provided that
Company has the right to grant such license and or nights of reference. upon receipt of such notice from
Licensor. the parties will negonate 10 good faith with respect to the tenns and conditions of such license
and'or nghts of reference (including commercially reasonable compensation to be paid to Company for
such license and/or rights of reference). Anv such terms and conditions agreed upon by the parties shall
be set forth in writing and signed by authorized representatrves of both parties.

32 Technical Assistance

Without limsting Licensor’s other obligations hereunder, Licensor shall provide such rechiucal assistance
to Company as Company reasonably requests regarding the Patent Raghts, Know-how and Licensed
Products. mcluding withour limtation: (1) providing Company with reasonable access to Licensor’s
employees and consultants mvelved m the developmens. formulanon and regulatory approval outside the
Terrtory of the Licensed Products and (1) providing to Company all or part of Licensor’s inventory of
GMP and non-GMP Licensed Products. as the parties nutually agree. Company shall pay to Licensor its
documented reasonable out-of-pocket costs of providing such technical assistance. subject o Company’s
prior. written approval of such costs in each case.




Article 4 Regulatory Compliance
4.1 Ownership and Maintenance of Governmental Approvals

411 The Company will own all Marketng Authorizations for each country m the Territory
for Licensed Products. Without linuting the generality of the foregoing, the Company
shall prepare and submit 1n its own name and ar its expense NDAs with the FDA in
the 1U.S. and any other aquuvalent application with the Competent Authorities in other
countries in the Terntory.

412 The Company shall secure and maintam in good standing, at its sole cost and expense.
any and all Governmental Approvals (including. Markening Authorizations, licenses,
permits and consents, facility licenses and permuts required by Applicable Laws or by
the applicable Competent Authorities) necessary and/or required for the Company o
perform 115 obligations under this Agreement and vuse comumercially reasonable effons
at its cost and expense to secwre and mamiam any vananons and renewals thereof.
Licensor shall promptly noufy Company of any written or oral notices recerved from.
or inspecnions by, any Compersnt Authority relatng to any such Governmental
Approvals.

413 To the extent Licensor is or becomes the holder of any Governmental Approval
referred to 1 Asticle 4.12 above. during the tume that Licensor holds such
Governmenral Approval. Licensor shall (1) promptly provide Company an advance
deaft of any proposed responses to such written notices or mspections and the
resolution of any 1ssue raised by such Competent Authorty and (1) make such
reasonable changes to such proposed response as may be recommended by Company.
and the Company shall be entitled to attend any and all meetings and participate 1n
telephone calls with the Competent Authorities. including without Limitation anv
mesting preparation. mesting co-ordmaton and preparation of minutes.

4.2 Rights of Reference

Licensor shall grant and hereby grants Company a free-of-charee right to reference and use and have full
access 1o all preclinical and clinical dara. informarion. and results. Governmental Approvals, and all other
regulatory documents relatme to or useful for the Development of the Licensed Products. meluding but
not hmited to any IND. NDA. DMF (whether as an mdependent document or as part of any
Governmental Approval). and all chemustry. manufactunng and controls nformanon. and any
supplements, amendments or updates to the foregomng. where such regulatory documents are owned,
licensed. or controlled by Licensor and the Licensor has the right to transfer or communicate the same,
and all analogs to any of the foregomg outside the Terntory (for the purposes of thus Article. the “Right of
Reference™). The Licensor will nonfy the Company of any potental lmitations on 1ts right to transfer or
comnmmicate any Right of Reference to the Company and will use commercially reasonable efforts to
overcome any such lumitatons. The Company may hicense the Right of Reference to Affiliates and o
Sublicensees.

4.3 Access to Manufacturers




Licensor grants 10 the Company a free of charge. worldwide right 10 access and'or sublicense any
suppliers of the Licensed Product and anyv form component. or mgredient of or precursor to the
Technology or any Licensed Product. and shall. 1f and as requested by the Company. reasonably assist
Company in establishing supply relationships with such suppliers on commercially reasonable terms
and/or assigning any relevant supply agreements to the Company. In addmon. if requested by Company.
the parties will negotiate in good faith for commercially reasonable terms on which Licensor would
supply Licensed Products (and or ingredients thereof) to the Company.

Article 5 Development and Commercialization
51 Development
The Company shall use commercially reasonable efforts. itself or through the activities of its Sublicensees

and Affiliates. to perform the Development and secure the Markenng Authonzations for Licensed
Products.

5.2 Commercialization

The Company shall. following receipt of the necessary Marketing Authorizations, use commercially
reasonable efforts to, itself or through the activiries of its Sublicensees and Affiliates. commence
marketing of. and to promote, market. sell and commercialize thereafter. Licensed Products in the
For the avoudance of doubt. Company and the Sublicensess may market the Licensed
Products under the “Altoderm’™ name or such other brand as may be selected by the Company and/or the
Sublicensees. provided that if the “Altoderm’™ name 15 used 1t 15 wdentified as a registered trade mark of
Licensor and the Licensor 15 accorded all rights under Applicable Laws usually accorded to owners of
trade marks m the Terrmory.

53 Clinical Trial Cooperation.

The parties shall discuss i good fairh opporumnes to avoid duplication of effort and aclueve cost
savings and other efficiencies with respect to any clinical trials to be conducted by the Company for the
Licensed Products.

5.4 Non-Compete.

During the term of this Agreement, other than sales of Licensed Products by Company and Sublicensess
hereunder. nesther party nor any of their respecrive Affiliates shall marker or sell (or license any third
partv to marker or sell) in the Territory: (1) any topical product that contains sodmm cromoglicate as an
active pharmaceurical meredient (whether the sole actrve pharmaceunical meredient or 1n combinanon
with any another active pharmaceutscal mgredients) or (1) any other produet for the treatment of atopic
dermarns.

55 Company Improvements.

Company will keep Licensor reasonably informed of any Company Improvements it makes i the course
of the Development. Licensor will notify Company 1f 1t wishes to obtain a nonexclusive license to any
such Company Improvement. in each case solelv for use wn connection with Licensed Products to be sold
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1 counrries outside the Territory. Provided thar Company has the nighr to grant such license, upon receipt
of such notice from Licensor. the parties will negotiate m good farrh with respect to the rerms and
condirions of such license (mcluding commercially reasonable rovaltes and other compensation to be
paid to Company for such license)

5.6 Annual Review Meetings.

Executive-level personnel of both parties shall meet at least once per vear during the Term (either in
person or telephomcally. and at times and places as are mumally acceptable to the parties) for the purpose
of reviewing the status of Licensed Product commercialization 1 the Terntory. mcluding, but not limited
to regulatory approval status. development and production 1:sues and market conditions. The parties will
discuss m good faith any amendments suggested by erther party to the tmelines set forth 1 Section 11.6.
rovalty rates and/'or other provisions of this Azreement as may be fair and reasonable 1n Light of changed
conditions. Any agreed upon amendments to this Agreement must be 1 wiinng aud signed by avthorized
representatives of both parties.

Article 6 Royalties and Other Consideration
6.1 Royalties on Net Sales: Minimum Royalties

6.1.1 During the Royalty Tenmn, on 2 country-by-country and Licensed Product-by-Licensed
Product basts, the Company shall pay Licensor revalties in amounts as set forth m the
below table, with the applicable Royalty rate deternuned based on the amount of Net
Sales recerved dunng the applicable Royalty Term Year (as defined below), subject 1o
further adjustment as described 1 this Article 6. For the purposes hereof a “Rovalty
Term Year” means: (1) the period that begms on the date of the applicable First
Comumercial Sale and ends on December 31 of the same vear and (11) sach calendar
year thereafter durning the Rovalty Term,

Net Sales Received During the Royalty
Applicable Royalty Term Year
(in U.S. Dollars)
%0 0 5100.000,000 10% of Net Sales received during the

applicable Rovalty Year

$100.000.001 to $200,000,000 15% of Net Sales recerved durme the
applicable Rovalty Year

equal to or over §200.000.001 20% of Net Sales received during the
applicable Rovalty Year

For the avoidance of doubt the Rovalty rates set forth m the above table are
mcremental. e each Rovalty rate 1s applicable to only the portion of annual Net Sales
exceeding the respeenve values (for example. 1 the case of annual Ner Sales of $300
mullion U8 Dollars. a Royalty rate of 10% 1s applicable to 5100 million TS Daollars
a Rovalty rate of 15% 15 applicable to the next $100 mullion U.S. Dollars and a
v rate of 20% 15 applicable to last $100 mullion U.S. Dollars). The Royalty
rates set forth 1n the above table also are calculated on: (1) a Licensed Product-by-

.
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Licensed Product basis. 1e. Net Sales achieved with one Licensed Product are not
added 1o MNer Sales achieved with other Licensed Products and therefore do not
wflnence the Rovalty rate applicable to other Licensed Products and (11) a country-by-
country basis. ie. Net Sales achieved with respeer to sales m one country in the
Terrttory are not added to Net Sales achueved wath other Licensed Products and
therefore do not influence the Rovalty rate applicable to other Licensed Products. For
the purposes of clause (1) of the preceding sentence, any distinenons between mulnple
Licensed Products shall be made by the Company acting m good faith and in
consultation with Licensor. and shall be based upon objective criteria. such as
differences 1n dosage strength. formulation or branding.

612 The exclusivity granted to Company pursuant o Section 2.1 15 subject to Company
paving Licensor, with respect to each of the second. thurd. fourth. fiffh and sixth full
calendar years dunng the Rovalty Term, munmmum Rovalties of One Mallion US.
Dollars ($1.000.000) (the “Mimmuwm Rovalues™). Company may cure auy failure o
meer 15 Mmimum Rovalry obliganen for anv such calendar vear by paving the
amount of the shortfall to Licensor within sty (60) days after the end of such
calendar year. If Company fails to meet its Mminmum Royalty obligaton for a
particular calendar vear (and does not cure such failure as provided in the precadmng
sentence). Licensor. as 1ts sole and exclusive remedy for such fadure. may at any nme
thereafter. upon thirty (30) days prior. written notice to Company. termunate the
license granted to Company vader Section 2.1 above

6.2 Sublicensing Royalties

During the Rovalty Term, on a country-by-country and Licensed Product-byv-Licensed Product basis, the
Company shall pav Licensor rovalties for Licensed Products sold by any Sublicenses(s) during a
particular Reyalty Term Year equal w the lesser of  (a) thurty percent (30%4) of all sales-based royalties
mncluding sales milestones recerved by the Company or irs Affiliates from such Sublicenses(s) with
respect to such Licensed Products pursuant to the applicable sublicense agreement(s) and (b) the
Royalties that would be due uader Article 6.1 above for the Sublicensee’s Net Sales of such Licensed
Products: provided however, that nomwithstanding any of the foregoing. in no event shall such rovalties
payable to the Licenszor be less than four-and-one-half percent (4.5%) of the Sublicensee’s Net Sales of
such Licensed Products.

6.3 No Multiple Royalties

No multiple rovalties shall be payable because the use. lease or sale of any Licensed Product 1s. or shall
be, covered by more than one Valid Claim contamed m the Patent Rights. Additionally. rovalties shall be
paid to Licensor for the sale of a Licensed Product based upon only one of Articles 6.1 or 6.2 above, but
in 1o case both (that 5. rovalties due to Licensor on direct sales of a Licensed Product by the Company or
1ts Affiliates to @ Third Party shall be based only on Article 6.1, while rovaltes on sales of a Licensed
Product by the Company’s Sublicensees 1o a Third Party shall be based only on esther clause (a) or clause
(b} of Arnicle 6.2, 50 as to avoud double countng).

6.4 Non Royalty Sublicensing Income




The Company shall pay 1o Licensor thirty percent (30%) of NRSI received by the Company or 1s
Affiliates. sulyect 1o any deductions therefrom describad m Article 1.20 and subject as provided below m
this Armcle 64 If requested by Licensor. the Company will provide Licensor with reasonable
documentation (including copies of the relevant agreements with the Sublicensee and documentation of
costs incurred to provide services to the Sublicensee) to support the Company's determumanon and
establish on an objective basis that a payment recerved from a Sublicensee falls within the defimtion of
NRSI or within an exclusion thereto. The parties agree that any dispute in this respect shall be dealt with
under Article 10. Notwithstanding anvthing 1o the contrary. Milestone Pavments pawd by the Company
after its execution of any such sublicense agreement shall be fully creditable against pavments due with
respect to NESL

6.5 Combination Products

In the event that a Licensed Product 15 sold 1n the form of a combmation product contanung one or more
rechnologies whicl. 1f incorporated mro a product by themselves, would not render a producr a Licensed
Broduct. the Net Sales for such combination product shall be caleulated by nmultiplying the sales price of
such combinarion product by the fraction A(A+B) where (i) A is the invoics price of a Licensed Product
meorporating solely the technology which renders such product a Licensed Product. or. 1f such Licensed
Product is not sold separately. the fair marker value of a Licensed Product incorporating solely such
technology. and (1) B 1s the total mvorce price of products mcorporating solely the other technologies or.
1f such products are not sold separately. the fair market value of such products. Company shall not sell or
permut any Sublicensee to sell any such combmation product without the prior, written approval of
Licensor. such approval not to be unreasonably withheld or delaved.

6.6 Milestone Pavments

As further consideration for the license granted hersunder, the Company will make the following one time
Milestone Payments to Licensor.

6.6.1 (a) 125.000 shares of the Company’s common stock and (b) four hundred and
seventv-five thousand US Dollars ($475.000). upon execution of the License
Agreement (which payment shall be made within seven (7) davs of execution of the
License Agreement. but which payment obligation shall be wrevocable. regardless of
any terrunation of this Agreement by the Company):

6.6.2 four hundred and fifty thousand US Dollars ($450.000) upon acceptance for filing by
the FDA of the first IND for the Licensed Product filed by Company or a Sublicenses:

6.6.3 125,000 shares of the Company’s common stock upon first dosing of a patent with a
Licensed Product m the first Phase II Tnial conducted with a Licensed Product under
the first Company-sponsored (or Sublicenses-sponsored) IND:

664 {a) 250.000 shares of the Company’s commeon stock and (b} six hundred and twenty-
five thousand US Dollars ($625.000) upon first dosing of a patient with a Licensed
Product 1n the first Phase III Trial conducted with a Licensed Product under the first
Company-sponsored (or Sublicensee-sponsered) IND:

6.6.5 One mulhion US Dollars ($1.000.000) upon the Successful Ourcome of the Phase I
Trial conducted with a Licensed Product under the first Company-sponsored (or
Sublicensee-sponsored) IND:




6.6.6

66.7

668

One million and one hundred thousand US Deollars (81,100,000} upon the acceptance
for filing of the first Company-sponsored (or Sublicensee-sponsored) NDA by a
Competent Awthority for @ Licensed Product:

(a) 500.000 shares of the Company’s common stock and (b) two million US Dollars
(£2.000.000) upon the final approval by a FDA of the first Company-sponsored (or
Sublicensee-sponsorad) NDA for a Licensed Product.

Five hundred thousand US Dollars ($300.000) upon receipt by the Company or a
Sublicenses of the first Marketing Authorizanion for a Licensed Product 1n Canada:
and

a one-time success fee of ten mullion US Dollars ($10.000.000) vpon aclueving a
target of cumulatve Net Sales in the United States of the Licensed Products by the
Company and all its sub-licensees of ene hundred nullion US Dollars ($100.000.000)
(respectrvely the “Success Fee” and the “Net Sales Target”). pavable as follows:

{a) if the said Net Sales Target shall be achieved wathm the first two (2)
years of the Royalty Term 1n respect of the USA. such Success Fee to be
paid our over the five (3) vear period following the acluevement of such
nulestone 1 equal installments of two million US Dollars ($2.000.000)
per year;

(b) 1f the Net Sales Target 15 achieved duning the third (3rd) wvears of the
Royalty Term in respect of USA. the Success Fee shall be paid out over
the four (4) vear pertod following the achievement of such mulestone 1
equal mstallments of two million five hundred thousand US Dollars
($2.500.000) per vear: and

(<) if the Net Sales Target 1s achieved durme the fousth (4%) year of the
Rovalty Term 1o respect of USA. the Success Fee shall be paid out over
the three (3) vear period following the achievement of such nulestone
equal nstallments of three million three hundred and thiry three
thousand, three hundred and turty three US Dollars and turty-three
cents ($3.333.333 33) per vear: and

(< 1f the Net Sales Target is achieved during or after the fifth (5th) vear of
the Royalty Term i respect of USA. the Success Fee shall be paid out
over the two (2) yvear period followmeg the acluevement of such milestone
m equal installments of five mulhon US Dollars ($5.000.000) per vear.

Each of the Mhlestone Payments described above shall only be paid once upon thew respective
accomplishments. regardless of the number of times each of such nulestones is aclueved.

If any of the Milestone Payments set out above are not paid because the Company shall decide 1t is not
necessary to take that step giving rise to the Milestone Pavment. the Milestone Pavment shall nonetheless
be due and shall be paid at the time the Company shall decide not to take the particular step or when the
next Milestone Payment 1s due wluchever shall first occur.

0.7 Equity Consideration




It 15 understood and agreed thar notwithstanding anything to the conrrary m this Agreement. the shares
provided to Licensor from tume to tume under this Agreement (the “Shares”) are non-refundable. The
Shares are not registered under the Securities Act of 1933, as amended. and may not be transferred unless
and until registered or the Company has received an opimon of counsel or other evidence sansfactory to
the Company and 1ts counsel that such registration 1s not required. Each time Shares are required to be
tssued under this Agreement. such Shares will be issued pursvant to a subscription agreement, m the form
attached hereto as Exhibut 6.7, Licensor agrees to enter info reasonable or customary agreements required
by any future equuty mvestors regarding subjecting the Shares to rights of first refusal and co-sale. such
rights to termunate on an mitial public offering of Company stock pursuant to a rezstration statement filed
pursuant to the Secunties Act of 1933, as amended.

6.8 Place of Payment, Taxes and Conversions

All pavments under this Agreement shall be patd in Tmted States dollars, unless otherwize raquired by
law. at such place as Licensor may reasonably designate consistent with applicable laws and regulations.
Any taxes. duries. or other levies which the Company. its Affiliate or any Sublicensee shall. in s
reasenable discretion, be required by law to pay or withhold on renuttance of any payment(s) due under
this Agreement shall be deducted from such payment(s) to Licensor. Any such taxes. levies, or duttes
required under applicable law 10 be pard or wathheld shall be an expense of. and bome solely by
Licensor. The Company will use commercially reasonable efforfs to secure and send to Licensor proof of
any such raxes, duties or other levies withheld and paid by the Company for the benefir of Licensor. and
cooperate, at Licensor's expense. with any reasonable request to help ensure that amounts withheld and'or
paid are reduced and'or recovered to the extent penmitted by the relevant junsdiction.  If any cwrrency
conversion shall be required 1 connection with the pavment of rovalties hereunder. such conversion shall
be made by using the exchange rate prevailing at Citibank, N A m New York. New York on the last
busmess day of the calendar quarterly reporting period 10 which such rovalty pavmenrs relate. In each
country where the local currency is blocked and cannort be removed from the country under such counrry
applicable law. rovaltes accrued with respect to that country shall be paid to Licensor wm such country i
local cugrency by deposit m a local bank designared by Licensor, unless the parties otherwise agree

6.9 Time for Payment
691 The Company shall pay 1o Licensor the rovalnes due and pavable under ths

Agreement on a quarterly basis. and shall provide the Royalty Statement referred to m
Ammicle 7.2 along with such payment. Payments pursuant to this Article 6.9.1 are due
with respect to a parficular calendar quarter’s Net Sales and receipts of NSRI and
sales-based rovalties sixty (60) davs after the conclusion of such calendar quarter.

69.2 Ivlilestone Payvments pavable to Licensor shall. notwithstanding the use of the word
“upon” throughout Article 6.6. become due and payvable withm thirty (30) days after
aclievement of the wndicated nulestone.

693 Even if no rovalues or other pavments thar may be due 1o Licensor under this
Agreement shall be due. the Company shall be required to make a report pursuant 10

Armicle 7.2 to state thar no paviments are due.

6.10  Interest




Amounts which are not paid when due shall accrue interest from the due dare unril paid, a1 a rare equal 10
the then prevailng prime rate of Cittbank W A | plus two percent (2%)

6.11

6.12

Rovalty Adjustments

6:11.1

6.11.2

Notwithstanding anvthing to the contrary herem. if the Company obtams (or has
abtamed) one or more licenses undsr patents or patent applicanons owned by a Third
Party: {1) to avoid infringement thereof by the manufacture, use. or sale of any
Licensed Product, (1) to reasonably avoid infringement-related lingation regarding a
Licensed Product. or (1) with the prior approval in wrting of Licensor (which
approval shall not be unreasonably withheld) 10 make. use or sell any technology that
could improve. enhance, or modify a Licensed Product. as determuned by the
Company m s reasonable discretion. then the Company mav deduct fifty percent
(50%) of any fees. mulestones or rovalues paid under such license(s) (even if paid m
settlement or judgment of any clamm for mftingsment) from the pavments otherwise
due Licensor under thizs Agreement (including any rovalty pavmenrs. miminmm
royalty payments and Success Fee payments. but excluding any other Milestone
Pavments). provided. however. that. notwithstanding the foregoing, the total amount
due Licensor under this Agreement m any particular calendar quarter shall nor be
reduced by more than fifty parcent (50%) as a result of any such deduction, and any
amounts not deducted m a calendar quarter shall be carried forward for deduction m
the subsequent calendar quarter(s). subject to such fifty percent (50%) himitation
cach case.

Should a compulsory license be granted, or be the subject of a possible grant. to a
Third Party under the applicable laws of any country m the Ternitory under the nights
licensed under this Agreement. the Company shall norfy Licensor. including anv
material information concemning such compulsory license, and the running royalty rate
pavable under this Article 6 for sales of Licensed Products in such country wall be
adjusted to equal anv lower rovalty rate granted to such Third Party for such country
with respect 1o the sales of such Licensed Products theremn (the “Compulsery
Royalty”) during such penods such third parties cell or offer for sale under the
compulsory license articles that compete with the Licensed Products then marketed
and sold by the Company, 115 Affiliates, or Sublicensees 1n that country. provided that
such Compulsory Royalty shall remain subject to further adjustment consistent wath
this Article 6.

Invalidity, Unenforceability or Revocation of Patents

Norwithstandme anvthing to the conrary. if any of the Patent Rights are declared or held mvalid

or unenforceable or are revoked by court or tribunal of competent jurisdiction. then all Rovalies
shall cease to be payable with respect to Licensed Products covered by such Patent Rights sold m
the part of the Temitory m which such declaration. holding or revoecation is effective. as from the
date of such declaration, holding or revocation, but if the decision of the court or tribunal malng
such declaration. holding or revocation shall be reversed on appeal. the Rovalties shall become

payable from the date of such reversal together with all Rovalties which would have been pavable

but for the adverse decision.

Article 7 Reports and Records
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7.1 Records and Audits

The Company shall keep full. true and accurate books of account containing all particulars that may be
reasonably necessary for the purpose of showing the amounts payable to Licensor under this Agreement.
Said books of account shall be kept at the Company’s principal place of business and the supporting data
shall be opened up to Licensor once per year upon reasonable notice 1o the Company for mspection by
Licensor’s mtemal audit division or by another designated auditor selected by Licensor, except one 1o
whom the Company has reasonable objection. for the purpose of verifying the Company’s Rovalty
Starement (as defined below) or compliance 1n other respects with thus Agreement. If an mspection shows
an under reporting or underpayment in excess of five percent (5%:) of remuneration pavable. then the
Company shall retmburse Licensor for the reasonable. documented cost of the mspection at the nme the
Company pavs the unreporied rovalties. meluding any late charges as required by Article 6.10 of this
Agreement. Said books of account and the supporting data shall be made available to Licensor for one (1)
vear following the expiraton of the Term. All paymenrs requured vnder this Agicle 7.1 shall be due
within thirty (20) days of the date Licensor provides the Company notice of the payment due. Licensor
shall cause 1rs accounting firm to retain all financial information subject 1o review under this Article 7.1
strict confidence;. provided, however, that Company shall have the right to requere that such accounting
firm prior to conducting such audst, enter into an appropriate non-chsclosure agreement with Company
regarding such financial mformation.  The accountng firm shall disclose to Licensor only whether the
Company’s Rovalty Statement 1s correct or not and the amount of any discrepancy. No other infonmation
shall be shared. Licensor shall treat all such financial information as Company’s Confidental
Informaton

7.2 Rovyalty Statements

Withim 45 days from the end of each of the first, second and third calendar quarters (and within 60 days
from the end of the fourth calendar quarter) of each calendar vear, the Company shall deliver 1o Licensor
complete and accurate reports, giving such parnculars of the business conducted by the Company during
the preceding quarter under this Agreement as shall be pertinent to an accounting of rovalties and other
pavments that may be due to Licensor under this Agreement (the “Royalty Statement”). The Rovalwy
Starement shall mnclude ar least the following:

721 Net Sales for sach Licensed Product by the Company. each Affiliate. and each
Sublicensee:

722 cumulatrve Net Sales for the applicable calendar quarter;

723 a breakdown of deductions applicable m computing Net Sales and taxes pad or

withheld. 1f any;

724 a breakdown of rovalties due based on Net Sales by or for the Company or its
Affiliates;
725 a breakdown of rovalties due on NRSL

7.2.6 names and addresses of all Sublicensees and Affiliates of the Company. and
727 a copv of each report from each Sublicensee as may be pertinent to an accounting of

royalues and other pavments that miay be due 1o Licensor.
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7.3 Confidential Treatment of Reports

Licensor agrees 1o hold m confidence each Rovalty Statemenr delivered by the Company pursuant to this
Amicle 7 for a pertod of five (5) vears following ternunanon of thus Agreement. Notwithstanding the
foregoing. Licensor mayv disclose any such mformation requured to be disclosed m 1ts financial statements
or as required by any stock exchange or stmilar regulatory authority, or pursuant to any Applicable Laws,
provided that Licensor take reasonable steps to provide and assist the Company with the opportunity.
where reazonably appropnate, 1o (1) contest such subpoena. requirement or order or (1) seek protectrve or
confidential treamment thereof. wcluding but not limited to reasonable advance notice to the Company of
any such required disclosure. to the extent reasonably practicable. The Licensor understands that 1t 1s the
wmrention of the Company to become publicly traded and that any information disclosed to Licensor under
this Agreement. including the Rovalty Statement. may be deemed “material non-public wnformation”
under the state and federal secunes laws.

Article 8 Patent Prosecution and Maintenance
8.1 Prosecution and Maintenance

Following the Effeciive Date, the Company shall, at 1ts expense. diligentlv file, prepare, prosecute and
maintain the Patent Rights as ser forth m Schedule 121 hereto (as the same mayv be amended or
supplementad in writing from rime to time after the date hereof). including. bur not linuted to. the filing of
patent applications. eXfensions. COnNtNUANONS, contmuarions i part. divisionals. re-examinations. or re-
1ssue applicanions that the Company deternunes. m consultation wrth Licenser. may be requered 10
advance the purposes of this Agreement or otherwise to protect the rights and licenses granted hereunder.
The Company shall control such prosecution and mamrenance, usimg counsel of 1ts choosing. m the name
of Licensor. and agrees to keep Licensor reasonably nformed with respect to the status and progress of
any such applications. prosecutions and maintenance activities and to consult m good farth with Licensor
and take mfo account Licensor’s reasonable comments and requests with respect thereto prior to the filing
of anv such documents. Licensor shall notify Company in wrting and reasonable detail of anv
Tmprovements and assist Company 1o filing. prosecuting. and mamtainmg Patent Rights claunmg the
same. Both parties agree to provide reasonable cooperanion to each other to facilitate the application and
prosecution of patents pursuant to this Agreement and the Licensor shall execute all lawful papers and
mstruments and make all nightful oaths and declarations as mav be necessary i the prepararion,
prosecution and maintenance of all patents and other filings referred 1o 1 this Article 8

8.2 Patent Term Extensions

The Company shall promptly notify Licensor of the 1ssuance of each Governmental Approval and, where
reasonably possible and reasonably useful or valuable i the commercialization of Licensed Products, use
commercially reasonable efforts to apply or enable Licensor to apply for a patent term extension
adjustment or restoranon, supplementary protection certificats, or other form of market exclusivity
conferred by Applicable Laws (collectively, “Patent Term Extensions”) m the relevant country of the
Termtory.  Licensor shall, to the extent reasonably possible and reasonably vseful or valuable m the
commercializanon of Licensed Products. use commercially reasonable efforts to. if and as requested by
the Company. obram (or assist the Company i obtaming) all available Patent Term Exrensions. The
Parries shall cooperate with each other in obtaming Patent Term Extensions wherever and whensver
applicable. reasonably possible to obtain, and reasonably useful or valuable in the commercialization of
Licensed Products.

8.3 Abandonment




The Company may. 1 its discretion. elect to abandon any patent applicanons or issued patent in the
Barent Rights provided that 1t shall have informed Licensor in wniting prior to domg so. Followmg such
abandonment, Licensor shall have the right. but not the obligation to commence or continue such
prosecution and to mamtain any such patent or patent application uader 1ts own control and at 1ts own
expenze and such patent or patent application shall thereafter be excluded from the defimnon of Parent
Rights for purposes of this Agreement. Prior 1o any such abandonment. the Company shall give Licensor
at least smry (60) days notice and a reasonable opportunity to fake over prosecution of such patent or
patent application. The Company agrees to cooperate in such actrvinies including execunion of any
documents necessary to enable Licensor to retain ownership and control of such patent or patent
application.

Article 9 Infringement, Enforcement and Other Actions
21 Notice of Infringement of Patent Rights

The Company and Licensor shall promptly prowide written notice, to the other party, of any alleged
wfringement or any challenge or threatenad challenge to the validity. enforceability or prionity of any of
the Patent Rights. and provide each other with any available evidence of such mfringement, challenge or
threatened challenge by a Third Party of the Patent Rights and provide such other party with any available
evidence of such mfringement.

0.2 Option to Prosecute or Defend Patent Rights

During the term of this Apreement. the Company shall have the first right. but not the obligation. to take
{or refram from taking) appropriate action to enforce Patent Rights. to defend any declaratory judgments
seelang 1o mvalidate or hold the Patent Riglts unenforceable. to control any linganon or other
enforcement action and to euter wuto, or penmit, the sertlement of any such litigation, declaratory
judegments or other enforcement action pertaining to Patent Rights. with respect to anv potential,
threatened. alleged. or actual infringement of or challenge. to, the Patent Rights (all of the foregoing.
collectively “Enforcement Actions™), at 1ts own expense and with counsel of 1ts choosing. In furtherance
of such righr, Licensor hereby agrees thar the Licensor will if requested by Company, jomn with Company
as a party m any such swir If within rwelve months of the written notice described in Article 9.1
above, the Company (i) shall have been unsuccessful in persuading the alleged infringer to desist, (1)
shall not have brought and shall not be diligently prosecunng an mfrmgement action, or (111) has not
entered mro settlement disenssions wath respect to such miringement, or 1f the Company notfies Licensor
that 1t has decided not 1o undertake any of the foregoing against any such alleged infringer. then Licensor
shall then have the night to bring swit to enforce such Patent Faghts. at 1ts own expense. Any recovery of
damages or amounts received 10 settlement pursvant o this Article 9.2, as well as costs and expenses
mcurred in connection therewsth. shall be allocated pursuant to Armicle 9.5 below.

9.3 Infringement by Licensed Product

In the event that a claim or swit 15 asserted or brought against the Company alleging that the manufacture
or sale of any Licensed Product by the Company, an Affiliate of the Company. or anv Sublicensee. or the
use of such Licensed Product by any customer of any of the foregoing. mfninges proprietary nghts of 2
Third Pamy. the Company shall give written notice thereof 1o Licensor. The Company may. m 15 sole
discrenion. modify such Licensed Product to avoid such infringement and/or may settle on terms that 1t
deems advisable m its sole discretion, provided that any final disposition of the hirigation that will restrict
the clamms m or adnut any mvalidity of any Patent Rughts(s) shall not be made without consultation with
and approval by Licensor, such approval not to be unreasonably withheld. Otherwise, the Company shall
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have the first right. but not the obligation, 1o defend any such claim or swr. If the Company has not
exercised such nght to defend or entersd inro senlement discussions concerning such alleged
infringement witlun the sconer of (1) rwelve (12) months of the assertion of such a clamm or (i1) tharty (30)
days of the filing of such a swt, or 1f the Company notifiss Licensor that 1t has decided not to undertake
such defense or enter mto settlement discussions with respect to 115 alleged infringement, then Licensor
shall then have the night to defend such alleged mfningement. at 1ts sole expense. provided however that
ne settlement affecting Patent Rights will be agreed upon withour Company”s written consent.

2.4 Control of Infringement Action

The party controlling any action. sust. or defense under Article 9.2 or 9.3 (the “Controlling Party™) shall
be free to enter info a settlement. cousent judgment, or other voluntary disposition of any such action.
provided. however, that (i) the Controlling Partv shall consult with the other party (the “Secondary
Party”) prior to entering nte any settlement thereof and (11) any settlement. consent judzment or other
veluntary dispesiion of such actions winch (1) materzally Imuts the scope. validity. or enforceability of
any Parent Rights or. 1f the Company 15 the Secondary Party, parents or parent applications owned or
controlled by the Company. (2) subjects the Secondary Party to any non-indemmified liability. pavment
obligation. or mjunction, or (3) adnuts faul or wrongdoing on the part of Secondary Party must be
approved m writing by Secondary Party, such approval not te be unreasonably withheld. Secondary Party
shall provide the Controlling Party notice of 1ts approval or demal of such approval within fifteen (15)
bustess days of any request for such approval by the Controlling Party. provided that (1) i the event
Secondary Party wishes to deny such approval. such notice shall include a written description of
Secondary Party’s reasonable objections to the proposed senlement. consent judgment, or other voluntary
disposttion and (11) Secondary Party shall be deemed to have approved such proposed settlement. consent
judgment. or other voluntary disposition m the event 1t fails to provide such notice withm such fifteen
(15) busmess day period.

9.5 Allocation of Costs Incurred and Damages Recovered in Enforcement Action

Each party (the “Prosecuting Party™) will prompily notify the other pamy in writing in the event the
Brosecuting Party chooses to take any Enforcement Action pursuant o 1ts rights under Article 9.2 above
and such other pamy will, within thirty (30) days after the date of such notice, provide the Prosecuting
Party with written notice as to whether or not such other party elects to enter nto an arrangement pursuant
to which such other party will pay for fifty percent (30%) of the parties” aggregate amornevs’ fees and
ather costs and expenses mcured m connection with such Enforcement Action (such costs to be allocatad
between and paid by the parties as mncurred). and i exchange receve fifty percent (50%) of any cash
payments awarded to the Prosecuting Party or received by the Prosecuting Party in settlement of such
Enforcement Action (a “Rusk'Reward Sharing Arrangement™). If such other party fails to provide the
above-described notice to the Prosecuting Party within such thirty (30) day period. such other party shall
be deemed to have elected not to enter into the RiskReward Sharing Arrangement. If such other party
elects not to {or 15 deemed 1o have elected not to) emter into the Risk/Reward Shanng Amrangement, the
Prosecuning Party shall be solely responsible for all of 15 costs of the Enforcement Action (rogether with
any reasonable. documented out-of-pocker costs curred by the other party to provide any assistance
requestad by the Prosecuting Party i connection with such Enforcement Action). and shall be entitled 1o
retain all awards and other proceeds of such Enforcement Action.

0.6 Cooperation

In any swit to enforce and/or defend the Patenr Raghts pursuant to this Apreement, or defend any alleged
wfnngement of Third Pary intellectual property rights by the manufacture. use. sale, or import of a




Licensed Product. the Secondary Party shall. at the request of the Controlling Party, cooperate 1 all
respects and. 1o the exrent possible. have irs emplovess testfy when requested and make available
relevant records. papers. mformarion. samples. specimens. and the like.

10.1  Disputes

1011

10.1.2

10.1.3

Article 10 Dispute Resolution

The parties recognize thar disputes as to certamn matters may from time to time arise
during the Term wluch relate to erther party’s nghs and/or obligations hereunder or 10
the mterpretation. performance. breach, or termination of this Agreement, (2
“Duispute”). It is the objective of the parties to establish procedures to facilitate the
resolunion of a Dispute 1in an expedient manner by mumual cooperation and without
resort to linganon To accomplish thes objectve. the parties agree to follow the
procedures set forth in this Arncle 10 1f and when a Dispute amses under this
Agreement.

A Duspute among the pamies will be resolved as recited m this Arncle 10, Any
Disputes relaning to this Agreement shall be promptly presented to the Chief
Execwive Officers of Licensor and the Company. or their respective designess (who
must be members of a party’s cenior management) for resolution. From the date of
referral of a Dispute to the Chief Executive Officers or their designees of the parties
and untd such time as any matter has been resolved by the partizs or has been finally
settled by arbitration hereunder. the running of the cure periods (if any) as to wluch a
party must cure a breach that 15 part of the subject matter of any Dispute shall be
suspended. In the event that the Chief Executive Officers of Licensor and the
Company. or therr respective designees. cannot after good faith negottatons resolve
the Dispute within thirty (30) days (or such other penod of tume as mutually agreed o
by the parties 11 writing) of being requested by a party to reselve a Dispute. the parites
agree that such Dispute shall be resolved by binding arbitration m accordance with
this Amicle 10.1.

If a party mnrends to begin arbitranon o resolve such Dispute. such party shall provide
written notice (the ~Arbitrarion Notice™) to the other party informing such other partv
of such mrention and the issues 1o be resclved Any arbirration hereunder shall be
conducted pursuant to the Commercial Arbitration Rules of the Amerncan Arbirration
Association (TAAA™ such miles. the "AAA Rules”). except as modified hersm. The
arbitration shall be conducted by a panel of three (3) idependent, neutral arbitrators
that are industry experts expenenced 1 the issues comprising the Dispute and have no
past. present or reasonably anticipated future affilianon with either party (the
“Panel”™). Companv and Licensor shall each be entitled to select one (1) such
arbatrator, with the two such arbitrators so selected selecting the third such arbatrator.
In the event either party fails to select 1ts arbitrator within such ten (10) day penod.
the arbitrator selected by the other pary within such ten (10) dav period shall be
enntled 1o select such arbirrator. The arbitrarion shall rake place in New York New
York and be conducted m English. The Panel shall applv the laws of the Stare of New
York, without regard to 1tz conflicts of laws provisions. The Panel shall issue
appropriate protective orders to protect each party’s Confidential Information. If a
party can demonstrate to the Panel that the complexsty of the 1ssue or other reasons
warrant the extension of one or more timetables 1n the AAA Rules. the Panel may
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extend such nmerables bur m no evenr shall the proceading extend more than twelve
(12) months from the date of filing of the arbitrarion notce with the AAA The
Panel’s deciston shall be i writing. The Panel shall have the authority to award any
remedy allowed by law. including but not hinuted to compensatory damages. pre-
judgment meerest, bur not punitive or other damages and each party shall be deemed
to have warved any right to such excluded damages. Each party shall bear s own
costs, fees and expenses in the arbitration and shall share equally the Panel's fees.
unless the Panel deternunes that its fees are to be paid by the nou-prevailing party.
Notwithstanding anvthing to the contrary, without prejudice to the above procedurss.
either party mav seek injunctive relief or other provisional judicial relief if in s
reasonable judgment. such action 15 necessary to aveid mreparable damage or
otherwise enforce 11s nghrs hereunder

10.2  Performance to Continue

Each party shall contnue to perform its oblizations. and shall be pernutred to continue 1o exercise s
rights. under this Agreement pending final resolution of any Dispute arising out of or related o this
Agreement. provided. however. that a party may suspend performance of 1ts obligations durng any period
m which the other party fails or refuses to perform its obliganons.

10.3  Determination of Patents and Other Intellectual Property

Notwithstanding the foregomng. any dispute relanng to the determination of vahdity of claims.
mfrmgement or claim mrerpretation relatmg to Licensor’s Parent Rights shall be submitted exclusively 1o
the Unsted States Distriet Court for the Southern District of New York and the appropriate appellate
courts thereof. Each of the parties hereby wrevocably consents and subnuts to the exclusive junsdiction
of such courts with respect to any such disputes and warves anv objections to the laving of venue in such
courts.

10.4  Statute of Limitation and Time-Based Defenses Tolled

All applicable statures of linutanion and ume-based defenses (such as estoppel and laches) shall be tolled
while any arbitration proceedings are pending and during any arbitration proceedings. The partiss shall
cooperate in taking any actions necessary to aclueve ths result.

Article 11 Term and Termination
111 Term

This Agreement shall become effective on the Effective Date and shall expwe on the date of the
expiration of the last to expre Royalty Term i any country 1n the Territory (the “Term”). unless earlier
termunated as provided mn Articles 11.2. 11.3_ or 11.5.

11.2  Termination for Insolvency

If the Company shall become bankmpt. or shall file a petition 1n bankruptey. or if the business of the
Company shall be placed in the hands of a recetver. assignee or trustee for the benefit of creditors.
whether by the voluntary act of the Company or otherwise. Company shall provide notice thereof 1o
Licensor and License may. subject 1o the effects of and protections of anv applicable bankruprey-related
laws. rules, or repulanions. ternunate this Agreement upon notice to Company given within thirty (30)
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business days of Licensor's receipt of such notice whersupon Licensor shall be enntled to exercise the
night of reference to Company Data as defined m Article 3.1 and on the basis set out i Articles 3.1 and
11.5

11.3  Termination for Material Breach

Upon any matenal breach or default of this Agreement by the Company. Licensor shall have the right 1o
termunate this Agreement and the nghts. privileges and license granted hereunder by giving ninety (90)
days prior written notice to the Company. Upon the expiration of the ninery (90) day period. if the
Company shall have not cured such breach or default. this Agreement shall. at the option of Licensor,
termunate upon written notice of Licensor.  In the event of a bona fide dispure over any material breach,
the parties shall attempt o resolve such dispute in good faith through negotation, or if agreed to by the
parties. mediation, 1 each case o mclude the senior executrve of both parties hereto. Notwithstanding
anything heremn to the contrary. if the nature of the breach 1s such that addinenal fime 1s reasonably
needed 1o cure such breach. and Company has commenced with good faith efforts 1o cure such breach,
then Licensor shall provide Company with additional tune in which to cure such breach  If a dispute
regarcding termination is addressed pursuant to Article 10, tlus license shall remain m full force and effect
untl such dispute 15 reselved. All applicable stamstes of limstation and time-based defenses (such as
estoppel and laches) shall be tolled wlile any good faith negotiation or mediation procedures are pending
or ongomg. The parties shall reasonably cooperate 1n talung any acnions necessary to achieve tlus result

11.4  Expiration of Royalty Term on a Country by Country Basis

Upon the expiration of the Royalty Term m each couatry m the Temrttory, the Company will have an
urevocable, perpemal. paid up. rovalty-free non-exclusive license, with rights of sublicense (through
nmltiple tiers), vnder all rights granted under this Agreement to make, have made. use, have used. lease,
import and export. offer to sell, sell have sold, produce. manufacture, distnbute and market Licensed
Products 1n such country,

11.5 Termination for Convenience

The Company shall have the right at any nme to terminare this Agresment in i1s eNNrely or on @ Couny-
by-country basis. for any reason or no reason. by giving thuty (30) days notice thereof in writing 10
Licensor. In the event of any termination pursuant to this Article 115, at the request of Licensor,
Company shall ransfer to Licensor any and all climeal study dara. INDs and Governmental Approvals
relating to the Licensed Product (the “Data”) that the Company has the right to transfer.

If such notice of ternunation shall be given prior to the First Commercial Sale such transter shall be free.
If notice shall be given after the First Conunercial Sale, the Licensor shall retmburse the Company for all
costs mcwred in connection with the creation of the Data (including. but not linuted 1o, costs of clinical
studies and costs associated with filing for and obtanmung regulatory approval) (the “Data Costs™). as
follows:

) to the extent Licensor or anv of 1ts Affiliates licenses the Licensed Product and/or the
Data to one or more third parties (the “New Licensess”), after Licensor or its Affiliates
have recewved agegregate pavments from the New Licensees equal to the Threshold
Amount (as defined below). Licensor will reimburse the Company for the Data Costs out
of any subsequent pavments received from the New Licensees. as follows: (A) Licensor
will pay Company fiftv percent (50%) of anv such payments (other than rovalties) that
Licensor or any of irs Affiliates receives from the New Licensees. wncluding. but not




limted to. mulestone payvments and lump sum pavments for use of the Data. and (B)
Licensor will pav Company a percentage of any rovalnes thar Licensor or any of s
Affiliates receives from the New Licensess. such percentage 1o be determined vsing the
formmla set forth m Section 6.7 hereof. mutatis mutandis: and

(11) to the extent Licensor or any of its Affihates sells the Licensed Product itself (as opposed
to licensing a Wew Licenzee to do s0). Licensor will retmbusse the Company for the Data
Costs pursuant to such pavment schedule as shall be negonatad 1n good faith and agreed
upon m writng by the parnes.

For the purposes of the foregoing. the “Threshold Amount” means an amowit equal to: (A) five nullion

U.S. Dollars ($5.000.000) minus (B) the a

gate amount of all Minumum Rovalties paid by Company

hereunder. The Company will talce all steps that may be necessary to ensure that the benefir of the Data 13
transferred te the Licensor

11.6  Termination by Licensor

11.6.1 Subject to Section 11.6.2 below. Licensor shall be enniled to ternunate thus
Agreement 1f the Company (or 1ts Sublicenses) does not;

116.1.1

11612

11.6.1.3

11.6.14

11.6.1.5

11.6.1.6

11.6.1.7

request 3 Pre-IND Meeting with the FDA within mnery (90) days after the
Effective Date:

file an IND in respect of the first Licensed Product in the Unired States by, as
applicable: (A) three (3) months after the date of the Pre-IND Meeting with the
FDA or (B) of no such meenng 15 held. within one (1) month after recetpt of notice
from the FDA that no such meeting 15 requered or (C) 1f the FDA fails to nonfy
the Company as to whether or not such a meeting 1s requared. withun esghteen (18)
meonths after the Effective Date:

wrsate a Phase IT Tral m the Umited States within soe (6) months of the FDA
approval of an IND for such Licensed Product:

initiate a Phase III Trial in the United States withm nine (9) months of the date of
the End-of-Phase II Meeting with the FDA with respect to such Licensed Product
(such meetng to be requested within two (2) months after Company completes
full analvsts of Phase IT data):

complete the Phase III Tral within twenryv-four (24) months of the
commencement of the Phasze I Trial:

file the first application for NDA for a Licensed Product in the United States
within mine (9) months of Successful Outcome.

aclueve the First Commercial Sale m the United States within six (6) months of
obtaiung the final approval by the FDA of the NDA for a Licensed Product 1n the
United States.

If Licensor ternunates this Agreement mnder any of the provisions set out above i this
Section 11.6.1. the Company shall transfer the Data to Licensor free of charge.
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1162 The nmelines and terminanon night deseribed m Arucle 11.6.1 are subject 1o the
following provisions:

11621 Far the avoidance of doubt the tmelnes and terminarion night under Article
11.6.1 apply only with respect to the first Licensed Product for which the
Company sesks regulatory approval 1n the United States. To the extent the
Company seeks regulatory approval for any additional Licensed Products and/or
seeks regulatory approval in Canada. Licensor shall not have any righr to
terminate thus Agreement on the basis of delavs associated with such activities

11622  The timeknes specified i Article 11.6.1 are based on the following assumptions:

1) the documentation regarding the Licensed Product provided to Company
by the Licensor will be deemed sufficient by the FDA for filing an IND
for the Licensed Product. without any matenial supplement or change:

(1) the Toxicology Package relatng to the Licensed Product thar has been
provided to the Company by Licensor will be swmitable to the FDA
withour any material supplement or change:

(iid) no additional non-clinical studies (Le. other than those studies that have
already been conducted by Licensor prior to the Effective Date) are
requited by the FDA with respect to the Licensed Product duning the
clinical development prograny

(tv)  the FDA will not require any additional pre-clinical studies. toxicology
stuches. pharmacology studies. CMC data. formulaton or clinical
supplies production activities to be completed to support the Phase IIT
Tral; and

) no safety, toxicity, techmical or other 1ssues will anse during the conduct
of any studies relating to the Licensed Product.

11623  The periods specified m Aricle 11.6.1 above shall be extended after consultation
with Licensor and the parmes’ mumal agreement as to the length of the each
exrension (such agreement not to be unreasonably withheld). to the exrent that
delay 1= 1ncurred on account of: (1) the failure of any of the assumprions listed m
Artrcle 11.6.2.2 above or (i) anv reasons outside the reasenable control of the
Company including any delavs caused by Cempetent Authonines or any
requirement to conduct further clineal studies of the Licensed Product.

11.6.3 Licensor shall be enntled to termunate tlus Agreement upon written notice to the
Company if the Company (or any of its Affiliates or Sublicensees) commences any
litigation challenging the validity or enforceability of any of the Patent Raghts.

117 G €5 of Terminati

Upon the early termunation of this Agreement by erther party. the following shall occur:

)
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11.8

11.71

11.7.2

1193

11.7.4

Subject 10 Article 11.7.2. the Company and s Affiliates (as the case may be) shall
have no right 10 practice within the Patenr Righrs or use any of the Patent Righrs and
Kaow-how, and all righrs, title or interest . or other meidents of ownership under,
the Parent Righrs and Know-how shall revert o and become the sole property of
Licensor, and the licenses granted under Article 2.1 shall avtomatically ternunate.

Notwithstandine Arncle 11.7.1, of this Agreement 15 terminated other than pursuant o
Agricle 11.5. the Company and its Affiliates may, after the effective dare of such
termunation and contmung for a pentod not to excead twelve (12) months thereafter.
sell all completed Licensed Products, and complete (or have completed) any Licensed
Products 1 the process of manufacture at the tume of such ternunation and sell the
same. provided that the Company:

(a) notifies Licensor of 1ts deciston withmn tharty (30) davs after the date 1t
recerves a notice of termumation by Licensor or the date it provides a notice of
termmation to Licensor. as the case may be:

(b) pays or cause to be paid to Licensor the rovalnes and other paymenrs thereon
as required by Article 6 of this Agresment: and

ic) submirs the reports required by Article 7 hereof.
If the Company does not elect pursuant to Article 1172 to sell-off or dismibute. as

applicable. any exsting inventory of Licensed Product, the Company shall at
Licensor’s election. esther:

(a) sell all exssting inventory of Licensed Product to Licensor at farr market
value; or
(B) destroy all remaming mventory of Licensed Product i accordance with

Applicable Laws and provide Licensor wath written proof of destruction
sufficient to comply with Applicable Laws

Notwithstanding anything to the contrary. each sublicense granted under this
Agreement by the Company or 1ts Affiliates o0 a Sublicensee shall, to the extent not
1mposing obligations on Licensor wn excess of those conrained heremn. survive such
termunation and be automarically assigned to Licensor as provided for in Armicle 2. 1
order 1o provide for the applicable Sub licensees’” continued enjovment of their rights
undar such sublicenses.

Partial Termination

Upon the early ternunanon of this Agreement by erther party in respect of a country. the terms of Amicle
11.7 shall apply 1n respect of such country.

11.9

Survival

Upon termination of this Agreement for any reason. nothing herein shall be construed to release either
party from any obligation that marnwed prior to the effective date of such termmation. or such party’s




obligations under Aricles 6 and 7. and the following provisions shall survive such termination: Articles
7.3, 9 (with respect 1o infringement occurring prior to such rermination), 10, 11, 13, 14, 15, and 16.

Arrticle 12 Representations and Warranties

12.1  Licensor Warranties

Licensor represenis and warrants that;
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Licensor owns all right, title. and interest m and 1o the Patent Raghts and Kaow-how.,
wmcluding the exclusive. absolute, irrevocable night. title and interest thersto. free and
clear of all liens, charges. encumbrances or other restrictions or limsations of any land
whatsoever.

There are no licenses, options, restrictions. hens. nghts of third parties. disputes,
rovalty obligations, proceedings or claims relatng to, affecting, or linuting Licensor’s
rights or the nights of the Company under this Agreement, or which may lead to 2
clamm of infringement by or invalidity regarding. any part or all of the Patent Rights or
Know-how or their use.

There 15 ne clam. pending or threatened, of infrmgement, wterference or wvalidity
regarding any part or all of the Patent Rights or Know-how or thetr use.

The US and foreign patent applications and patents itemized on Schedule 1.21 set
forth all of the patents and patent applications owned by or licensad ro Licensor or any
of s Affiliates relating 1o the Licensed Products 1n respect of the Territory (including.
but not lunited to, the manufacture. formulation. composition or use thersof) on the
date of this Agreement

There are ne wmventors of Patent Rights other than those listed as mwventors on
applications filed for such Patent Raghts.

The development of the Patent Rights. and Know-how were not supported in whole or
part by funding or grants by any governmental agency or philanthropic or chantable

The Licensor is a company duly orgamzed. validly existing and in good standing
under the laws of England. The Licensor has the requisite power and authority 10
execute and deliver this Agreement and to consummate the transactions conremplated
hersby. The execution and delivery of this Agreement and the performance and
consummarion of the mansactions contemplared hereby by the Licensor have been
duly authorized by all necessary action on the part of the Licensor. This Agreement
has been duly executed and deliversd by the Licensor and. subject to the due
authorization. execunion and delivery of tlus Apreements by the Company. this
Agreement constitutes a valid and binding obligation of the Licensor, enforceable
agamst the Licensor 1n accordance wath its tenms, except as such enforcement may be
affected by bankruptey. reorgamzation, msolvency, moratormm or smmilar laws
affecting credtor’s rights generally and except for general principles of equity.




12.1.8
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12.1.10

The execurion and deliverv of this Agreement does not the consummanon of the
transactions contemplated hereby. and the performance of Licensor's obligations
hereunder will not. (1) conflict with, or fesult in any viclation or breach of anwv
provision of the organizanonal docunents of the Licensor. (1) so far as Licensor 15
aware conflict with or violate any applicable foreign, Federal. state and local statutes.
judgments. decrees. laws. ordmances, rules. regulations. mjunctions and orders
(“Laws”) of anv U.S. Federal. state. foreign or local government or any cowrt.
tribunal, admimstrative agency or commission or other governmental or regulatory
authority. bedy or agency. meluding any self-regulatory organization (“Govermmental
Authorities”) applicable to the Licensor or anyv of ifs assets or operations or any permit
applicable 1o the Licensor or (1) result 1 (x) any violanon or breach of constitute
(with or without notice or lapse of time or both) a defaulr under or conflict with (or
give rise 1o a right of ternunanon, amendment. cancellation or acceleration of anv
material obligation or loss of any benefir under) the provisions of any lease. contract
or other agreement to which the Licensor 15 2 party or by which 1t or any of us
properties or assets 15 otherwise bound or (y) the imposition of any lien. pledge.
hypothecation. moertgage. security mterest, clamm, lease. charge. option. right of first
refusal or first offer. easement. servitude. transfer restriction. voting requirement or
any other encumbrance, restriction or limitation on any of the properties or assets of
the Licensor.

No consent. approval or authorizaton of or declaratton or filing with. anv
Governmental Authority or other Third Party (2 “Consent”™) 15 required on the part of
the Licensor mn connection with its execution. delivery, and performance of thus
Agreement or the consmmnmation of the transactions contemplated hereby.

Mo written comumunication has been received by the Licensor. and no investigation,
rezulatory enforcement action (including seizure. injunction. civil penalty or criminal
action) or any related Governmental Authority review 15 o, in respect of any Licensed
Product. 1o the knowledge of the Licensor. was ar any tume pending or is threarened by
any Governmenral Authority with respect to (1) any alleged or acmal violation by the
Licensor of any permut, Law or other requirement of any Governmental Autherity
relanng to the operations conducted by the Licensor with respect to any Licensed
Product or (1) any alleged or actual falure to have or mamntamn 1n effect all pernuts
required 1n connection with the operations conducted by the Licensor with respect 1o
any Licensed Product. The Licensor has not received from the FDA. the US. Drug
Enforcement Admunistration (“DEA”). or any sumilar state. local, federal. or foreign
Governmental Authority any written notce regarding the approvability or approval of
any of the Licensed Products. No Licensed Product has been withdrawn. suspended
or discontinued by the Licensor as a result of any action by the FDA. the DEA or anv
similar state. local. federal, or foreien Governmental Awthonty. either withim or
owsade the ULS. (whether voluntanily or otherwise). With respect 1o any Licensed
Products. no officer, employee or, to the knowledge of the Licensor. agent of the
Licensor has made any untrve statement of a matenal fact or a fraudulent statement to
the FDA. DEA or any sinular state, local, federal, or foreign Governmental Authority,
failed 1o disclose any material fact required to be disclosed to the FDA. the DEA or
any sinular stare. local federal. or foreign Governmental Authority, or committed an
act, made a statement or failed to make a statement that. ar the nme such act.
statement or onussion was made, could reasonably be expected to provide a basis for
the FDA. the DEA or any sunilar state, local, federal or foreign Govermmental
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Authority to mnvoke the FDA's policy respectung “Fraud, Untrue Statements of
Matertal Facts. Bribery. and Illegal Granuties™ et forth in 36 Fed Reg 46191
(Seprember 10. 1991) or any sumilar policy. nor has any director. officer. emplovee or
to the lmowledge of the Licensor. agent of the Licensor been convictad of any cnme
or engaged wm any conduct for which debarment 15 mandated by 21 US.C. Artcle
335a(a) (or anv simlar Law) or authorized by 21 US.C. Article 333a(b) (or any
simular Law).

There are no swits or actions. admunistratrve. arbitration or other proceedmgs, or
zovernmental wvestigations pending or. 1o the knowledze of the Licensor. threatensd
agamst or affecting the Licensor with respect to Licensed Products or the Patent
Raghts. No Entity has noufled the Licensor m wrinng of anv matenial claum against
the Licensor alleging anv personal property or economic myury, loss or damage
meurred as a result of or relating 1o the use of any Licensed Products. There 15 no
judement, order, injunction, decrse. writ or award aganst the Licensor that 1s not
satisfied and remains outstandme with respect to Patent Rights or any Licensed
Product.

Schedule 12.1.12 hereto sers forth a true and complete list of each material license.
contract or other agreements (together with certainn other agreements and any
amendments to any of the foregoing) to which the Licensor is a party or by or 10
which any property of the Licensor 15 otherwise bound or subject that relates to the
Licensed Products or the Patent Rights (collectively, the “Matenial Agreements™).
Truse and complete copies of all Material Agreements hiave been previously delivered
to the Company. Each of the Material Agreements 15 valid, binding and in full force
and effect. and enforceable by the Licensor. or has expired. m each case 1 accordance
with 1ts respective terms. No Person (other than the Licensor) thar is a party 10 anv
Material Apreement or s otherwise bound thereby 15, 1o the knowledee of the
Licensor. m default or breach thereof and. to the Licensor's knowledge. no event.
condition or act exists thar, with the giving of notice or the lapse of tume or both,
would give rise to such a default or breach thereof or a night of cancellation by the
Licensor thereunder. The Licenser 15 not 1 default or breach in any matenal respect
of any of the Material Agreements and. to the knowledge of the Licensor. no event.
condition or act emsts thar, with the giving of notice or the lapse of time or both,
would give rise to a default or breach by the Licensor thereof or a nght of cancellation
thereunder by any other party thereto.

To the knowledge of the Licensor. none of the Patent Rights or Licensed Products. nor
the practice. development. use. manufacture. sale. or mmport of anv of the foregoing.
miringes or conflicts i any material respect with (and the Licensor has not received
any notce of infringement of or conflict with) any license. patent. copyright.
trademark, service marle or other mtellectual property right of any Thard Party and. 0
the knowledge of the Licensor. thers has not been and 13 not cumently anv
mfringement or unauthonized use by any Third Party of any of the Patent Raghts,
Know-how. or Licensed Products, The validity or enforceability of any of the Patent
Rights and or the title of the Licensor thereto has not been questioned i any litigation,
zovernmental inquiry or proceeding to which the Licensor 15 a party and. to the
knowledge of the Licensor. no such litigation. governmental inquiry or proceeding 1s
threatened.
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12.1.15

12.1.16

12.1:17

To the knowledge of the Licensor. the Licensor has raken all reasonable actions
necessary or appropriate to preserve the confidennality of all trade secrets. proprietary
and other confidential information matertal to the Licensed Products. Know-how. and
Patent Raglis,

Licensor 15 not aware of any Third Pamy activiies which would constitute
misappropriation or mfnngement of the Patent Rights.

Licensor owns all right. title. and mnterest to the Licensor IND(s) (1f any) free and clear
of all liens. claims, and encumbrances. the Licensor IND(s) constiture the only INDs
or regulatory filings of any kind concerning any Licensed Product, and there are no
Governmental Approvals 1o place or effective i any junsdiction with respect to any
Licensed Product.

Schedule 12.1.17 contams a complete and accurate list of any and all regulatory
approvals and filings for regulatory approval. worldwide, with respect to any Licensed
Products (the “Worldwide Regulatory Filings and Approvals™)  Licensor represents
that 1t has provided Company with copies of all correspondence with the
Governmental Authonity with respect to each of the Worldwide Regulatory Filings
and Approvals. as well as all other data and infermarion of which Licensor 15 aware
that would reasonably be expected 1o be matenal to the safety or efficacy of the
Licensed Product.

122  Company Warranties

The Company represents and warrants that-

1221

The Company 15 a corporation duly orgamized, validly exasting and in good standing
under the laws of Delaware. The Companv has the requistte power and authonity to
execute and deliver this Agreement and to consummate the transactions contemplated
herebyv. The execunon aund delverv of this Agreement and the performance and
consummaton of the ransactions comremplated hereby by the Company have been duly
authorized by all necessary action on the part of the Company. This Agresment has been
duly executed and delivered by the Company and subject to the due authorizanon,
execunion and delivery of this Agreements by the Licensor. this Agreement constitutes a
valid and binding obligation of the Company. enforceable agamst the Company in
accordance with 1ts terms. except as such enforcement may be affected by bankruprey.
reorgamzation, insolvency, moratorum or smular laws affecting creditor’s rights
generally and except for general principles of equity.

The execution and delivery of this Agreement does not. the consummation of the
transactions contemplated hereby, and the performance of Company's obligations
hereunder will not. (1) conflict with. or result m any viclation or breach of any provision
of the organizational documents of the Company. (1) so far as the Company 15 aware
conflict with or violate anv applicable Laws of any Governmenial Authorities applicable
to the Company or any of its assers of operations or any permut applicable 1o the
Company or (1) result 1 (x) any violaton or breach of. constitute (with or without
notice or lapse of tume or both) a default under or conflict with (or mve rise to a nght of
termunation, amendment. cancellation or acceleration of any matenial obligation or loss of
any benefit under) the provisions of any lease, contract or other agreement to wlhach the




Company 15 a party or by which it or any of its properties or assets 1s otherwise bound or
(¥) the imposimion of any lien. pledge. hypothecanon, mortgage. security wwerest. claim,
lease. charge, oprion. right of first refusal or first offer. easement. servimude, transfer
restriction. votng requirement or any other encumbrance. restriction or linutation on anv
of the properties or assets of the Company.

No Consent 15 required on the part of the Company 1 connection with 1ts execution,
delivery. and performance of this Agreement or the consummation of the transactions
contemplatad hersby.

Except as set forth on Schedule 12.2 4. as of the Effective Date: (1) there are no suits or
actions, admunistrative, arbitration or other proceedings. or governmental investigations
pending or. to the knowledge of the Company, threatensd agamnst or affecting the
Company, (i) no Entty has notified the Companv m writing of any matenal claim
agamst the Company alleging any personal property or econonuc myury, loss or damage
meurred as a result of relating any action by the Company and (1) there 1s no judgment.
order, iyuncron. decree. writ or award agamst the Company that 15 not sansfied and
remains ourstanding with respact 1o any matter affecting the Company the Patent Rights,
or any Licensed Product

Company is not bound by any nen-competition covenant or other agreement containing
restrietions on Company which would reasonably be expected 1o have a matenal adverse
affect on the ability of Company to perform 1ts obligatons under this Agreement.

To the actual knowledge of the Company. the sale in the Termory of the Licensed
Product {in the form minally contemplated by the Company as of the Effective Date).
does not mfrige any third party patent 1ssued m the Terntory as of the Effective Date.

12.3  No Impairment

Each party hereby covenants and agrees with the other that. durmg the Term. 1t will not. by act or failure
to act, impar or otherwise adversely affect. or cause any occurrence which would reasenably sutcipated
to impair or otherwise adversely affect. the rights of the other under this Agreement or abiliry of the other
party to freely exercise such nghts.

Article 13 Limitation of Liability, Indemnity

131 NOIMPLIED WARRANTIES
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EXCEPT AS SET FORTH IN ARTICLE 12, NEITHER PARTY MMAKES AND
EXPRESSLY DISCLAIMS AIT REPRESENTATIONS AND WARFRANTIES OF
ANY KIND. EITHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED
TO. WARRANTY OF MERCHANTABILITY, FITNESS FOR A PARTICULAR
PURPOSE. AND VALIDITY OF PATENTED RIGHTS CLAIMS, ISSUED OR
PENDING.

EXCEPT AS SET FORTH IN ARTICLE 12. NOTHING HEREIN SHALL BE
CONSTRUED AS A REPRESENTATION OR WARRANTY BY EITHER PARTY
TO THE OTHER PARTY THAT THE PATENT RIGHTS AND KNOW-HOW ARE
NOT INFRINGED BY ANY THIRD PARTY. OR THAT THE PRACTICE OF
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SUCH RIGHTS DOES NOT INFRINGE ANY INTELLECTUAL PROPERTY
RIGHTS OF ANY THIRD PARTY

The Company agrees to defend, indemnify and hold harmless Licensor. its Affiliates,
and each of their respectrve directors. emplovees and officers (collectvely. the
“Licensor Indemnitees”™) from and agamst all liability. demands. damages. costs and
expenses (includimg, without linmtation, reasonable legal fees and expenses) and
losses (collectivelv. “Losses™) mn connection with any thud party claum arismg out of
or relating to: (1) any breach of this Agreement by Company. (11) negligence, willful
misconduct, or failure to comply with Applicable Laws by any Company Indemnites
m conneciion with this Agreement or (u1) anv Company Indenuntee’s use.
manufacture. sale. or other disposinon of Licensed Products under the terms of thus
Agreement (including. but not limited to. any claimns for personal injury or propeny
damage arsing from the use thereof): in each of the foregoing cases 1o the extent not
resulting from any Licensor Indemmites’s breach of thus Agreement. negligence.
willful musconduct. or fatlure to comply with Applicable Laws.

Licensor agress to defend. wmdemnify and hold harmless the Company and us
Affiliates and each of their respective directors, emplovees, and officers (collectively.
the “Company Indemnitees”) from and agamst all Losses in connection with any third
partv claim arismg our of or relating to: (1) any breach of this Agreement by Licensor.
(11} negheence. willful nusconduct, or failure to comply with Applicable Laws by anv
Licensor Indemnitee 1n connection with this Agreement, (11} anv Licensed Products
sold by Licensor or any of its sublicensees or distributors following any ternunation of
this Agreement. including, bur not Limited rto, any claims for personal inury or
property damage ansing from the use thereof or (iv) anv claums by any Sublicensees
under any sublicense agreement assigned to Licensor following any termination of
this Agreement. to the extent such claim relates to the period following the date of
such termmation.

In the evenr thar erther party mrends to seek mdemmification for any claim under
Ammcle 1321 or 13.2.2. 1t shall mform the other party of the claim promptly after
recerving notice of the claim.

In the case of a claim for which Licensor seeks mdemmification under Arncle 13.2.1.
Licensor shall permur the Company 1o direct and control the defense of the claim and
shall provide such reasonable assistance as 15 reasonably requested by the Company
(ar the Companv's cost) in the defense of the claim. provided thar nothing in this
Arsele 13.2 3 shall pernut the Company to make any admission on behalf of Licensor.
or to settle any claim or htigation wlich would 1mpose any financial obligations on
Licensor without the prior written consent of Licensor. such consent not to be
unreasonably withheld or delayed.

In the case of a claim for which the Company seeks ndemmficaton under Article
13.2.2, the Company shall permit Licensor to direct and control the defense of the
claim and shall provide such reasonable assistance as 15 reasonably requestsd by
Licensor (at Licensor's cost) mn the defense of the claum. provided thar nothing i this
Article 13.2.3 shall permut Licensor to make any admussion on behalf of the Company.
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or to settle any claim or htigaton wlich would 1mpose any financial obligations on
the Company without the prior written consent of the Company, such consent not
be unreasonably withheld or delaved.

133 LIMITATION OF LIABILITY

EXCEPT WITH REGARD TO DAMAGES ARISING FOR INFRINGEMENT OF INTELLECTUAL
PROPERTY RIGHTS. BREACHES OF ARTICLE 143 OR 15, AND ANY DUTY TO INDEMNIFY
FOR SPECTAL. PUNITIVE. INDIRECT. INCIDENTAL OR CONSEQUENTIAL DAMAGES UNDER
ARTICLE 13.2.1 OR 13.22. INNO EVENT SHALL EITHER PARTY OR THEIR AFFILIATES BE
LIABLE FOR SPECIAL. PUNITIVE. INDIRECT, INCIDENTAL OR CONSEQUENTIAL
DAMAGES, WHETHER BASED ON CONTRACT. TORT OR ANY OTHER LEGAL THEORY AND
IRRESPECTIVE OF WHETHER SUCH PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF
ANY SUCHLOSS OR DAMAGE.

Article 14 Use of Names and Publication
141 Use of Name

Nothing contained m tlus Agreement shall be construed as granting anv right to the Company or 15
Affiliates to use in advertising, publicity. or other promotional acuvities any name. trade name,
trademark. or other designation of Licensor or anv of 1s wmts (including contraction. abbreviation or
sumulation of any of the foregomng) without the prior. written consent of Licensor: provided that Company
mav wennfv Licensor as the licensor under this Agreement without such consent to actual or potential
mvesiors, wvestment banleers, acquirers, acquusition targets. and strategic parmers. and where the vse of
such names may be required by Applicable Law.

142 No Agency

MNothing herein shall be deemed to establish a relationship of principal and agent benwveen Licensor and
the Company. nor any of their agenrs or emplovees for any purpose whatsoever. This Agreement shall not
be constued as creating a parmership between the Licensor and the Company. or as creanng any other
form of legal associanion or arrangement. which would mmpose lability upon ene party for the act or
fatlure 1o act of the other party.

143  Publication

In the event that Licensor or any Affiliate. emplovee. officer, director, or shareholder thereof desires 10
publish or disclose, by wnitten, oral or other presentation. any information mcluded in the Patent Rights,
Know-how. or any matenial information related thereto. Licenser shall provide the Company with a copy
of the proposed publication, presentation, or disclosure at least sty (60) days prior to its subnussion for
presentation. publication. or disclosure. The Company may request that Licensor. no later than sixty (60)
days following the receipt of such proposed publication. presentarion. or disclosure. (1) delay such
presentarion. publication or disclosure for up 10 an addinonal ninetv (90) davs m order to enable the
Company 1o file, or have filed on thewr behalf a parent applicanon. copvright or other appropriate form of
wtellectual property protection related to the mformation to be disclosed or request that Licensor do so.
(11) remove the Company’s Confidential Information from such presentation. publication or disclosure.
and/or (111} make any r reasonable changes to such proposed publication. presentation. or disclosure,
as applicable. Upon receipt of such request. Licensor shall (1) arrange for a delay of such presentation,
publication or disclosure vl such tume as the Company or Licensor have filed. or had filed on its behalf,
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such patent applicanion. copvright or other appropriate form of intellectual propernty prorection n form
and m substance reasonably satisfactory to the Company and Licensor. (11) remove the Company's
Confidental Information from such presentation. publication or disclosure. and'or (11) reasonably
consider any other reasonable changes proposed by the Company. If Licensor does not receive any
request from the Company to delay such presentanon. publicanon or disclosure, Licensor may submut
such material for presentation, publication or other form of disclosure. subject 1o Licensor’s obligations
under Article 15.

Article 15 Confidentiality

151  Confidentiality and Non-Use

¢ proprietary of confidential nformarion relating 1o the Technology, Parent Rights. Know-how
{(including but not linuted to patent prosecution documents relating to Patent Rights). reports and records
provided under Arucle 7. and anv other reasonably confidential or proprietary information concerning a
party’s business or technology disclosed to the other party under this Agreement collecuvely constnue
the “Confidential Information ™ Neither party will use the Confidential Information for any purpose
unrefated to the exercise of their nights or fulfillment of their obligations under this Agreement. and will
hold 1t 1 confidence during the Term and for a pertod of five (3) years after the ternunation or expiration
date of this Agreement. Each party shall exercise with respect to such the Confidential Information the
same degres of care as the party exercises with respect to ts own confidential or proprietary mformarion
of a smular nawre. but m no event less than reasonable care, and shall not disclose it or pernut 1ts
disclosure to any Third Party (except to those of 1ts emplovees. consultants. or agents whe are bound by a
substantially sumlar obliganon of confidentiality of this Agreement). However. such undertalung of
confidentiality shall not apply to any information or data wlhuch:

15.1.1 The recerving party recewves without obligation of confidentiality at any nme from a
third-party lawfully 1 possession of same and having the night to disclose same,

1512 15. as of the date of this Agreement. 1n the public domaimn. or subsequently enters the
public domain through no fault of the receiving party,

15.1.3 15 mdependently developed by the receiving party as demonstated by written
evidence without reference o or benefit of mformarion disclosed to the recerving
party by the disclosing party:

15.1.4 15 chsclosed pursuant to the prior written approval of the disclosing pary:; or

1515 15 required to be disclosed pursuant to Applicable Law or legal process (mcluding,

without limutaton. to a governmental authority) provided thar recipient wall (1) give
prior written notice of such required disclosure to the other party. to the extent
reasonably practicable. (i1) zive reasonable assistance to the other party. as requested
thereby, secking confidential or protective treatment thereof, and (11) only disclose
such Confidentzal Information to the extent requured by such Applicable Law or legal
process.

15.2  Limited Disclosure by Licensor

Licensor acknowledges and agrees thar the Know-how licensed 1o the Company has value to the
Company in bemng mamtaned as confidenual. Therefore. Licensor shall not disclose the Know-how w0




any Third Party™ (1) for use m the Ternrory withour the Company s prior written consent or (i) for use
outside the Termitory other than o recipients who have agreed m writme with Company to maintain the
confidentrality of such Know-how.

15.3  Material Non-Public Information

The Licensor understands thar 1t 1s the mntent of the Company 1o register 1ts capital stock on a national
secunties exchange. on the Nanonal Associanon of Securines Dealers, Inc. Automated Quotation System
(collectively “NASDAQ™). or the Over The Counter Bulletin Board and accordingly, the Licensor
understands that confidential mnformation provided to 1t by the Company pursuant to the tenms of this
Agreement may constitute “material non-public information”™ concerumg the Compary.

Article 16 Miscellaneous Provisions

16.1  Assignment

This Agreement and the rights and duties appertaining hereto may not be assigned by etther party without
first obraimne the wntten consent of the other party. which consent shall not be unreasonably withheld.
Any such purported assignment withour the written consent of the other party shall be null and of no
effect. Nomwrthstanding the foregoing, ether party (the “Assigning Party™) may assign this Agreement
without the consent of the other party (i) 1o a purchaser. merging. or consolidating corporation. of
acquirer of all or substantially all of the Assigning Party's assets or busmess (or that portion thereof o
which this Agreement relates) and/or pursuant to any reorgamizanon of the Assigning Party or (1) to an
Affiliate of the Assigning Party,

16.2 Binding Nature and Inurement

Ths Agreement will not be bindmg upon the parmes unnl 1t has been signed below on behalf of each
party, 1 which event. 1t shall be effective as of the Effective Date. As of the Effective Date, thus
Agreement 15 binding upon and wnures to the benefit of the parties and their respective pernutred
successors and assigns.

16.3  Counterparts; Facsimile

This Agresment may be executed m two or more counterparts. each of which shall be deemed an original,
bur all of which rogether shall constmite one and the same instument. This Agreement may be signed and
delrvered to the other party by facsimile signature: such rransnussion will be deemed a valid signamre.

16.4 Entire Agreement; Amendment

The parties hereto acknowledge that this Agreement. imnchiding the Exhubits, Schedules and documents
mcorporated by reference. sets forth the entire agreement and understanding of the parties hereto as to the
subjsect marter hereot. and shall not be subject to any change of modificanion except by the execution of a
written instrument subscribed to by the parties hereto and shall supersede all previous communications,
representations or understandings. either oral or written. between the parties relating to the subject matter
hereof. No subsequent alteration. amendment. change or addition to this Agreement shall be binding upon
the parties hereto unless reduced to writing and signed by the respective authorized officers of the parties.

16.5 Force Majeure
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Neither partv 15 responsible for delays resulung from causes bevond s reasonable control, including
without linutation fire, exploston, flood. war. strilie. or riot. provided thar the nonperforming party uses
commercially reasenable efforts to aveld or remove those causes of nonperformance and continues
performance under this Agreement with reasonable dispatch whenever the causes are removed.

16.6  Further Assurances

From time to time during the Term. at the request of either party. the other party shall execute and deliver
such documents and take such other action as the requesting party may reasonably request to consummate
more effectively the transactions contemplated hereby.

16.7 Headings

The headings of the several arficles are inserted for conventence of reference only and are not mtended o
be a part of or to affect the meaning or mterpretation of this Agreement.

16.8 Law

This Agreement. and any and all disputes directly or mdirectly ansing from or relating to this Agreement.
shall be construed. governed. mrerpreted and applied in accordance with the laws of the Stare of New
York. without regard to principles of conflicts of laws.

16.9 Payments, Notices and Other Communications

Any payment, notice or other comumunicarion required or permitted to be given pursuant to flis
Agreement shall be in wrining and sent by cernfied first class mail, postage prepaid. by hand delivery or
by facsiaule if confirmed m wrning. 1n each case effective upon receipt. at the addresses below or as
otherwise designated by written notice given to the other party:

Ins the case of Licensor:
Thomton & Ross Limited
Linthwaite

Hucddersfield

HD7 5QH

Arm: Chamnman

Tel. No: 01454 842217
Fax No:01484 847201

With a copy to: Kuit Stemart Levy
3 5t Marv's Parsonage
Manchester M3 2RD
United Kmgdom

In the case of the Company:
Manhartan Pharmaceuticals. Inc.
810 Seventh Avemue, 4% Floor
New York. New York 10019
USA

Arm: President




Tel: (212) 582-3950
Fax: (212) 582-3957

16.10 Payment of Own Fees and Expenses

Each of the Company and Licensor shall be responsible for thewr own expenses relatng to the preparation
and consummarion of this Agreement and, except as specified heremn. the agreements and transactions
comtemplated hereby.

16.11 Severability

The provisions of this Agreement are severable, and m the event that any provision of tlus Agreement
shall be derernuned to be mvalid or unenforceable under any controlling body of law. such invalidity or
unenforceabilitv shall not wn anv way affect the validty or enforceability of the remainme provisions
lerecf.

16.12 Waiver

The failure of either party to assert a right hereunder or to insist upon compliance with auy term or
condition of this Agreement shall not constitute a waiver of that right or excuse a similar subsequent
failure to perform any such term or condirion by the other party. Any waiver of any rights or failure to act
11 a specific mstance relates only to that mstance and 15 not an agresment to warve any rights or fail to act
in any other mstance.

[Signature page to follow ]




IN WITNESS WHEREOF. the parties hereto have executed tlus Agreement. m miplicate by proper
persons thereunto duly authonized.

THORNTON & ROSS LTD. MANHATTAN PHARMACEUTICALS, INC.
Bv: By:

Name: Name

Title: Title:

Date: Date:
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Schedule 1.15: Licensor IND(s)

None.
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Schedule 1.21: Patent Rights

TUrured States Parent No. 7.109.246 ritled “Phanmaceuncal compositions comprising an amploteric
surfactant an alkoxvlated ceryl aleohol and a polar dg”

Canadian Patent Application No. 2.330.330 ttled “Pharmaceutical compositions comprising an
amphoteric surfactant an alkoxvlatad cetyl alcohol and a polar drug™




Exhibit 6.7

FORM OF
SUBSCRIPTION AGREEMENT
This Subscnprion Agreement. datad _ .20 (the “dgreement’), by and between
Manhattan Pharmaceuticals. Inc., a Delaware corporation having a place of business ar 810 Seventh
Avenue. 4th Floor, New York, New York 10019 (the “Company™), and Thomton & Ross. Ltd., a
company duly incorporated under the laws of England and having a place of business at Linthwaite,
Huddersfield. HD7 5QH (the “Subscriber”).

WHEREAS. on Apnl 3, 2007, Subscriber and the Company entered inte an Exclusive License
Agreement for “Altoderm™ (the “License Agreement”). and the shares of commen stock bemg 1ssued
hereby are bemng issued pursuant to Section 6.7 of the License Agreement i full sansfaction of a
nulestone payvment eamed by Subscriber pursuans to the subsection of Section 6.6 of the License
Agreement described in Section 1 hereof.

MNOW THEREFORE. in consideration of the premises and the mutual covenants and agresments
contained herein, and for other good and valuable consideration. the receipt and sufficiency of which 15
hereby acknowledzed. each of the parties hereto agrees as follows:

Section 1. Jssuance of Common Stock.

Pursuant to Section 5.6 of the License Agreement. and m full satisfaction of the mulestone
payment deseribed 1n that subsection, the Company hereby sells, assigns. transfers. conveys and agrees to
deliver to Subscriber of the Company’s commmon stock (the “Shares™). and
Subscriber hereby accepts such Shares

Section 2. Subscriber Representations and Warranties.
Subscriber hereby represents and warrants to the Company. as of the date hereof. as follows:

(a) Organization: Authoritv: Enforceabulity.  Subscriber 15 a company duly
orgamzed. validly existing and 1 good standing under the laws of England. Subscriber has the requisiie
power and authority 1 execute and deliver this Agreement and to consummare the transactions
comemplared hereby. The execunion and delivery of this Agreement and the performance and
consummarion of the transactions contemplared hereby by Subseriber have been duly autherized by all
necessary action on the part of Subseriber This Agreement has been duly execured and delivered by
Subscriber and. subject to the due authorization. execution and delivery of this Agresment by the
Company, this Agreement constitutes 3 vahd and binding obligation of Subscriber, enforceable agamst
Subscriber in accordance with its terms. except as such enforcement may be affected by bankruptey.
reorganization, msolvency. moratorivm or suular laws affecting creditor’s rights generally and except for
general principles of equuty.

(b) Purchase Entirely for Own Account The Shares acquired by Subscriber
hereunder are bewng acquired for investment for Subscriber’s own account, not as a nonunee or agent. and
not with a view to the resale or distribution of any part thereof Subscriber has no present mrention of
selling. granting any participation m. or otherwise distibuting the same. Subscnber does not presently
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have any contract, undertaking. agreement or arrangement with anv person or ennty 1o sell, transfer or
erant participanons to such person or entity or 1o any third party, with respeet to any of the Shares.
Subsecriber has not been formed for the specific purpose of acquiring the Shares.

() Disclosure of Information.  Subscriber hereby acknowledges thart 1t has
been furmshed with, or has had an opportumty to acquure and carefully review. (1) the Company’s most
recently filed Annual Report on Form 10-KSB or 10-K (the “J0-KSB™), (u) the Company’s Quarterly
Reports on Form 10-QSB or 10-Q for the quarters ended after the date of the latest 10-KSB (the “J0-
O8Bs”). (111) the Company’s Current Reports on Form 8-K filed with the U.S. Securities and Exchange
Comnussion (“SEC) following the date of the latest 10-QSB. (1v) such other reports on filed by the
Company with the SEC subsequent to the date of the 10-KSB. Subscriber further represents that
Subscniber has been furmished by the Company during the course of this wansaction with all mformation
regarding the Company which Subscriber, his. her or 1ts mvestment advisor. atorney and'or accountant
has requested or desired to know. has been afforded the opportunity 1o ask questions of and receive
answers from duly authorized officers or other representarives of the Company conceming the Company,
and has recetved any additional information which the Subseriber has requested.

(d) Restricted Secunities.  Subscriber understands that Rule 144 promulgated under
the T.S. Securities Act of 1933, as amended (the “Securities Aer”) requires. among other conditions. 3
munimum helding persod of one-year prior to the resale (in hmuted amounts) of securiies acquired 1 a
non-public offering withour having to sansfv the registration requirements under the Secunnes Act.
Subscriber understands that the Shares have not been, and will not be. registered under the Securites Act
or any state securities or “blue skv™ law by reason of a specific exemption from the registration provisions
of that act which depends upen, among other things, the bona fide nature of the mvestnent intent and the
accuracy of the Subscriber’s representations as expressed herein.  Subscriber understands that the Shares
are “restricted secunities” vnder applicable U.S. federal and state secunines laws and that pursuant to
these laws, Subscriber must hold the Shares indefinirely vnless they are registered with the TS, Securines
and Exchange Commission and qualified by state authorities, or an exemption from such registration and
qualification requirements 1s available. Subscriber aclnowledges that the Company has no obligation to
register or qualify the Shares for resale. Subscnber further ackunowledges that of an exemprion from
registration or qualification 15 available. it may be conditronad on vartous requirements including, but not
Limated to. the rime and manner of sale, the holding pertod for the secunnes. and on requirements relanng
to the Company which are outside of Subscriber’s control. and which the Company 1s under no obligation
and may not be able to satsfy.

(&) Hliomdity. Subscriber understands, acknowledzes and agrees with the Company
that there can be no assurance that Subscriber will be able to sell or dispose of the Shares. It 13
understood that i order not to jeopardize the exempt status under Section 4(2) of the Secunities Act. and
Regularion D promuleated thersunder. of the issuance of the Shares hersunder. any ansferes may. ara
i, be required 1o fulfill the imvestor switability requirements thereunder.

@ Legends  Subscriber understands. acknowledges and agrees thart the issuance of
the Shares hereunder has not been reviewed. recommended or endorsed by the SEC or any state securities
regulatory authority or other governmental body or agency. since the such issuance 15 mrended to be
exempt from the registration requirements of Section 5 of the Securities Act pursuant to Regulation D
promulgated under the Securifies Act. Subscnber understands thar the Shares shall bear a “restricted
securities” legend sumilar to the following (and any other legend required by U.S. federal or state
securities laws):
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“THE SHARES REPRESENTED BY THIS CERTIFICATE HAVE NOT BEEN REGISTERED
UNDER THE U.S: SECURITIES ACT OF 1933, AND HAVE BEEN ACQUIRED FOR INVESTMENT
AND NOT WITH A VIEW TO. OR IN CONNECTION WITH. THE SALE OR DISTRIBUTION
THERECF NO SUCH TRANSFER MAY BE EFFECTED WITHOUT AN EFFECTIVE
REGISTRATION STATEMENT RELATED THERETO OR AN OPINION OF COUNSEL IN A FORM
SATISFACTORY TO THE COMPANY THAT SUCH REGISTRATION IS NOT REQUIRED UNDER
THE SECURITIES ACT OF 1933.7

(g} Accredited Investor. Subscriber 18 an accredited wvestor as defined mn Rule
501(a) of Regulation D promulgated under the Secunities Act.

(k) No General Solicitation.  Subscriber represents that no Shares were offered or
sold to 1t by means of any form of general solicitation or general advertismg, and 0 connecnon therewith
Subscniber did not: (A) recerve or review any advertisement, article. notice or other comumunication
published m a newspaper or magazine or smilar media or broadcast over television or radio whether
closed circuit, or generally available: or (B) artend any senumar meetmg or mdustry wmvestor conference
whose artendees were invited by anv general solicitation or general advernsing.

Section 3. Deliveries. Prompily after the Companv’s receipt of the execured signamre page
hereof and the Company’s detenuination that the Company is required to deliver the Shares ro sarisfy the
milestone payment referenced i Section 1 hereof. the Company shall deliver 1o Subscriber (i) an
executed counterpart of this Agresment and (n) a cernficate represennng the Shares registered i the
name of the Subscriber

Section 4. Miscellanaous.

(a) Tlus Agreement and any controversy arising, directly or mdirectly. out of or
relanng to this Agreement shall be governed by and construed m accordance with the General
Corporation Law of the State of Delaware as to matters withun the scope thereof, and as to all other
matters shall be governed by and construed 1n accordance with the internal laws of State of New York.
without regard to conflict of law principles that would result in the application of any law other than the
law of the Stare of New York The parties hereto (1) hereby trrevocably and uncondinonally submur to the
jurisdiction of the state courts of New York and ro the jurisdicrion of the Umted States District Court for
the Southern District of New York for the purpose of any swit. action or other procesding arising out of or
based upon tlus Agreement, (ii) agree not to commence any st action ot other proceeding arising out of
or based upon this Agreement except m the state courts of New York or the United States District Court
for the Southern Distnet of New Yok, and (11) hereby warve, and agree not to assert. by way of motion.
as a defense. or otherwise, in any such suit. action or proceeding. any claim that it 1s not subject
personally to the jurnisdiction of the above-named courts, that its property 15 exempt or immune from
attachment or execution, that the suit. action or proceeding 1s brought in an mconvenient forum thar the
venue of the swit, action or proceeding is improper or that this Agreement or the subject matter hereof
may not be enforced 1 or by such court.

) Any notice or other communication requared or pernutted to be given pursuant to
this Agreement shall be i writing and sent by certified first class mail. postage prepaid. by hand delivery
or by facsimle 1f confirmed 1n writmg, 1 each case effective upon receipr. ar the addresses set forth m the
preamble hereof, or as otherwise designated by written notice given to the other party




(c) This Agreement constituies the ennre agreement between the parties hereto wath
respect 1o the subject marter hereof and may be amended only by a writing executed by both partes
hereto.

) L@ This Agreement may be execured w1 counterparts. each of which shall be desmed
an original instrument, but all of which shall together constitute one and the same instroment.

[Signature Page Follows ]
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IN WITNESS WHEREOQF, the parties hereto have executed tlus Subscrniprion Agreement as of
the date first above written.

MANHATTAN PHARMACEUTICALS. INC

Name:

Title:

THORNTON & ROSS.LTD

By:

Name:

Tatle:




Schedule 12.1.12: Material Agreements

None.
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Schedule 12.1.17 Worldwide Regulatory Filings and Approvals

Apphication for approval filed 1n the United Kingdom
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Schedule 12.2.4; Company Claims

In February 2007, a former emplovee of the Company alleged an ownership interest m two of the
Company’s provisional patent applications.  Also. without artcularmg precise legal claums. the
former employee contends that the Company wrongfully characterized the former employee’s
separation from employment as a ressgnation mstead of a disnussal 10 an effort 1o harm the former
employee’s immugranon sponsorship efforts. and. further. to wrongfully deprive the former
emplovee of the former employee’s alleged nghts m two of the Company’s provisional patent
applications. The former emplovee 15 seeking an unspecified amount 1 damages. The Company
refutes the former emplovee’s contentions and mtends to vigorously defend ttself should the former
emplovee file claims against the Company.
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EXCLUSIVE LICENSE AGREEMENT FOR “ALTOLYN"

Tlus Exclusive License Agreement for “Altolyn” (heremafier referred to as this "Agreement”).
effective as April 3. 2007 (the “Effectrve Date™), 1s entered into by and between THORNTON & ROSS
LTD. a company duly corporated under the laws of England and having a place of business at
Linthwaite, Huddersfield. HD7 5QH (“Licensor”), and MANHATTAN PHARMACEUTICALS, INC..
a corporation duly organized and existing under the laws of the State of Delaware having a place of
business at 810 Seventh Avenue, 4% Floor, New York. New York 10019 (the "Company”).

WHEREAS, Licensor s the sole owner of all nght, title and mterest 1 the Patent Raghts (as
defined below). and Know How (as defined below) related thereto used m the formulation of and to
manufacture the Licensed Product (as defined below);

WHEREAS, the Company 1s interested 1 obtaining exclusive license under the Patent Rights
and Know How 1 the Field of Use (as defined below) to make. have made, use. have used, lease, mmport
and export, offer to sell, sell have sold, produce. manufacture. distribute and market products made n
accordance with such nghts; and

WHEREAS, Licensor wishes to grant to the Company an exclusive license under the Patent
Raghts and Know How. in the Field of Use (as defined below) to make, have made. use. have used, lease.
import and export, offer to sell. sell have sold. produce. manufacture, distribute and market products made
n accordance with such rights:

NOW, THEREFORE, in consideration of the foregoing recitals, the premises and the mutual
covenants contained herein, the parties hereto. intending to be legally bound. agree as follows:

Article 1 Definitions
For the purposes of this Agreement, the following words and phrases shall have the following meanings:
L1 “Affiliate™

means, with respect to any Person, any other Person which directly or indirectly controls, 15 controlled by,
or 15 under common control with. such Person. A Person shall be regarded as in control of another Person
if it owns, or directly or indirectly controls, at least fifty percent (50°%) of the voting stock or other
ownership mterest of the other Person. or if it directly or tndirectly possesses the power to direct or cause
the direction of the management and policies of the other Person by any means whatsoever.

1.2 “Applicable Law(s)”

means, with respect to the United States. the FDCA (as defined below). all regulations promulgated
thereunder, and all other applicable laws, rules. regulations and guidelines within the Terntory that apply
to the mmport, export. research and development, manufacture, marketing. distribution, or sale of Licensed
Products 1n the Field of Use in the Temitory and the use of the Trade Mark m relation thereto or the
performance of erther party’s obligations under this Agreement (mcluding disclosure obligations as
required by the United States Secunities and Exchange Commission or other comparable exchange or
securities commission having authority over a party) to the extent applicable and relevant to such party.

1.3 “Competent Authority(ies)”




means collectively the entities in each country m the Termtory responsible for (a) the regulation of
medicinal products or medical devices. as applicable, inrended for human use or the establishment,
matntenance and/or protection of rights related to the Patent Rights, including but not limited to the FDA
and any other applicable admmistrative agency i any country in the Territory having the aforementioned
responsibilities. and any successor entities thereto. (b) the establishment, maintenance and’or protection
of nights related to the Patent Rights, including the United States Patent and Trademark Office
(*USPTO™), and (c) any other apphieable regulatory or admumstrative agency m any country in the
Terrttory that 15 comparable to. or a counterpart of. the foregoing.

1.4 “Development™

means the Company’s, its Affiliates’. or Sublicensees’ use of commercially reasonable efforts to secure
Marketing Authonzations for Licensed Products mn the Termtory.

1.5 “DMEFE™

means a drug master file, as provided for m 21 CFR § 314.420. or smular submussion to or file
maintained with the FDA or other Competent Authority that may be used to provide confidennal detailed
iformation about facilinies, processes. or articles used in the manufacturing, processing, packaging. and
storing of one or more human dmes.

16 “FDCA”

means the United States’ Federal Food. Drug, and Cosmetic Act. as amended. and the regulations
promulgated with respect thereto.

L7 “FDA™

means the United States Food and Drug Admimistration and any successor entity thereto.
18 “Field of Use™

means all fields of use.

19 “First Commercial Sale™

means, with respect to any Licensed Product, the first sale of such Licensed Product after all applicable
Marketing Authorizations (if any) have been granted by the applicable Competent Authority(ies).

1.10  “Governmental Approval(s)”

means any and all permits, licenses. approvals, and authorizations required by any Competent Authority
as a prerequasite to the development. manufacturmeg. packagng. marketing, and selling of a Licensed
Product m the Field of Use m the Terntory.

L11  “IND(s)”

means an nvestigational new drug application as defined in 2] C.F R Part 312 et seq i the United States

(as may be amended. supplemented or replaced from time to time). or equivalent application to anv
Competent Authority of any other country i the Territory, to commence clinical testing of a dmg,

(%]




including but not limited 1o anv amendments. supplements. or supporting correspondence with respect
thereto

112 “Improvements™

shall mean any modification, enhancement, or improvement of a Licensed Product, or any mventions,
discovertes. improvements (whether patentable or not). information. and data. owned or controlled by
Licensor or the Company (as the case may be) any time during the Term which would be useful or
necessary m the manufacture. use, or sale of any Licensed Product. such improvements to be designated
“Licensor Improvements” or “Company Improvements.” as the case may be.

113 “Know-how™

shall mean all tangible or intangible information and know-how {other than that which 1s the subject of a
WValid Claim i the Patent Rights), whether patentable or not (but which has not been patented). related to
the Licensed Product. or any Licensor Improvement or which 1s useful 1o or necessary for the Company 1o
develop or commercialize any Licensed Product (including but not limited to: trade secrets. formmulations,
protocol, results of expenimentation, in vitro, preclinical or clinical desipn. information or results, other
proprietary materials, processes, including but not limited to manufacturing processes, data. drawings and
sketches, designs. testing and test results, regulatory information of a like nature), owned or controlled by
Licensor as of the Effective Date or which Licensor obtains the right to disclose and license to the
Company dunng the Term.

114 “Licensed Product(s)”

shall mean any product (including but not lumited to an oral formulation product wsing sodmm
cromoglicate for use 1n the treatment of mastocytosts. food allergies. inflammatory bowel disorder. or any
other conditions) which is made 1 accordance with the Patent Rights. For the avoidance of doubt, the
“Licensed Products” include, without limutation. that certain oral formulation product using sodium
cromoglicate known as “Altolyn,” for which Licensor intends to seek regulatory approval in the United
Kmgdom and other jurisdictions cutside the Terntory.

1.15  “Licensor IND(s)”

means the INDs. whether now existing or previously submitted. described on Exlubit 115 and any
filings. updates, material correspondence. or material communications to or from any applicable
Competent Authority with respect thereto.

116  “Marketing Authorization™

means all necessary and appropnate regulatory approvals, meluding but not houted to NDAs and
reimbursement and pricing approvals, to allow a Licensed Product to be marketed and sold in the Field of
Use 1 a particular country in the Territory.

117  “Milestone Payment”

means the payments set out 10 Article 6.6 and “Milestone™ means any one of the steps to be taken as set
out m Article 6.6.

118 “NDA™




means a New Drug Application as defined in 2/ CFR. Parr 31450 et seq. in the United States (as may
be amended. supplemented or replaced from time to time). or equivalent application to any Competent
Authority of any other country in the Territory. to comumence commercial sale and marketing of a drug for
human uvse. including but not limited to any amendments, supplements, or supporting correspondence
with respect thereto.

L19  “Net Sales”

shall have the meaning set out below:

1.19.1

1.19.2

1193

“Net Sales™ shall mean the total gross receipts for sales of Licensed Products to
customers who are not Affiliates (or are Affiliates, but are end users of the Licensed
Products) by or on behalf of the Company or any of its Affiliates {(and. to the extent
mcluded pursuant to Article 6.2 below, 1ts Sublicensees), whether invoiced or not, less
only the sum of the following:

(a) usual trade discounts to customers, mcluding but not limited to cash. quanuty
and trade discounts, rebates and other price reductions for such Licensed

Product given to such customers:

(b) sales, tariff duties, value-added tax and/or use taxes directly imposed and with
reference to particular sales:

{c) amounts allowed or credited on charge-backs and/or returns:

(0] bad debt deductions and uncollectible amounts actually wrtten off during the

accounting period;
(e) outbound transportation prepaid or allowed and transportation insurance:
[63)] sales commissions;

(g) packaging. freight. and imsurance charges:

(k) customs duties, surcharges and other governmental charges mncurred m
exportmg or importing such Licensed Product to such customers; and

1) wholesaler discounts and government chargebacks

Components of Ner Sales (and the deductions listed above) shall be determined m the
ordinary course of business in accordance with U.S. GAAP.

Notwithstanding anyvthing herem to the contrary, the transfer of a Licensed Product to
an Affiliate, Sublicensee, or other Third Party in connection with the research.
development or testing of a Licensed Product or for purposes of resale shall not be
considered a sale of a Licensed Product under this Agreement. Nor shall the transfer
of Licensed Product solely for inchgent or sinular public support or compassionate use
programs be considered a sale of Licensed Product under this Agreement.




1.19.4 In the case of discounts on “bundles™ of separate products or services wluch include
Licensed Products. the Company may discount (or enable its Affiliates and
Sublicensees to discount) the bona fide list price of a Licensed Product by the average
percentage discount of all products of the Company andor its Affiliates and
Sublicensees 1n a particular “bundle”. calculated as follows:

Average percentage
discount on a = 1-(XY)x 100
particular “bundle”

where X equals the total discounted price of a particular “bundle™ of products, and ¥
equals the sum of the undiscounted bona fide list prices of each umit of every product in
such “bundle”. The Company shall provide Licensor documentation reasonably
supporting such average discount with respect to each “bundle.” If a Licensed Product in
a “bundle” 1s not sold separately. and no bona fide list price exists for such Licensed
Product. the Company shall determine in good faith a reasonable imputed list price for
such Licensed Product and Net Sales with respect thereto shall be based on such imputed
list price.

120 “Non-Royalty Sublicensing Income™ or “NRSI”

means, aggregate cash consideration recerved from a Sublicensee 1 consideration for grant of a
sublicense under the rights granted to the Company herennder. wlhich shall include sublicense issue fees
and non-sales related sublicense milestone payments recerved by the Company as consideration for the
sublicensing by the Company of its nghts under this Agreement to commercialize Licensed Products, but
shall exclude the followmg payments as determuned by the Company mn good faith and subject as
provided in Article 6.4 (a) payments received from the sale. 1ssuance or exchange of debt or equaty
securities of the Company: (b) payments received by the Company that are specifically designated in any
agreement with a Third Party to be dedicated to the research and development of the Technology or the
establishment of a direct sales force: (¢) payments resulting from or caleulated on the basis of the sale of
one or more Licensed Products, mcluding sales milestones and rovalties: and (d) payments recerved to
reimburse Company’s or its Affiliates” cost to perform research development or simular services
conducted for such Licensed Product after sigmng the agreement with the Tlurd Party, or m
reimbursement of patent or other out-of pocket expenses relating to such Licensed Product.

121  “Patent Rights”
means
1211 all U.S. and Canadian patents and patent applications set forth in Schedule 1.21;

1212 any and all US or Canadian patents, patent applications, or other rights 1ssuing from,
or filed subsequent to the date of this Agreement. based on or claiming prenity to or
from the applications. patents. and rights listed on Schedule 1.21. mcluding but not
limited to continuations, continuations 1 part. divisionals. reexaminations. extensions,
reissues. substitutions, renewals. supplementary protection cerfificates. registrations.
and confirmations of any of the foregomng and any patents resulting from any
application or right meluded in Articles 1.21.1 or 1.21.2;




1213 any other intellectual property rights in the Temritory relating to any oral formulation
product using sodium cromoglicate for use in the treatment of mastocytoss, food
allergies. inflammatory bowel disorder or any other conditions (except where the
rights mvolve the use of sodium cromoglicate with another active ingredient wlich
produces a product which requires its own Government Approval) that are owned or
controlled by the Licensor or that Licensor has the ability to license to the Company
as of the date of this Agreement, or which Licensor acquires. or acquires the right to
license to Company. after the Effective Date, and any and all US or Canadian patents,
patent applications, or other rights. including continuations. continuations m part,
divisionals, reexaminations, extensions, reissues, substifutions. renewals.
supplementary protection certificates. registrations. and confinmations of such nights
claiming or relating to. i each case. any oral formulation product usmg sodium
cromoglicate for use in the treatment of mastocytosis, food allergies, inflammatory
bowel disorder or any other conditions except as aforesaid:

1.21.4 any other intellectual property rights in the Territory owned or controlled by the
Licensor at any time dunng the Term of this Agreement relating to or clamming an
Improvement or that Licensor has the ability to license or gains the ability to license to
the Company relating to or claiming an Improvement (except where such
improvement produces a product which requires 1ts own separate Government
Agpproval). and any and all US or Canadian patents. patent applications. or other
nghts. mcludme continuations. contmuations in part, divisionals. reexanunations.
extensions. reissues. substitutions. renewals, supplementary protection certificates.
registrations, and confirmations of such nighis relating to or claiming, in each case, an
Improvement; and

1215 any Licensor information useful or necessary to file and obrain issuance in the
Territory of valid patent claims relating to the use. manufacture, development.
admimstration. delivery. formulation, dosing, packaging, and handling of the Know-
how. the Licensed Products or any other oral formulation product using sodmm
cromoglicate for use in the treatment of mastocytosis. food allergies. inflammatory
bowel disorder or any other conditions (except where such mformation produces a
product which requires 1ts own separate Government Approval).

The parties shall use commercially reasonable efforts to ensure that Schedule 1.21 shall be amended
writing from tume to time to reflect the foregomng. provided that any failure to do so shall not limit the
scope of the definition of Patent Rights established above.

122 “Person™

means an individual. corporation. partnership, linited liability company. trust, business trust. association.
joinf venmire, non-profit orgamzarion, pool. syndicate, sole proprietorship, unincorporated organization,
university, governmental authority or any other form of entity not specifically listed herein

1.23  *“Phase I Trial™

means a clinical trial that generally provides for the first introduction into humans of a Licensed Product

with the primary purpose of determining safety. metabolism and pharmacokinetic properties and climical
phanmacology of the Licensed Product. and generally consistent with 21 CFR § 312.21{a).




1.24  *“Phase IT Trial™

means a clinical trial of a Licensed Product on patients. including possibly pharmacokinetic studies, the
principal purpose of which 1s to make a preliminary determination that such Licensed Product 15 safe for
its mtended use and to obtamn sufficient information about such Licensed Product’s efficacy to pernut the
design of further clinscal trials, and generally consistent with 21 CFR § 312.21(b).

1.25  “Phase III Trial”

means a prvotal human clinical trial of a Licensed Product, which trial 15 designed to: (a) establish that a
Licensed Product 1s safe and efficacious for 1ts intended use: (b) define wamings, precautions and adverse
reactions that are associated with the Licensed Product in the dosage range to be prescribed; (<) support
Marketing Authorization of such Licensed Product. and (d) generally consistent with 21 CFR § 312.21(c).
1.26  “Registration(s)”

means any and all pernuts, licenses, authorizations, registrations of regulatory approvals (including, but
not limited to, IND or NDA) requited and/or granted by any Competent Authority as a prerequisite to the
development. manufacturing, packaging. shipping, marketing and/or selling of any product

127 “Royalty Term™

means, on a country-by-country and Licensed Product-by-Licensed Product basis. the pertod commencing
on the date of the applicable First Commercial Sale and ending on the date of the last to expire Patent
Raght covermg a Licensed Product i such country.

1.28  “Sublicensee™

means a Third Party that has entered i to an agreement with the Company licensing to such Third Party
any of the nghts granted to the Company by the Licensor pursuant to Article 2.1, or a Third Party that has
entered into a license agreement with any such Sublicensee licensing such Third Party the nghts granted
to the Company by the Licensor and granted to such subsequent Third Party licensee by the Sublicensee.
1.29 “Successful Outcome™

means an ouicome of a Phase IIT Trial with data reasonably determined by Company to be sufficient to
support final approval by the FDA of an NDA with respect to the Licensed Product (including, but not
limited to. data from any supporting pharmacokinetic studies and toxicology studies (including, but not
limited to any carcinogenicity, and developmental and reproductive toxicology studies))

130 *“Term

has the meaning set out in Article 11.1.

131 “Territory”

means: (1) the United States, 1ts ternitonies and possessions and Unsted States mulitary bases throughout
the world and (11) Canada.




1.32  “Third Party”
mean any Person other than Licensor, Company and their respective Affiliates.
133  “Trade Mark”

means the trade mark “Altolyn.” including, but not imited to, all nghts under any trademark applications
and registrations wath respect thereto in the Territory.

L34 “Valid Claim™

means any pending or 1ssued claim included within the Patent Rights that has been filed i good faith and
has not been withdrawn, permanently revoled. abandoned nor deemed unenforceable. unpatentable, or
mvalid by a decision of a court or other governmental agency of competent jurisdiction that is
unappealable or unappealed in the time allowed for appeal. and which has not been admitted to be wvalid
or unenforceable through reissue or disclaimer or otherwise

Article 2 License Grant
21 Grant of License

Licensor hereby grants to the Company an exclusive license, with rights to grant sublicense as further
described below, 1n the Field of Use to practice under the Patent Rights and to ufilize the Know-how and
the “Altolyn™ mark and name in the Territory, mcluding to:

211 conduct research, make. have made. use, have used, import. have imported. export.
have exported, offer for sale. have sold. sell. produce, manufacture. distribute and
market Licensed Products to the full end of the Rovalty Term. unless sooner
termunated as heremafter provided; and

212 sublicense to third parties, through multiple tiers. m accordance with Article 2.2
below, the nghts granted under Article 2.1.1.

22 Sublicenses

221 The Company shall have the right to sublicense rights pranted in Article 2.1 in 115 sole
discretion with the prior consent in writing of Licensor. which consent should not be
unreasonably withheld or delayed, and Sublicensees shall have the nght to grant
further sublicenses in their sole discretion with the prior consent of the Licensor.
which consent shall not be unreasonably withheld or delayed. but the Company shall
coptinue to remam responsible for the performance of its obligations under this
Agreement if a Sublicensee is appomted. Each sublicense agreement: (i) shall
contain terms and conditions requirmng the applicable sublicensee to provide Data (as
defined in Section 11.5 below) created by or on behalf of such sublicensee to the
Licensor. on terms and under circumstances analogous to those set forth herein
(namely Articles 3.1, 5.5, 11.2, 11.5 and 11.6), in the event the applicable sublicense
agreement with the Sublicensee i1s termunated after having been assigned to and
assumed by Licensor (as provided below 1n this Article 2.2.1), (i1) shall otherwise not
conflict with the terms and conditions set forth herein and (111) shall name Licensor as
a third party beneficiary of the sublicense agreement. The Company will keep




Licensor reasonably apprised of the status of negotiatons with prospective
Sublicensees. All sublicenses granted under this Aricle 2.2.1 by the Company shall
survive and be automatically assigned to and assumed by Licensor upon termination
of this Agreement, provided fiowever. Licensor shall not be obligated to ncur any
obligations in excess of those of Licensor contained herein

222 Notwithstanding the foregoing. if the Company believes that Licensor has terminated
tlus Agreement for the primary purpose of domg busmess directly with the
Sublicensee, the termmation may be disputed under the provisions of Article 10.

Article 3 Technology and Regulatory Transfer
31 Technology and Regulatory Transfer

Upen execution of this Agreement. (1) Licensor shall transfer to the Company. at no additional cost, all
Know-how, which shall include but not be limited to copies of all pre-clinical or climcal data, trade
secrets, human safety data. prelimnary efficacy data (further mcluding. but not limited to. any of the
foregoing data relating to any Licensor applications for regulatory approval of the Licensed Product in
the United Kingdom. European Umion and any other junisdictions outside the Territory). and other
regulatory data related to any Licensed Product in its possession, and (1) Licensor hereby assigns all
right. title, and mterest in the Licensor IND(s). if any, to the Company. free and clear of all liens, clamms,
and encumbrances.

Licensor shall. at Licensor’s cost. take any and all actions requested by the Company to effect the
purposes of the foregomg as promptly as practicable following the execution of this Agreement and on
an ongoing basis thereafter, wluch shall include but not be limited to (1) preparing and filing whatever
filings. requests or applications are required or deemed advisable to be filed with any Regulatory
Aurhority. if any. in connection with the assinment of any Licensor IND(s) (including bur not limired
to. if applicable with respect to the FDA_ a “transfer of ownership letter™) and (1) taking all reasonable
actions necessary to enable the Company to undertake the manufacture. development and
commercialization of Licensed Products under this Agreement. Such actions shall include providing the
Company with the following tems relating to the Licensed Products (regardless of whether such ttem
relates to the Ternitory or any jurisdiction outside the Ternitory), to the extent such items are within the
possession or control of Licensor as of the Effective Date or come within the possession or control of
Licensor at any time thereafter and the Licensor has the right to transfer or communicate the same (and
the Licensor will notify the Company of any potential Limitations on its right to transfer or communicate
any of the foregoing to the Company and will use commercially reasonable efforts to overcome any such
linutations):

a. copies of all regulatory submissions;
b. any commumications with Competent Authorities and the munutes of any meetings with
Competent Authorsties. as well as any communications with and minutes of any meetings

with any analogous regulatory authorities outside the Territory:

c DMFs and any trial, drug, device, or other master files relating to any Licensed Product.
including copies of all case report forms;

d. copies of all listings and tables of results from the clinical trials relating to any Licensed
Product;




e copies of all treatment-related serious adverse event reports from the clinieal trials
relating to any Licensed Product:

f. storage of and access permussion to any retaned samples of materials used m climcal
trials relating to any Licensed Product,

=2 access to confract and clinical research organizations mvolved in the precluucal studies
and clinical trials relating to any Licensed Product;

h the data. files and results of any chenustry. manufactunng. or control-related actrvities
regarding any Licensed Product; and

L all other information that the Company may reasonably request that may be useful to the
Company for the manufacturing of Licensed Products or conducting preclinical studies
and climcal trials and other development activities with respect to each Licensed Product,
and the commercialization of Licensed Products.

The Company shall during the Term keep Licensor reasonably mformed of any data developed by or on
behalf of Company that may be used m support of regulatory filings for the Licensed Product (including,
but not linuted to. pre-clinical and clinical tnial data. human safety data and efficacy data) (the “Company
Data™), as well as any regulatory filings made and approvals obtamed by the Company with respect to the
Licensed Product m the Temntory and the Company shall deposit. at Licensor’s expense. copies of the
Company Data and such regulatory filings with its lawyvers or an agreed third party escrow agent together
with the necessary permission to allow right of reference to such material by Licensor and shall issue an
urevocable mstruction to release such items to the Licensor if this Apreement is terminated pursuant to
Article 11.2 and the Company shall procure that all sub-licensees accept this obligation to the Licensor.
In addition the Company shall confirm to the Licensor from time to time that it has so deposited such
ttems as provided m this Arnicle 3.1, and the Company shall procure that all sub-licensees accept thus
obligation to the Licensor. Licensor will notify Company 1f it wishes to obtain a nonexclusive license to
the Company Data (or portion thereof) and/or nights of reference to such regulatory filings and approvals.
i each case solely for use in connection with regulatory filings outside the Terntory. Provided that
Company has the right to grant such license and’'or nights of reference, upon receipt of such notice from
Licensor, the pariies will negotiate 1 good faith with respect to the terms and conditions of such license
and/or nghts of reference (including conmercially reasonable compensation to be paid to Company for
such license and/or rights of reference). Any such terms and conditions agreed upon by the parties shall
be set forth in writing and signed by authorized representatives of both paries.

32 Technical Assistance

Without limiting Licensor’s other obligations herennder. Licensor shall provide such technical assistance
to Company as Company reasonably requests regarding the Patent Rights, Know-how and Licensed
Products, mecluding without linutation: (1) providing Company with reasonable access to Licensor’s
employees and consultants involved in the development, formularion and regulatory approval outside the
Terrttory of the Licensed Products and (11) providing to Company all or part of Licensor’s inventory of
GMP and non-GMP Licensed Products, as the parties mutually agree. Company shall pay to Licensor its
documented reasonable out-of-pocket costs of providing such technical assistance, subject to Company’s
prior, written approval of such costs in each case.
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Article 4 Regulatory Compliance
4.1 Ownership and Maintenance of Governmental Approvals

41.1 The Company will own all Marketing Authorizations for each country in the Tetritory
for Licensed Products. Without limiting the generality of the foregomg, the Company
shall prepare and submit in 1ts own name and at its expense NDAs with the FDA in
the U.S. and any other equivalent application with the Competent Authorities in other
countries in the Territory.

412 The Company shall secure and mamtan 10 good standmg. at 1ts sole cost and expense.
any and all Governmental Approvals (including. Marketing Authorizations, licenses,
permits and consents, facility licenses and permits required by Applicable Laws or by
the applicable Competent Authorities) necessary and/or required for the Company to
perform 1ts obligations under this Agreement and use commercially reasonable efforts
at its cost and expense to secure and mamntamn any vanations and renewals thereof
Licensor shall promptly notify Company of any written or oral notices recerved from.
or inspections by. any Competent Authority relating to any such Govermnmental
Approvals.

413 To the extent Licensor is or becomes the holder of any Govermmental Approval
referred to in Article 4.1.2 above. duning the time that Licensor holds such
Governmental Approval, Licensor shall (1) promptly provide Company an advance
draft of any proposed responses to such written notices or inspections and the
resolution of any issue rased by such Competent Awthonty and (u) make such
reasonable changes to such proposed response as may be recommended by Company.
and the Company shall be entitled to attend any and all meetings and participate 1n
telephone calls with the Competent Authorities. including without limutation any
mesting preparation. meeting co-ordmation and preparation of minutes.

4.2 Rights of Reference

Licensor shall grant and hereby grants Company a free-of-charge night to reference and use and have full
access to all preclinical and climcal data. mfonmation, and results. Governmental Approvals, and all other
regulatory documenrs relating to or useful for the Development of the Licensed Products. including but
not limited to any IND, NDA DMF (whether as an independent document or as part of any
Govemnmental Approval). and all chenustry, manufacturing and controls information, and any
supplements. amendments or updates to the foregomg, where such regulatory documents are owned.
licensed, or controlled by Licensor and the Licensor has the night to transfer or communicate the same,
and all analogs to any of the foregomng outside the Terntory (for the purposes of this Amicle. the “Raght of
Reference™). The Licensor will notify the Company of any potentsal limitations on its right to transfer or
commmmnicate any Right of Reference to the Company and will use commercially reasonable efforts to
overcome any such limitations. The Company may license the Right of Reference to Affiliates and to
Sublicensees.

4.3 Access to Manufacturers
Licensor grants 1o the Company a free of charge. worldwide night to access and/or sublicense any

suppliers of the Licensed Product and any form. component, or ingredient of or precursor to the
Technology or any Licensed Product. and shall. if and as requested by the Company. reasonably assist
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Company in establishing supply relationships with such suppliers on commercially reasonable terms
and/or assigning any relevant supply agreements to the Company. In addition, if requested by Company.
the parties will negotiate 1n good faith for commercially reasonable terms on which Licensor would
supply Licensed Products (and/or ingredients thereof) to the Company

Article 5 Development and Commercialization
51 Development

The Company shall nse commercially reasonable efforts, itself or through the activities of its Sublicensees
and Affiliates. to perform the Development and secure the Marketing Authornizations for Licensed
Products. For the avoidance of doubt. the Company’s development obligations under this Agreement
(including, but not limited to, the development tumelines set forth 1n Section 11.6 below) shall apply only
with respect to the development of an initial Licensed Product for the treatment of mastocytosis. The
Company shall have the right. bur not the obligation. 1o develop Licensed Products for other indications
in its sole discretion.

5.2 Commercialization

The Company shall following receipt of the necessary Marketing Authorizations, use commercially
reasonable efforts to. iself or through the activities of its Sublicensees and Affiliates. commence
marketing of, and to promote, market. sell and conunercialize thereafter. Licensed Products in the
Territory.  For the avoidance of doubt. Company and the Sublicensees may market the Licensed
Products under the “Altolyn™ name or such other brand as may be selected by the Company and/or the
Sublicensees, provided that if the “Altolyn” name 15 used 1t 1s 1dentified as a registered trade mark of
Licensor and the Licensor 15 accorded all nghts under Applicable Laws usually accorded to owners of
trade marks m the Territory,

5.3 Clinical Trial Cooperation.

The parties shall discuss i good faith opportumities to avoid duplication of effort and achieve cost
savings and other efficiencies with respect to any clinical tnals to be conducted by the Company for the
Licensed Products.

5.4 Non-Compete.

During the term of this Apreement. other than sales of Licensed Products by Company and Sublicensees
hereunder, neither party nor any of thewr respective Affiliates shall market or sell (or license any third
party to market or sell) i the Tertitory: (i) any oral formulation product that contams sodmm
cromoglicate as an active pharmaceutical ingredient (whether the sole actrve phanmaceutical megredient
or 1 combination with any another active pharmaceutical ingredients) or (1) any other product for the
treatment of mastocytosis, food allergies and/or inflammatory bowel disease.

5.5 Company Improvements.

Company will keep Licensor reasonably informed of any Company Improvements it makes in the course
of the Development. Licensor will notify Company 1f it wishes to obtain a nonexclusive license to any
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such Company Improvement, in each case solely for use in connection with Licensed Products 1o be sold
in countries outside the Territory. Provided that Company has the night to grant such license, upon receipt
of such notice from Licensor. the parties will negotiate in good faith with respect to the terms and
conditions of such license (including commercially reasonable rovalties and other compensation to be
paid to Company for such license)

5.6 Annual Review Meetings.

Executive-level personnel of both parties shall meet at least once per vear during the Term (either m
person or telephonically, and at times and places as are mumally acceptable to the parties) for the purpose
of reviewing the status of Licensed Product commercialization in the Ternitory. including, but not limited
to regulatory approval status, development and production issues and market conditions. The parties will
discuss m good faith any amendments suggested by erther party to the tmelines set forth in Section 11.6.
royalty rates and/or other provisions of this Agreement as may be fair and reasonable 1n hight of changed
conditions. Any acreed upon amendments to this Agreement must be in writing and signed by authorized
representatives of both parties.

Article 6 Royalties and Other Consideration
6.1 Royalties on Net Sales; Minimum Royalties

6.1.1 During the Royalty Term, on 2 country-by-country and Licensed Product-by-Licensed
Product basis, the Company shall pay Licensor royalties 1 amounts as set forth m the
below table, with the applicable Royalty rate determined based on the amount of Net
Sales recerved during the applicable Royalty Term Year (as defined below), subject to
further adjustment as described in this Article 6. For the purposes hereof. a “Rovalty
Term Year” means: (i) the period that begins on the date of the applicable First
Comumercial Sale and ends on December 31 of the same vear and (1) each calendar
year thereafter dunng the Royalty Term.

Net Sales Received During the Royalty
Applicable Royalty Term Year
(in U.S. Dollars)

S0 to $100,000,000 10% of Net Sales received during the
applicable Royalty Year

$100.000,001 to $200.000,000 15% of Net Sales received durmg the
applicable Royalty Year

equal to or over $200.000,001 20% of Net Sales received durmg the
applicable Royalty Year

For the avoidance of doubt. the Royalty rates set forth in the above table are
incremental, 1.2 each Rovalty rate 1s applicable to only the portion of annual Net Sales
exceeding the respective values (for example, 1n the case of annual Net Sales of $300
mullion U.S. Dollars, a Royalty rate of 10% is applicable to $100 million U.S. Dollars,
a Royalty rate of 15% 1s applicable to the next $100 mullion U.S. Dollars and a
Royalty rate of 20% is apphcable to last $100 mullhon US. Dollars). The Royalty
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rates set forth in the above table also are calculated on: (1) @ Licensed Product-by-
Licensed Product basts. pe. Net Sales achieved with one Licensed Product are not
added to Net Sales achieved with other Licensed Products and therefore do not
influence the Rovalty rate applicable to other Licensed Produets and (i1) a country-by-
country basis. re. Net Sales achieved with respect to sales m one country in the
Territory are not added to Net Sales achieved with other Licensed Products and
therefore do not influence the Royalty rate applicable to other Licensed Products. For
the purposes of clause (1) of the preceding sentence, any distinctions between multiple
Licensed Products shall be made by the Company acting in good faith and in
consultation with Licensor, and shall be based upon objective crtena. such as
differences m dosage strength. formulation or branding.

6.1.2 The exclusivity granted to Company pursuant to Section 2.1 15 subject to Company
paying Licensor, with respect to each of the second. third, fourth, fifth and sixth full
calendar years during the Rovalty Term, minimum Royalties of One Million US.
Dollars ($1.000,000) (the “Minimum Royalties™). Company may cure any failure to
meet 1ts Mimimum Royalty obligation for any such calendar vear by paymng the
amount of the shortfall te Licensor within sixty (60) days after the end of such
calendar year. If Company fails to meet sts Minimum Royalty obligation for a
particular calendar vear (and does not cure such failure as provided in the preceding
sentence), Licensor, as 1ts sole and exclusive remedy for such fatlure. may at any tume
thereafter. upon thirty (30) days prior. written notice to Company, ternunate the
license granted to Company under Section 2.1 above

6.2 Sublicensing Royalties

During the Royalty Tenn. on a country-by-country and Licensed Product-by-Licensed Product basis, the
Company shall pay Licensor rovalties for Licensed Products sold by any Sublicensee(s) during 2
particular Royalty Term Year equal to the lesser of> (a) thirty percent (30%6) of all sales-based royvaliies
including sales milestones recetved by the Company or its Affiliates from such Sublicensee(s) with
respect to such Licensed Products pursuant to the applicable sublicense agreement(s) and (b) the
Rovalties that would be due under Article 6.1 above for the Sublicensee’s Net Sales of such Licensed
Products; provided. however. that notwithstandimg any of the foregomng, 1n no event shall such royalties
payable to the Licensor be less than four-and-one-half percent (4.5%) of the Sublicensee’s Net Sales of
such Licensed Products.

6.3 No Multiple Royalties

No multiple royalties shall be pavable because the use, lease or sale of any Licensed Product 1s, or shall
be, covered by more than one Valid Claim contamned in the Patent Rights. Additionally, rovalties shall be
paid to Licensor for the sale of a Licensed Product based upon only one of Articles 6.1 or 6.2 above, but
n no case both (that 1s. royalties due to Licensor on direct sales of a Licensed Product by the Company or
its Affiliates to a Third Party shall be based onlv on Amicle 6.1, while rovalries on sales of a Licensed
Product by the Company’s Sublicensess to a Third Party shall be based only on either clause (a) or clause
(b} of Article 6.2. o as to avoid double counting).

6.4 Non Rovalty Sublicensing Income

The Company shall pay to Licensor thurty percent (30%) of NRSI received by the Company or its
Affiliates, cubject to any deductions therefrom described m Article 1.20 and subject as provided below in
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this Article 64. If requested by Licensor, the Company will provide Licensor with reasonable
documentarion (including copies of the relevant agreements with the Sublicensee and documentation of
costs incurred to provide services to the Sublicensee) to support the Company’s deternunation and
establish on an objective basis that a payment recerved from a Sublicensee falls withm the definition of
NESI or within an exclusion thereto. The parties agree that any dispute m this respect shall be dealt with
under Article 10. Notwithstanding anything to the contrary, Milestone Payments paid by the Company
after its execution of any such sublicense agreement shall be fully creditable agamst pavments due with
respect to NRSL

6.5 Combination Products

In the event that a Licensed Product 15 sold in the form of a combination product contaimng one or more
technologies wluch, if incorporated nto a product by themselves. would not render a product a Licensed
Product. the Net Sales for such combination product shall be calculated by multiplymg the sales price of
such combination product by the fraction A/(A+B) where (1) A 1s the invoice price of a Licensed Product
incorporating solely the technology which renders such product a Licensed Product. or. if such Licensed
Product 15 not sold sepagately. the fair market value of a Licensed Product incorporating solely such
technology. and (11) B 1s the total mvoice price of products mcorporating solely the other technologies or.
1f such products are not sold separately. the fair market value of such products. Company shall not sell or
permit any Sublicensee to sell any such combination product without the prior. wrtten approval of
Licensor. such approval not to be unreasonably withheld or delayed.

6.6 Milestone Payments

As further consideration for the license granted hereunder, the Company will make the following one tume
Milestone Payments to Licensor.

6.6.1 four hundred and seventy-five thousand US Dollars ($475.000). upon execution of the
License Agreement (which payment shall be made within seven (7) days of execution
of the License Apgreement. but which payment obligation shall be urevocable
regardless of any termination of this Agreement by the Company);

6.6.2 four hundred and fifty thousand US Dellars ($450.000) upon acceptance for filing by
the FDA of the first IND for the Licensed Product filed by Company or a Sublicenses:

6.6.4 six hundred and twenty-five thousand US Dollars ($625.000) upon first dosing of a
patient with a Licensed Product in the first Phase 1T Trial conducted with a Licensed
Product under the first Company-sponsored (or Sublicensee-sponsored) IND;

6.6.5 One mullion US Dollars ($1.000.000) upen the Successful Outcome of the Phase III
Trial conducted with a Licensed Product under the first Company-sponsored (or
Sublicensee-sponsored) IND:

6.6.6 One million and one hundred thousand US Dollars ($1.100.000) upon the acceptance
for filing of the first Company-sponsored (or Sublicensee-sponsored) NDA by a
Competent Authority for a Licensed Product;

6.6.7 two nullion US Dollars ($2.000.000) upon the final approval by a FDA of the first
Company-sponsored {or Sublicensee-sponsored) NDA for a Licensed Product.




6.6.8 Five hundred thousand US Dollars ($500.000) upon receipt by the Company or 3
Sublicensee of the first Marketing Authorization for a Licensed Product in Canada:
and

6.6.9 a one-time success fee of ten nullion US Dollars ($10,000.000) vpon achieving 2
target of cumulative Net Sales m the United States of the Licensed Products by the
Company and all 1ts sub-licensees of one hundred nullion US Dollars ($100,000.000)
(respectively the “Success Fee” and the “Net Sales Target™). pavable as follows:

(a) if the said Net Sales Target shall be achieved within the first two (2)
years of the Royalty Term in respect of the USA. such Success Fee to be
paid out over the five (5) year period following the achievement of such
milestone 1 equal installments of two nullion US Dallars ($2.000.000)
per year;

(b) if the Net Sales Targer is achieved dunmng the turd (3rd) vears of the
Royalty Term in respect of USA, the Success Fee shall be paid out over
the four (4) year period following the achievement of such milestone in
equal mstallments of two mullion five hundred thousand US Dollars
($2.500.000) per vear: and

(c) if the Net Sales Target is achieved durmg the fourth (4%) year of the
Royalty Term m respect of USA. the Success Fee shall be paid out over
the three (3) vear period following the achievement of such milestone mn
equal mstallments of three mullion three hundred and thurty three
thousand, three hundred and thurty three US Dollars and thirtv-three
cents ($3,333.333.33) per vear. and

(dy 1f the Net Sales Target 1s achieved dunng or after the fifth (5th) vear of
the Royalty Term in respect of USA. the Success Fee shall be paid out
over the two (2) vear period following the achievement of such milestone
in equal installments of five million US Dollars (35.000.000) per year.

Each of the Milestone Payments described above shall only be paid once upon their respective
accomplishments, regardless of the number of times each of such milestones 1s achieved.

If any of the Milestone Payments set out above are not paid because the Company shall decide it 15 not
necessary to take that step giving nise to the Milestone Payment, the Milestone Payment shall nonetheless
be due and shall be paid at the time the Company shall decide not to take the particular step or when the
next Milestone Payment 1s due whichever shall first occur.

6.7 [INTENTIONALLY OMITTED]

6.8 Place of Payment, Taxes and Conversions

All pavments under this Agreement shall be paid 1n United States dollars, unless otherwise required by
law. at such place as Licensor may reasonably desiguate consistent with applicable laws and regulations.
Any taxes. duties. or other levies which the Company. its Affiliate or any Sublicensee shall in 1ts

reasonable discretion. be required by law to pay or withhold on remittance of any payment(s) due under
this Agreement shall be deducted from such payment(s) to Licensor. Any such taxes. levies. or duties
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required under applicable law to be paid or withheld shall be an expense of and bome solely by.
Licensor. The Company will use commercially reasonable efforts to secure and send to Licensor proof of
any such taxes, duties or other levies withheld and paid by the Company for the benefit of Licensor. and
cooperate. at Licensor’s expense. with any reasonable request to help ensure that amounts withheld and/or
paid are reduced and/or recovered to the extent permutted by the relevant junsdiction. If any currency
conversion shall be required in connection with the payment of rovalties hereunder. such conversion shall
be made by usmg the exchange rate prevaitling at Cittbank, N.A m New York. New York on the last
business day of the calendar quarterly reportng period to wlich such royalty payments relate. In each
country where the local currency is blocked and cannot be removed from the country under such country’s
applicable law, royalties accrued with respect to that country shall be paid to Licensor in such country in
local currency by deposit in a local bank designated by Licensor, unless the parties otherwise agree

0.9 Time for Payment

69.1 The Company shall pay to Licensor the royalties due and pavable under this
Agreement on a quarterly basis. and shall provide the Royalty Statement referred to m
Agticle 7.2 along with such payment. Payments pursuant to this Article 6.9.1 are due
with respect to a particular calendar quarter’s Net Sales and receipts of NSRI and
sales-based rovalties sixty (60) days after the conclusion of such calendar quarter

692 Milestone Payments payable to Licensor shall. notwithstanding the use of the word
“upon” throughout Article 6.6. become due and payable within thirty (30) days after
achievement of the indicated nulestone.

69.3 Even if no royalties or other payments that may be due to Licensor under thus
Agreement shall be due, the Company shall be requured to make a report pursuant to
Article 7.2 1o state that no payments are due.

6.10 Imterest

Amounts which are not paid when due shall accrue interest from the due date until paid. at a rate equal to
the then prevailing prime rate of Citibank, N.A._. plus two percent (2%).

6.11 Royalty Adjustments

6.11.1 Notwithstanding anything to the contrary herein, if the Company obtams (or has
obtained) one or more licenses under patents or patent applications owned by a Third
Party: (1) to avoid infringement thereof by the manufacture, use, or sale of any
Licensed Product, (11) to reasonably avoid infringement-related litigation regarding 2
Licensed Product. or (ut) with the prior approval i wrting of Licensor (which
approval shall not be unreasonably withheld) to make, use or sell any technology that
could improve, enhance. or modify a Licensed Product, as determuned by the
Company 1in its reasonable discretion, then the Company may deduct fifty percent
(50%) of anv fees, nulestones or royalties paid under such license(s) (even if pad in
settlement or judgment of any claim for infringement) from the payments otherwise
due Licensor under this Agreement (including any rovalty payments, minimum
rovalty payments and Success Fee payments. but excluding any other Milestone
Paymenrs): provided. however, that. notwithstanding the foregomg, the total amount
due Licensor under this Agreement i any parricular calendar quarter shall not be
reduced by more than fifty percent (50%) as a result of any such deduction. and anv
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amounts not deducted in a calendar quarter shall be carnied forward for deduction in
the subsequent calendar quarter(s). subject to such fifty percent (50%) limitation
each case.

6.11.2 Should 3 compulsory license be granted, or be the subject of a possible grant. to a
Thurd Party under the applicable laws of any country in the Territory under the rights
licensed under this Agreement, the Company shall notify Licensor, including any
material information concenung such compulsory license, and the mnming rovalty rate
payable under this Article & for sales of Licensed Products m such country will be
adjusted to equal any lower royalty rate granted to such Third Party for such country
with respect to the sales of such Licensed Products therein (the “Compulsory
Rovalty™) during such periods such third parties sell or offer for sale under the
compulsory license articles that compete with the Licensed Products then marketed
and sold by the Company. its Affiliates. or Sublicensees in that country. provided that
such Compulsory Royalty shall remain subject to further adjustment consistent with
this Article 6.

6.12  Invalidity, Unenforceability or Revacation of Patents

Notwithstanding anything to the contrary. if anv of the Patent Rights are declared or held mvalid
or unenforceable or are revoked by court or tribunal of competent jurisdiction. then all Rovalties
shall cease to be pavable with respect to Licensed Products covered by such Patent Rights sold in
the part of the Ternitory in which such declaration. holding or revocation 15 effective, as from the
date of such declaration, holding or revocation. bur if the decision of the court or tribunal making
such declaration, holding or revocation shall be reversed on appeal. the Royalties shall become
payable from the date of such reversal together with all Royalties which would have been payable
but for the adverse decision.

Article 7 Reports and Records
7.1 Records and Audits

The Company shall keep full, true and accurate books of account containing all particulars that may be
reasonably necessary for the purpose of showmg the amounrs payable to Licensor under this Agreement.
Said books of accounr shall be kept at the Company’s principal place of business and the supporting data
shall be opened up to Licensor once per year upon reasonable notice to the Company for tnspection by
Licensor’s internal audit division or by another designated auditor selected by Licensor, except one to
whom the Company has reasonable objection. for the purpose of venfymg the Company’s Royalty
Statement (as defined below) or compliance m other respects with this Agreement. If an mspection shows
an under reporting or underpayment m excess of five percent (5%) of remuneration payable, then the
Company shall reimburse Licensor for the reasonable. documented cost of the inspection at the time the
Company pays the unreported rovalties, mcluding any late charges as required by Article 6.10 of this
Agreement. Said books of account and the supporting data shall be made available to Licensor for one (1)
year following the expiration of the Tenn. All pavments required under this Article 7.1 shall be due
within thirty (30) days of the date Licensor provides the Company notice of the payvment due. Licensor
shall cause its accountng firm to retam all financial information subject to review under this Article 7.1 in
strict confidence; provided, however. that Company shall have the right to require that such accounting
firm. prior to conducting such audit, enter mto an appropriate non-disclosure agreement with Company
regarding such financial information. The accounting firm shall disclose to Licensor only whether the
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Company’s Rovalty Statemenr is correct or not and the amount of any discrepancy. No other mnformation
shall be shared  Licensor shall treat all such financial mformation as Company’'s Confidential
Information

T2 Royalty Statements

Within 45 days from the end of each of the first. second and third calendar quarters (and withm 60 days
from the end of the fourth calendar quarter) of each calendar year. the Company shall deliver to Licensor
complete and accurate reports, giving such particulars of the business conducted by the Company during
the preceding quarter under this Agreement as shall be pertinent to an accounting of royalties and other
payments that may be due to Licensor under this Agreement (the “Royalty Statement”™). The Rovalty
Statement shall include at least the following:

721 Net Sales for each Licensed Product by the Company, each Affiliate. and each
Sublicensee;

T2 cummlative Net Sales for the applicable calendar quarter:

723 a breakdown of deductions applicable in computing Net Sales and taxes paid or
withheld, if any;

724 a breakdown of royalties due based on Net Sales by or for the Company or its
Affiliates;

725 a breakdown of royalties due on NRSL
726 names and addresses of all Sublicensees and Affiliates of the Company: and

727 a copy of each report from each Sublicensee as may be pertinent to an accounting of
royalties and other payments that may be due to Licensor.

7.3 Confidential Treatment of Reports

Licensor agrees to hold mn confidence each Royalty Statement delivered by the Company pursuant to this
Article 7 for a pertod of five (5) years following termination of this Agreement. Notwithstanding the
foregoing, Licensor may disclose any such information required to be disclosed 1n 1ts financial statements
or as required by any stock exchange or sumilar regulatory authority. or pursuant to any Applicable Laws,
provided that Licensor take reasonable steps to provide and assist the Company with the oppormmty.
where reasonably appropriate, to (1) contest such subpoena. requirement or order or (1) seek protective or
confidential treatment thereof. including but not limited to reasonable advance notice to the Company of
any such required disclosure, to the extent reasonably practicable. The Licensor understands that it 1s the
mtention of the Company to become publicly traded and that any information disclosed to Licensor under
tlus Agreement. including the Royalty Statement. may be deemed “matenal nen-public information™
under the state and federal securities laws.

Article 8 Patent Pr: tion and Maint:

8.1 Prosecution and Maintenance
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Following the Effective Date, the Company shall. ar its expense, diligently file, prepare, prosecute and
maintain the Patent Rights as set forth i Schedule 121 hereto {as the same may be amended or
supplemented i writing from time to time after the date hereof), including, bur not limited to, the filing of
patent applications. extensions, confinuations, contiuations in part, divisionals. re-examinations, or re-
1ssue applications that the Company deternunes, m consultation with Licensor. may be requured to
advance the purposes of this Agreement or otherwise to protect the rights and licenses granted hereunder.
The Company shall control such prosecution and maintenance, using counsel of its choosing. i the name
of Licensor, and agrees to keep Licensor reasonably informed with respect to the status and progress of
any such applications, prosecutions and maintenance activities and to consult in good faith with Licensor
and take mto account Licensor’s reasonable comments and requests with respect thereto prior to the filing
of any such documents. Licensor shall notify Company in wnting and reasomable detail of any
Improvements and assist Company in filing, prosecuring. and mamraimng Patent Righrs claiming the
same Both parties agree to provide reasonable cooperation to each other to facilitate the application and
prosecution of patents pursuant to this Agreement and the Licensor shall execute all lawful papers and
mstruments and make all rightful oaths and declarations as may be necessary in the preparation.
prosecution and maintenance of all patents and other filings referred to i this Article 8.

8.2 Patent Term Extensions

The Company shall promptly notify Licensor of the issvance of each Governmental Approval and. where
reasonably possible and reasonably useful or valuable 1 the commercialization of Licensed Products. use
commercially reasonable efforts to apply or enable Licensor to apply for a patent term extension.
adjustment or restoration. supplementary protection certificate, or other form of market exclusivity
conferred by Applicable Laws (collectively, “Patent Term Extensions”) m the relevant country of the
Termtory. Licensor shall. to the extent reasonably possible and reasonably useful or valuable m the
commercialization of Licensed Products, use commercially reasonable efforts to. if and as requested by
the Company. obtain (or assist the Company in obtaining) all available Patent Term Extensions. The
Parties shall cooperate with each other in obtaining Patent Term Extensions wherever and whenever
applicable. reasonably possible to obtain, and reasonably useful or valuable in the commerciahization of
Licensed Products.

8.3 Abandonment

The Company may, m its discretion. elect to abandon any patent applications or issued patent m the
Patent Rights provided that it shall have informed Licensor in wrting prior to downg so. Following such
abandonment, Licensor shall have the right, but not the obligation, to commence or contiue such
prosecution and to mamntain any such patent or patent application under its own control and at its own
expense and such patent o1 patent application shall thereafter be excluded from the defimtion of Patent
Rights for purposes of this Agreement. Prior to any such abandonment. the Company shall give Licensor
at least sixty (60) days notice and a reasonable opportumity to take over prosecution of such patent or
patent application. The Company agrees 1o cooperate i such actuvities including execution of any
documents necessary to enable Licensor to retain ownership and control of such patent or parent
application.

Article 9 Infringement, Enforcement and Other Actions
0.1 Notice of Infringement of Patent Rights

The Company and Licensor shall promptly provide written notice, to the other party. of any alleged
nfringement or any challenge or threatened challenge to the validity. enforceability or priority of any of

20




the Patent Rights. and provide each other with any available evidence of such mfringement. challenge or
threatened challenge by a Third Party of the Patent Rights and provide such other party with any available
evidence of such infringement

9.2 Option to Prosecute or Defend Patent Rights

During the term of this Agreement, the Company shall have the first nght, but not the ebligation, to take
(or refrain from taking) appropniate action to enforce Patent Rughts, to defend any declaratory judgments
seeking to mvalidate or hold the Patemt Rights unenforceable. to control any litigation or other
enforcement action and to enter into. or pernut, the settlement of any such litigation. declaratory
judgments or other enforcement action pertaining to Patent Rights, with respect to any potential,
threatened, alleged, or acmal infringement of. or challenge. to. the Patent Rights (all of the foregoing,
collectively “Enforcement Actions™). at its own expense and with counsel of its choosing. In furtherance
of such nght. Licensor hereby agrees that the Licensor will. if requested by Company. join with Company
as a party 1 any such suit. If. within twelve (12) months of the wnren notice described 1n Article 9.1
above, the Company (1) shall have been unsuccessful in persuading the alleged infringer to desist, (if)
shall not have brought and chall not be diligently prosecuting an infringement action, or (itf) has not
entered mto settlement discussions with respect to such infringement, or 1f the Company notifies Licensor
that it has decided not to undertake any of the foregoing against any such alleged infringer, then Licensor
chall then have the nght to bring suit to enforce such Patent Rights, at its own expense. Any recovery of
damages or amounts recerved in settlement pursuant to this Article 9.2, as well as costs and expenses
incurred 1n connection therewith, shall be allocated pursuant te Aricle 9.5 below.

0.3 Infringement by Licensed Product

In the event that a claim or swit 15 asserted or brought against the Company alleging that the manufacture
or sale of any Licensed Product by the Company, an Affiliate of the Company. or any Sublicensee. or the
use of such Licensed Product by any customer of any of the foregomg. infringes propretary nights of a
Thurd Party, the Company shall give written notice thereof to Licensor. The Company may. m 1ts sole
discretion. modify such Licensed Product to avoid such infringemetr and/or may settle on terms thar it
deems advisable in 1ts sole discretion. provided that any final disposition of the litigation that will restrict
the claims in or admit any invalidity of any Patent Rights(s) shall not be made without consultation with
and approval by Licensor. such approval not to be unreasonably withheld. Otherwise, the Company shall
have the first right, but not the obligation, to defend any such claim or smt. If the Company has not
exercised such nght to defend or entered mto settlement discussions concerning such alleged
infringement within the sooner of (1) twelve (12) months of the assertion of such a claim or (1t) thurty (30)
days of the filing of such a suit. or if the Company notifies Licensor that it has decided not to undertake
such defense or enter mto settlement discussions with respect to its alleged infringement, then Licensor
shall then have the nght to defend such alleged infringement. at its sole expense. provided however that
no settlement affecting Patent Rights will be agreed upon without Company s written consent,

2.4 Control of Infringement Action

The party controlling any action. suit. or defense under Article 9.2 or 9.3 (the “Controlling Parry™) shall
be free to enter into a settlement. consent judgment, or other voluntary disposition of any such action.
provided, however, that (1) the Controlling Party shall consult with the other party (the “Secondary
Party™) prior to entermg into any settlement thereof and (1) any settlement, consent judgment or other
voluntary disposition of such actions which (1) materially limits the scope, validity. or enforceability of
any Patent Rights or. if the Company is the Secondary Party. patents or patent applications owned or
controlled by the Company. (2) subjects the Secondary Party to any non-indenmified hability. payment
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cbligation, or injunction. or (3) admits fault or wrongdeing on the part of Secondary Party must be
approved in writing by Secondary Party, such approval not to be unreasonably withheld Secondary Party
shall provide the Controlling Party notice of its approval or denial of such approval within fifteen (15)
business days of any request for such approval by the Controlling Party. provided that (1) in the event
Secondary Party wishes to deny such approval, such notice shall mclude a wntten descniption of
Secondary Party’s reasonable objections to the proposed settlement, consent judgment, or other voluntary
disposition and (i) Secondary Party shall be deemed to have approved such proposed settlement. consent
judgment, or other voluntary disposition i the event 1t fails to provide such notice within such fifteen
(15) business day period.

9.5 Allocation of Costs Incurred and Damages Recovered in Enforcement Action

Each party (the “Prosecuting Party™) will promptly notfy the other party in wnting m the event the
Prosecuning Party chooses to take any Enforcement Action pursuant to its rights under Armicle 9.2 above
and such other party will, within tharty (30) days after the date of such notice, provide the Prosecuting
Party with written notice as to whether or not such other party elects to enter into an arrangement pursuant
to which such other party will pay for fifty percent (50%) of the parties” aggregate attorneys” fees and
other costs and expenses incurred i connection with such Enforcement Action (such costs to be allocated
between and paid by the parties as mcurred). and in exchange recerve fifty percent (50%) of any cash
payments awarded to the Prosecuting Party or received by the Prosecuting Party in settlement of such
Enforcement Action (a “Risk/Reward Sharing Arrangement™). If such other party fails to provide the
above-described notice to the Prosecuting Party witlun such thirty (30) day period. such other party shall
be deemed to have elected not to enter mto the Risk/Reward Shanng Arrangement. If such other party
elects not to (or 15 deemed to have elected not to) enter mto the RiskReward Shanng Arrangement, the
Prosecuting Party shall be solely responsible for all of its costs of the Enforcement Action (together with
any reasonable. documented out-of-pocket costs meurred by the other party to provide any assistance
requested by the Prosecuting Party in connection with such Enforcement Action), and shall be enritled o
retain all awards and other proceeds of such Enforcement Action.

9.6 Cooperation

In any suit to enforce and/or defend the Patent Rights pursuant to this Agreement, or defend any alleged
mfrngement of Thud Party mntellectual property nights by the manufacture, vse. sale, or mmport of 2
Licensed Product, the Secondary Party shall. at the request of the Controlling Party. cooperate 1 all
respects and. to the extent possible. have its employees testify when requested and make available
relevant records. papers, information, samples. specimens, and the like.

Article 10 Dispute Resolution
10.1  Disputes

10.1.1 The parties recognize that disputes as to certain matters mav from time fo time anse
during the Term which relate to either party’s nghts and/or obligations hereunder or to
the interpretation. performance. breach. or termunation of this Agreement, (a
“Daspute”™). It 15 the objective of the parties to establish procedures to facilitate the
resolution of a Dispute in an expedient manner by mutual cooperation and without
resort to liigation. To accomplish this objective, the parties agree to follow the
procedures set forth in this Article 10 if and when a Dispute arses under this
Agreement.




10.1.2 A Dispute amoeng the parties will be resolved as recited m this Article 10, Any
Disputes relating to this Agreement shall be promptly presented to the Cluef
Executive Officers of Licensor and the Company. or their respective designees (who
must be members of a party’s senior management) for resolution. From the date of
referral of a Dispute to the Chief Executive Officers or their designees of the parties
and until such time as any matter has been resolved by the parties or has been finally
settled by atbstration hereunder. the running of the cure pertods (1f any) as to which a
party must cure a breach that 1s part of the subject matter of any Dispute shall be
suspended. In the event that the Chief Executive Officers of Licensor and the
Company. or their respective designees, cannot after good faith negotiations resolve
the Dispute within thirty (30) days (or such other period of time as mutually agreed to
by the parties in writing) of being requested by a party to resolve a Dispute. the parties
agree that such Dispute shall be resolved by bindng arbitration m accordance with
this Armcle 10.1.

10.1.3 If a party inrends to begin arbitration to resolve such Dispute, such party shall provide
written notice (the “Arbitration Notice™) to the other party mforming such other party
of such mtention and the issues to be resolved. Any arbitration hereunder shall be
conducted pursuant to the Commercial Arbitration Rules of the Amencan Arbstration
Association (“AAA™: such miles, the “AAA Rules”). except as modified herain. The
arbatration shall be conducted by a panel of three (3) mdependent, neutral arbitrators
that are industry experts experienced m the 1ssues comprismng the Dispute and have no
past. present or reasonably anticipated future affiliation with esther party (the
“Panel”). Company and Licensor shall each be entitled to select one (1) such
arbitrator, with the two such arbitrators so selected selecting the third such arbitrator.
In the event either party fails to select its arbitrator within such ten (10) day period.
the arbitrator selected by the other party within such ten (10) day period shall be
entitled to select such arbitrator. The arbitration shall take place n New York, New
York and be conducted in English. The Panel shall apply the laws of the State of New
York without regard to its conflicts of laws provisions. The Panel shall issue
appropriate protective orders to protect each party’s Confidential Information. If a
party can demonstrate to the Panel that the complexity of the issue or other reasons
warrant the extension of one or more timetables i the AAA Rules. the Panel may
extend such timetables but in no event shall the proceeding extend more than twelve
(12) months from the date of filing of the arbitration notice with the AAA The
Panel’s decision shall be in writing. The Panel shall have the authority to award any
remedy allowed by law, including but not hmited to compensatory damages, pre-
judgment mterest, but not punitive or other damages and each party shall be deemed
to have waived anv right to such excluded damages. Each party shall bear its own
costs, fees and expenses in the arbitration and shall share equally the Panel’s fees.
unless the Panel determunes that its fees are to be paid by the non-prevailing party.
Notwithstanding anything to the contrary, without prejudice to the above procedures.
either party may seek mjunctive relief or other provisional judicial relief if. m its
reasonable judgment. such action i1s necessary to avoid ureparable damage or
otherwise enforce 1ts nghts hereunder

10.2  Performance to Continue

Each party shall continue to perform 1ts obligations, and shall be permitted to contiue to exercise its
rights. under this Agreement pending final resolution of any Dispute arising out of or related to this
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Agreement; provided, however, that a party may suspend performance of 1ts obligations during any period
11 which the other party fails or refuses to perform its obligations.

10.3  Determination of Patents and Other Intellectual Property

MNotwithstanding the foregoing, any dispute relating to the determunation of walidity of claims.
mfnngement or claim mterpretation relating to Licensor’s Patent Rights shall be submutted exclusmvely to
the United States District Court for the Southemn District of New York and the appropriate appellate
courts thereof. Each of the parties hereby rrevocably consents and submits to the exclusive jurisdiction
of such courts with respect to any such disputes and waives any objections to the laying of venue in such
courts.

10.4  Statute of Limitation and Time-Based Defenses Tolled

All applicable statutes of linitation and time-based defenses (such as estoppel and laches) shall be tolled
wiile any arbitration proceedings are pending and durmg any arbitration proceedings. The parties shall
cooperare in taking any actions necessary to achieve this result.

Article 11 Term and Termination
111  Term

This Agreement shall become effective on the Effective Date and shall expire on the date of the
expiration of the last to expire Royalty Term in any country in the Territory (the “Term™). unless earlier
termunated as provided 1in Articles 11.2, 11.3, or 11.5.

11.2  Termination for Insolvency

If the Company shall become bankrupt. or shall file a petition m bankruptey. or if the business of the
Company shall be placed in the hands of a receiver., assignee or trustee for the benefit of creditors,
whether by the voluntary act of the Company or otherwise. Company shall provide notice thereof to
Licensor and License may, subject to the effects of and protections of any applicable bankruptcy-related
laws. rules. or regulations, termunate this Agreement upon notice to Company given within thirty (30)
busimess days of Licensor’s receipt of such notice whereupon Licensor shall be entitled to exercise the
night of reference to Company Data as defined in Article 3.1 and on the basis set out i Articles 3.1 and
115

11.3  Termination for Material Breach

Upon any material breach or default of this Agreement by the Company, Licensor shall have the right to
terminate this Agreement and the rights. privileges and license granted hereunder by giving mnety (90)
days prior wntten notice to the Company. Upon the expiration of the ninety (90) day period, if the
Company shall have not cured such breach or default. thus Agreement shall, at the option of Licensor,
terminate upon written notice of Licensor. In the event of a bona fide dispute over any material breach,
the parties shall attempt to resolve such dispute in good faith through negotiation, or if agreed to by the
parties. mediation, in each case to include the senior executive of both parties hereto. Notwithstanding
anything heremn to the contrary. if the nature of the breach is such that additional time is reasonably
needed to cure such breach. and Company has commenced with good faith efforts to cure such breach.
then Licensor shall provide Company with additional time m which to cure such breach. If a dispute
regarding termination 1s addressed pursuant to Article 10, this license shall remain i full force and effect
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vntil such dispute 15 resolved. All applicable statutes of limiration and time-based defenses (such as
estoppel and laches) shall be tolled while any good faith negotiation or mediation procedures are pending
or ongomg. The parties shall reasonably cooperate in taling any actions necessary to achieve this result.

114  Expiration of Royalty Term on a Country by Country Basis

Upon the expiration of the Royalty Term 1n each country in the Terrtory, the Company will have an
urevocable. perpetual. paid up. royalty-free non-exclusive license, with nghts of sublicense (through
multiple tiers), vnder all rights granted under this Apreement to make. have made. use, have used, lease,
import and export. offer to sell. sell have sold, produce, manufacture. distribute and market Licensed
Products n such country.

11.5 Termination for Convenience

The Company shall have the night at any time to terminate this Agreement 1n 1ts entirety or on a country-
by-country basis. for any reason or no reason. by giving thurty (30) days notice thereof m writing to
Licensor. In the event of any termunation pursuant to this Article 11.5. at the request of Licensor,
Company shall transfer to Licensor any and all clinical study data, INDs and Governmental Approvals
relating to the Licensed Product (the “Data”™) that the Company has the right to transfer

If such notice of termination shall be given prior to the First Commercial Sale such transfer shall be free.
If notice shall be given after the First Commercial Sale, the Licensor shall reimburse the Company for all
costs incurred in connection with the creation of the Data (mcluding, but not linuted to. costs of climcal
stuches and costs associated wath filing for and obtamning regulatory approval) (the “Data Costs”™). as
follows:

(1) to the extent Licensor or anv of its Affiliates licenses the Licensed Product and/or the
Data to one or more third parties (the “New Licensees™), after Licensor or 1ts Affiliates
have received aggregate payments from the New Licensees equal to the Threshold
Amount (as defined below). Licensor will reimburse the Company for the Data Costs out
of any subsequent payments received from the New Licensees. as follows: (A) Licensor
will pay Company fifty percent (50%) of any such payments (other than rovalties) that
Licensor or anv of its Affiliates receives from the New Licensees. including, but not
limited to, milestone payments and lump sum payments for use of the Dara, and (B)
Licensor will pay Company a percentage of any royalties that Licensor or any of ifs
Affiliates receives from the New Licensees, such percentage to be determined using the
formula set forth m Section 6.2 hereof, mutatis mutandis: and

(1) to the extent Licensor or any of its Affiliates cells the Licensed Product itself (as opposed
to licensing a New Licensee to do so), Licensor will reimburse the Company for the Data
Costs pursuant to such payment schedule as shall be negotiated in good faith and agreed
upon n writing by the parties.

For the purposes of the foregomg. the “Threshold Amount™ means an amount equal to: (A) five nullion
U.S. Dollars ($5,000.000) minus (B) the ageregate amount of all Minimum Royalties paid by Company
hereunder. The Company will take all steps that may be necessary to ensure that the benefit of the Data 1s
transferred to the Licensor

11.6  Termination by Licensor




11.6.1 Subject to Section 11.6.2 below. Licensor shall be entitled to ternunate this
Agreement if the Company (or its Sublicensee) does not:

11611

11.6:1.2

11.6.13

116.14

11615

11616

11.6.1.7

request a Pre-IND Meeting with the FDA within ninety (90) days after
the Effective Date:

file an IND n respect of the first Licensed Produet in the United States
by, as applicable: (A) three (3) months after the date of the Pre-IND
Meeting with the FDA or (B) if no such meeting 15 held, within one (1)
month after receipt of notice from the FDA that no such meeting is
required or (C) if the FDA fails to notify the Company as to whether or
not such a meeting 1s required, within eighteen (18) months after the
Effective Date;

mitiate a Phase II Tnial in the United States withm six (6) months of the
FDA approval of an IND for such Licensed Product:

mtiate a Phase III Tnal in the Unmited States within mue (9) months of
the date of the End-of-Phase II Meetng with the FDA with respect 1o
such Licensed Product (such meeting to be requested within two (2)
months after Company completes full analysis of Phase I data);

complete the Phase III Tnal within twenty-four (24) months of the
commencement of the Phase III Trial:

file the first application for NDA for a Licensed Product 1n the Uted
States within nine (9) months of Successful Outcome: or

achieve the First Commercial Sale in the United States within six (6)
months of obtaining the final approval by the FDA of the NDA for a
Licensed Product i the United States.

If Licensor termunates this Agreement under any of the provisions set out above 1n this
Section 11.6.1. the Company shall transfer the Data to Licensor free of charge.

11.6.2 The timelines and ternunation tight described i Article 11.6.1 are subject to the
following provisions:

11.6.2.1 For the avoidance of doubt, the umelines and termination right under Article
1161 apply only with respect to the first Licensed Product for which the
Company seeks regulatory approval in the United States. To the extent the
Company seeks regulatory approval for any additional Licensed Products and/or
seeks regulatory approval in Canada. Licensor shall not have any nght to
ternunate this Agreement on the basis of delays associated with such activities.

11.6.22  The timelines specified i Article 11.6.1 are based on the following assumptions:

@)

the documentation regarding the Licensed Product provided to Company
by the Licensor will be deemed sufficient by the FDA for filing an IND
for the Licensed Product. without any matenial supplement or change;
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(1) the Toxicology Package relating to the Licensed Product that has been
provided to the Company by Licensor will be suitable o the FDA
without any material supplement or change:

(i)  no addirional non-clinical studies (Le.. other than those smudies that have
already been conducted by Licensor pnior to the Effective Date) are
required by the FDA with respect to the Licensed Product dunng the
chimcal development program:

(1) the FDA will not require any additional pre-clinical studies. toxicology
studies. pharmacology studies, CMC data. formulation or clinical
supplies production activities to be completed to support the Phase II1
Tral: and

) no safety. toxicity, technical or other 1ssues will arise duning the conduct
of any stedies relating to the Licensed Product.

11.6.23  The penods specified m Article 11.6.1 above shall be extended after consultation

11.6.3

11.7 C

with Licensor and the parties” mutual agreement as to the length of the each
extension (such agreement not to be unreasonably withheld), to the extent that
delay 1is incurred on account of (1) the failure of any of the assumptions listed in
Article 11.6.2.2 above or (ii) any reasons outside the reasonable control of the
Company including any delays caused by Competent Authonties or any
requirement to conduct further clinical studies of the Licensed Product.

Licensor shall be ennrtled to ternunate this Agreement upon wrntten notice to the
Company 1f the Company (or any of its Affiliates or Sublicensees) commences any

litigation challenging the validity or enforceability of any of the Patent Raghts.

es of Termination

q

Upon the early termuination of this Agreement by either party. the following shall occur:

11.7.1

FEED

Subject to Article 11.7.2. the Company and 1ts Affiliates (as the case may be) shall
have no right to practice within the Patent Rights or use any of the Patent Rights and
Know-how. and all nghts. ttle or interest . or other meidents of ownership under.
the Parent Rights and Know-how shall revert 1o and become the sole property of
Licensor, and the licenses granted under Article 2.1 shall automatically terminate

Notwithstanding Article 11.7.1. 1f this Apreement 1s terminated other than pursuant to
Agticle 11.5. the Company and its Affiliates may. after the effective date of such
termunation and contmung for a pentod not to excead twelve (12) months thereafter,
sell all completed Licensed Products. and complete (or have completed) any Licensed
Products 1 the process of manufacture at the tiume of such termunation and sell the
same, provided that the Company:

(a) notifies Licensor of its dectsion within thirty (30) days after the date 1t
recerves a notice of tenmination by Licensor or the date it provides a notice of
termnation to Licensor, as the case may be:




{b) pays or cause to be paid to Licensor the rovaltes and other pavments thereon
as required by Article 6 of this Agreement: and

(8] submits the reports required by Armicle 7 hereof.
1173 If the Company does not elect pursuant to Article 11.7.2 to sell-off or distribute. as

applicable. anv exsting inventory of Licensed Product. the Company shall. at
Licensor’s election. ether:

(a) sell all existing inventory of Licensed Product to Licensor at fair market
value; or
(b) destroy all remaining mventory of Licensed Product in accordance with

Applicable Laws and provide Licensor with written proof of destruction
sufficient to comply with Applicable Laws

11.7.4 Notwithstanding anvthing to the contrary., each sublicense granted under this
Agreement by the Company or its Affiliates to a Sublicensee shall, to the extent not
imposing obhigations on Licensor 1 excess of those contamed herein. survive such
termunation and be automatically assigned to Licensor as provided for in Article 2,
order 1o provide for the applicable Sub licensess” contnued enjoyment of their righrs
under such sublicenses.

11.8  Partial Termination

Upon the early ternunation of this Agreement by either party in respect of a country. the terms of Asticle
11.7 shall apply in respect of such country.

11.9  Survival

Upon termunation of this Agreement for any reason. nothing heremn shall be construed to release esther
party from any obligation that marured prior to the effective date of such termination. or such party’s
obligations under Articles 6 and 7. and the followmg provisions shall survive such ternunation: Articles
7.3. 9 (with respect to infringement occurring prior to such ternunation), 10, 11, 13, 14, 15, and 16.

Article 12 Representations and Warranties
121 Licensor Warranties
Licensor represents and warrants that:

1211 Licensor owns all nght. title. and interest m and to the Patent Rights and Know-how.
including the exclusive, absolute, irrevocable right, title and interest thereto, free and
clear of all liens, charges. encumbrances or other restrictions or imitations of any kind
whatsoever

12.1.2 There are no licenses, options. restrictions, liens, nghts of third parties, disputes,

royalty obligations, proceedings or claims relating to. affecting, or limiting Licensor’s
rights or the nghts of the Company under this Agreement, or which may lead to a




12.1.4

12.1.6

12.1.7

1218

claim of mftingement by or iwvalidity regarding. any part or all of the Patent Rights or
Know-how or their use.

There 15 no claim. pending or threatened, of infringement. mrerference or invalidity
regarding any part or all of the Patent Rights or Know-how or their use.

The US and foreign patent applications and patents itemized on Schedule 1.21 set
forth all of the patents and patent applications owned by or licensed to Licensor or any
of 1ts Affiliates relating to the Licensed Products 1n respect of the Terntory (including,
but not lmated to, the manufacture. fornulation. composition or use thereof) on the
date of this Agreement

There are no inventors of Patent Rights other than those listed as mventors on
applications filed for such Patent Righrs.

The development of the Patent Rights, and Know-how were not supported in whole or
part by funding or grants by any govemnmental agency or philanthropic or charitable
organizaton.

The Licensor 15 a company duly orgamzed, valdly existing and m good standing
under the laws of England. The Licensor has the requisite power and authority 1o
execute and deliver this Agreement and to consummate the transactions contemplated
hereby. The execution and delivery of this Agreement and the performance and
consummation of the transactions contemplated hereby by the Licensor have been
duly authorized by all necessary action on the part of the Licensor. This Agreement
has been duly executed and delivered by the Licensor and. subject to the due
authorization, execution and delivery of this Agreements by the Company. this
Agreement constrtutes a valid and binding obligation of the Licensor. enforceable
against the Licensor 1n accordance with its terms. except as such enforcement may be
affected by bankruptcy, reorganization, insolvency, moratorium or sinular laws
affecting creditor’s nghts generally and except for general principles of equity.

The execution and delivery of this Agreement does not. the consummation of the
transactions contemplated hereby. and the performance of Licensor's obligations
hereunder will not. (1) conflict with, or tesult in any violation or breach of any
provision of the orgamizational documents of the Licensor. (i) so far as Licensof is
aware conflict with or violate any applicable foreign, Federal. state and local statutes,
judgments, decrees, laws, ordmmances. rules. regulations, mmjunctions and orders
(“Laws”) of any U.S. Federal, state, foreign or local government or any court.
tribunal, administrative agency or commission or other governmental or regulatory
authority, body or agency. including any self-regulatory organization (“Governmental
Authorities™) applicable to the Licensor or any of its assets or operations or any pernut
applicable to the Licensor or (i11) result in (x) any violation or breach of constitute
(with or without notice or lapse of time or both) a default vnder or conflict wath (or
give rise to a nght of termunation. amendment, cancellation or acceleration of any
material obligation or loss of any benefit under) the provisions of any lease, contract
or other agreement to wluch the Licensor 15 a party or by which it or any of s
properties or assets 15 otherwise bound or (¥) the imposition of any lien. pledege.
hypothecation. mortgage. security mterest. claim, lease. charge. option, right of first
refusal or first offer. easement. servitude, transfer restriction. voting requirement or
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12.1.10

12111

any other encumbrance. restriction or hmitation on any of the properties or assets of
the Licensor.

No consent. approval or awthorizaton of or declaration or filing with any
Governmental Authority or other Third Party (a “Consent”™) 1s required on the part of
the Licensor in connection with 1ts execution, delivery, and performance of this
Agreement or the consummation of the transactions contemplated hereby.

No written communication has been received by the Licensor, and no investigation,
regulatory enforcement action (including seizure, injunction. civil penalty or crinunal
action) or any related Governmental Authority review 1s or, in respect of any Licensed
Product, to the knowledge of the Licensor. was at any time pending or 15 threatened by
any Governmental Authority with respect to (1) any alleged or actual violation by the
Licensor of any permit, Law or other requirement of any Governmental Authority
relatmg to the operations conducted by the Licensor with respect to any Licensed
Product or (11) any alleged or actual failure to have or mamtam 1n effect all permmts
required in connection with the operations conducted by the Licensor with respect o
any Licensed Product. The Licensor has not received from the FDA, the US. Dug
Enforcement Administration ("DEA™), or any similar state, local. federal. or foreign
Governmental Authority any written notice regarding the approvability or approval of
any of the Licensed Products. No Licensed Product has been withdrawn, suspended
or discontinued by the Licensor as a result of any action by the FDA. the DEA or any
similar state, local. federal or foreign Governmental Authority, etther wrthin or
outside the US. (whether voluntarily or otherwise). With respect to any Licensed
Products, no officer. employee or. to the knowledge of the Licensor, agent of the
Licensor has made any untrue statement of a matenial fact or a fravdulent statement to
the FDA. DEA or any similar state. local. federal, or foreign Governmental Auvthornity,
failed to disclose any marerial fact required to be disclosed to the FDA. the DEA or
any simular state, local. federal. or foreign Govermmental Authonty, or committed an
act, made a starement or faled to make a statement that at the tme such act,
statement or omission was made, could reasonably be expected to provide a basis for
the FDA, the DEA or any similar state. local. federal or foreign Governmental
Authonty to invoke the FDA's policy fespecting “Fraud, Untrue Statements of
Matersal Facts. Bribery. and Illegal Granuties” set forth mn 56 Fed. Rep. 46191
(September 10, 1991) or any stmlar policy, nor has any director, officer. employee or,
to the knowledge of the Licensor, agent of the Licensor been convicted of any crime
or engaged in any conduct for which debarment 1s mandated by 21 US.C. Article
335a(a) (or any sinular Law) or authonized by 21 US.C. Article 335a(b) (or any
similar Law).

There are no swits or actons. administratrve. arbitration or other proceedings. or
governmental investigations pending or. to the knowledge of the Licensor. threatened
against or affecting the Licensor with respect to Licensed Products or the Patent
Rights. No Entity has notified the Licensor m writing of any matenial claim against
the Licensor alleping any personal property or economic wyury, loss or damage
incurred as a result of or relating to the use of any Licensed Products. There 15 no
judgment. order. myunction, decres, wnt or award agamst the Licensor that 15 not
satisfied and remamns outstandmg with respect to Patent Rights or any Licensed
Product.

30




12.1.12

12.1.13

12.1.14

12.1.15

12.1.16

12.1.17

Schedule 12.1.12 hereto sers forth a true and complete list of each matenial license.
contract or other agreements (together with certain other agreements and any
amendments to any of the foregoing) to which the Licensor 1s a party or by or to
which any property of the Licensor 1s otherwise bound or subject that relates to the
Licensed Products or the Patent Rights (collectively. the “Matenal Agreements™).
True and complete copies of all Material Agreements have been previously delivered
to the Company. Each of the Matenial Agreements 1s valid, binding and 1n full force
and effect. and enforceable by the Licensor, or has expired, in each case in accordance
with its respective terms. No Person (other than the Licensor) that is a party to any
Material Agreement or is otherwise bound thereby is, to the knowledge of the
Licensor. m default or breach thereof and. to the Licensor’'s knowledge. no event.
condition or act exists thar, with the giving of nouce or the lapse of time or both.
would give nise to such a default or breach thereof or a night of cancellation by the
Licensor thereunder. The Licensor s not in default or breach in any material respect
of any of the Material Agreements and, to the knowledge of the Licensor, no event.
condition or act exists that, with the giving of notice or the lapse of time or both,
would give nise to a default or breach by the Licensor thereof or a right of cancellation
thereunder by any other party thereto.

To the knowledge of the Licensor. none of the Patent Rights or Licensed Products. nor
the practice. development. use, manufacture, sale. or impert of any of the foregomng.
iifringes or conflicts in any matenal respect with (and the Licensor has not recerved
any notice of mftingement of or conflict with) any license. patent. copyright,
trademark, service mark or other mtellectual property right of any Third Party and, to
the knowledge of the Licensor. there has not been and i1s not currently any
infringement or unauthorized use by any Third Party of any of the Patent Righrs,
Know-how, or Licensed Products. The validity or enforceability of any of the Patent
Rights and or the title of the Licensor thereto has not been questioned in any litigation,
governmental mquiry or proceeding to which the Licensor 15 a party and, to the
knowledge of the Licensor, no such lingation, governmental imquiry or proceeding is
threatened.

To the knowledge of the Licensor, the Licensor has taken all reasonable actions
necessary of appropriate to preserve the confidentiality of all trade secrets. proprietary
and other confidennal information material to the Licensed Products. Know-how, and
Patent Rights.

Licensor 1s not aware of any Third Party activities which would constitute
misappropriation or infringement of the Patent Rights.

Licensor owns all night. title, and mterest to the Licensor IND(s) (if any) free and clear
of all liens. claims, and encumbrances, the Licensor IND(s) constitute the only INDs
or regulatory filings of any kind concerning any Licensed Product. and there are no
Governmental Approvals in place or effective in any jurisdiction with respect to any
Licensed Product.

Schedule 12.1.17 contains a complete and accurate list of any and all regulatory
approvals and filings for regulatory approval, worldwide. with respect to any Licensed
Products (the “Worldwide Regulatory Filings and Approvals™). Licensor represents
that it has provided Company with copies of all correspondence with the
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122

Governmental Authority with respect ro each of the Worldwide Regulatory Filings
and Approvals. as well as all other data and information of which Licensor 15 aware
that would reasonably be expected to be matenal to the safety or efficacy of the
Licensed Product.

Company Warranties

The Company represents and warrants that:-

1221

1223

The Company 1s a corporation duly organized. validly existing and in good standing
under the laws of Delaware. The Company has the requisite power and authority to
execute and deliver this Agreement and to consummate the transactions contemplated
hereby. The execution and delivery of this Agreement and the performance and
consummation of the transactions contemplated hereby by the Company have been duly
authorized by all necessary action on the part of the Company. This Agreement has been
duly execured and delivered by the Company and. subject to the due awthorization.
execution and delivery of this Agreements by the Licensor, this Agreement constinutes a
valid and binding obligation of the Company. enforceable agamst the Company in
accordance with its terms, except as such enforcement may be affected by bankruptey,
reorganization. insolvency. moratorium or sinular laws affecting creditor’s rights
generally and except for general principles of equity.

The execution and delivery of this Agreement does not. the consummation of the
transactions contemplated hereby. and the performance of Company's obligations
hereunder will not. (1) conflict with. or result in any violation or breach of any provision
of the organizational documents of the Company, (ii) so far as the Company 15 aware
conflict with or violate any applicable Laws of any Governmental Authorities applicable
to the Company or any of 1is assets or operations or any permut applicable to the
Company or (i) result m (x) any violation or breach of constitute (with or without
notice or lapse of time or both) a default under or conflict with (or give rise to a right of
termination, amendment. cancellation or acceleration of any matenial obligation or loss of
any benefit under) the provisions of any lease, contract or other agreement ro which the
Company 15 a party or by which 1t or any of its properties or assets 1s otherwise bound or
(v) the imposition of any lien, pledge, hypothecation. mortgage. security mterest, clam,
lease, charge. option. right of first refusal or first offer. easement. servitude. transfer
restriction, voting requirement or any other encumbrance, restriction or linutation on any
of the properties or assets of the Company.

No Consent 15 required on the part of the Company in comnection with its execution,
delivery. and performance of this Agreement or the consummation of the transactions
contemplated hereby.

Except as set forth on Schedule 12.2 4. as of the Effective Date: (1) there aze no suits or
actions, admimstrative, arbitration or other proceedings. or governmental investigations
pending or, to the knowledge of the Company, threatened against or affecting the
Company. (i) no Entity has notified the Company m writing of any matenial claim
against the Company alleging any personal property or economic wjury, loss or damage
mcurred as a result of relating any action by the Company and (1) there 15 no judgment.
order, mjunction, decree. writ or award against the Company that 15 not satsfied and
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remains outstanding with respect to any marter affecting the Company the Patenr Rights,
or any Licensed Product.

....
t
b
n

Company 15 not bound by any non-competition covenant or other agreement containing
restrictions on Company which would reasonably be expected to have a matenial adverse
affect on the ability of Company to perform 1ts obligations under this Agreement.

1226 To the actual knowledge of the Company. the sale in the Terrtory of the Licensed
Product (in the form initially contemplated by the Company as of the Effective Date).
does not nfringe any third party patent issued in the Territory as of the Effective Date.

12.3  No Impairment

Each party hereby covenants and agrees with the other that. during the Term. it will not. by act or failure
to act, impair or otherwise adversely affect. or cause any occurrence which would reasonably anticipated
to 1mparr or otherwise adversely affect. the nghts of the other under this Agreement or ability of the other
party to freely exercise such righrs.

Article 13 Limitation of Liability, Indemnity
131 NO IMPLIED WARRANTIES

13.1.1 EXCEPT AS SET FORTH IN ARTICLE 12, NEITHER PARTY MAKES AND
EXPRESSLY DISCLAIMS ALL REPRESENTATIONS AND WARRANTIES OF
ANY KIND, EITHER EXPRESS OR. IMPLIED, INCLUDING. BUT NOT LIMITED
TO, WARRANTY OF MERCHANTABILITY. FITNESS FOR A PARTICULAR
PURPOSE, AND VALIDITY OF PATENTED RIGHTS CLAIMS. ISSUED OR
PENDING.

13.1.2 EXCEPT AS SET FORTH IN ARTICLE 12, NOTHING HEREIN SHALL BE
CONSTRUED AS A REPRESENTATION OR WARRANTY BY EITHER PARTY
TO THE OTHER PARTY THAT THE PATENT RIGHTS AND KNOW-HOW ARE
NOT INFRINGED BY ANY THIRD PARTY. OR THAT THE PRACTICE OF
SUCH RIGHTS DOES NOT INFRINGE ANY INTELLECTUAL PROPERTY
RIGHTS OF ANY THIRD PARTY.

132 Indemnity

13.2.1 The Company agrees to defend. indemmfy and hold harmless Licensor, its Affiliates.
and each of their respective directors, employees and officers (collectively. the
“Licensor [ndemnitees™) from and agamst all liability. demands. damages, costs and
expenses (including. without hmtation, reasonable legal fees and expenses) and
losses (collectively. “Losses™) m connection with any third party claim arising out of
or relating to: (1) any breach of this Agreement by Company. (1) negligence, willful
miscenduct, or failure to comply with Applicable Laws by any Company Indemnitee
in connection with this Agreement or (11} any Company Indemmnites’s use.
manufacture. sale, or other disposition of Licensed Products under the terms of this
Agreement (including, but not hmited to, any clamms for personal mjury or property
damage ansing from the use thereof): in each of the foregoing cases to the extent not
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resulting from any Licensor Indemnitee’s breach of this Agreement. negligence.
willful misconduct. or failure to comply with Applicable Laws.

Licensor agrees to defend, indemnifv and hold harmless the Company and s
Affiliates and each of their respective directors. emplovees. and officers (collectrvely.
the “Company Indemnitees”) from and against all Losses in connection with any third
party clamm arising out of or relating to: (1) any breach of this Agreement by Licensor,
(11) neghgence, willful misconduct, or failure to comply with Applicable Laws by any
Licensor Indemnitee in connection with this Agreement, (111) any Licensed Products
sold by Licensor or any of its sublicensees or distributors followimng any termination of
this Agreement, including. but not limited to, any claims for personal injury or
property damage ansmg from the use thereof or (1v) any clamms by any Sublicensees
under anv sublicense agreement assigned to Licensor following any termunation of
this Agreement. to the extent such clamm relates to the peniod following the date of
such termination.

In the event that either party intends to seek indemmification for any claim under
Agticle 13.2.1 or 13.2.2, 1t shall mform the other party of the clamm promptly after
receiving notice of the claim.

In the case of a claim for which Licensor seeks indemnification under Article 13.2.1,
Licensor shall pernut the Company to direct and control the defense of the claim and
shall provide such reasonable assistance as 15 reasonably requested by the Company
(at the Company’s cost) in the defense of the claim, provided that nothing m this
Article 13.2.3 shall penmit the Company to make any admission on behalf of Licensor.
or to sentle any claim or litigation which would impose any financial obligations on
Licensor without the prior written consent of Licensor. such consent not to be
unreasenably withheld or delayed.

In the case of a claim for which the Company seeks indemnification under Article
13.2.2. the Company shall permut Licensor to direct and control the defense of the
claim and shall provide such reasonable assistance as is reasonably requested by
Licensor (at Licensor’s cost) in the defense of the claim, provided that nothing m this
Article 13.2.3 shall pernut Licensor to make any admission on behalf of the Company.,
or to settle any clamm or litigation which would impose any financial obligations on
the Company without the prior written consent of the Company, such consent not to
be unreasonably withheld or delaved.

LIMITATION OF LIABILITY

EXCEPT WITH REGARD TO DAMAGES ARISING FOR INFRINGEMENT OF INTELLECTUAL
PROPERTY RIGHTS, BREACHES OF ARTICLE 14.3 OR 15, AND ANY DUTY TO INDEMNIFY
FOR SPECTAL, PUNITIVE. INDIRECT, INCIDENTAL OR. CONSEQUENTIAL DAMAGES UNDER
ARTICLE 13.2.1 OR 1322, IN NO EVENT SHALL EITHER PARTY OR THEIR AFFILIATES BE
LIABLE FOR SPECIAL, PUNITIVE. INDIRECT. INCIDENTAL OR CONSEQUENTIAL
DAMAGES. WHETHER BASED ON CONTRACT, TORT OR ANY OTHER LEGAL THEORY AND
IRRESPECTIVE OF WHETHER SUCH PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF
ANY SUCH LOSS OR DAMAGE.

Article 14 Use of Names and Publication
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141 Use of Name

Notlung contained in this Agreement shall be construed as granting any night to the Company or its
Affiliates to use in advernsmg. publicity. or other promotional activities any name. trade name,
trademark. or other designation of Licensor or any of ms umts (including contraction. abbreviation or
simulation of any of the foregomg) without the prior, wntten consent of Licensor; provided that Company
may identify Licensor as the licensor under this Agreement without such consent to actual or potential
investors, mvestment bankers, acquirers. acquusition targets, and strategic partners. and where the use of
such names may be required by Applicable Law.

14.2 No Agency

Notlung herein shall be deemed to establish a relanonship of principal and agent berween Licensor and
the Company, nor any of their agents or employees for any purpose whatsoever. This Agreement shall not
be construed as creating a partnership between the Licensor and the Company. or as creating any other
form of legal association or arrangement. which would impose liability upon one party for the act or
failure to act of the other party.

143  Publication

In the event that Licensor or any Affiliate, employee, officer. director. or shareholder thereof desires to
publish or disclose, by written. oral or other presentation. any mformation mcluded i the Patent Rights,
Know-how. or any material mformation related thereto, Licensor shall provide the Company with a copy
of the proposed publication, presentation. or disclosure at least sixty (60) days prior to its submission for
presentation, publication, or disclosure. The Company may request that Licensor, no later than sixty (60)
days following the receipt of such proposed publication, presentation, or disclosure, (1) delay such
presentation, publication or disclosure for up to an additional ninety (90) days m order to enable the
Company to file, or have filed on their behalf a patent application, copvright or other appropriate form of
wellectual property protection related to the mformation to be disclosed or request that Licensor do so.
(11) remove the Company’s Confidential Information from such presentation. publication or disclosure,
and/er (111) make any other reasonable changes to such proposed publication. presentation. or disclosure,
as applicable. Upon receipt of such request. Licensor shall (1) amrange for a delay of such presentation.
publication or disclosure until such time as the Company or Licensor have filed, or had filed on 1ts behalf.
such patent applicatton. copyright or other appropnate form of intellectual property protection i form
and in substance reasonably satisfactory to the Company and Licenser. (i1) remove the Company’s
Confidential Information from such presentation. publicatton or disclosure, and/or (i) reasonably
consider any other reasonable changes proposed by the Company. If Licensor does not receive any
request from the Company to delay such presentation. publication or disclosure, Licensor may submit
such material for presentation. publication or other form of disclosure. subject to Licensor’s obligations
under Ariicle 15.

Article 15 Confidentiality
151 Confidentiality and Non-Use
Any proprietary or confidential information relating to the Technology, Patent Rights. Know-how
(including but not limited to patent prosecution documents relating to Patent Rights), reports and records

provided under Arncle 7. and any other reasonably confidential or propnietary information concerning a
party’s business or technology disclosed to the other party under this Agreement collectively constitute
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the “Confidential Information.™ Neither party will use the Confidential Information for any purpose
unrelated to the exercise of their rights or fulfillment of their obligarions under this Agreement. and will
hold 1t in confidence during the Term and for a period of five (5) vears after the termination or expiration
date of this Agreement. Each pary shall exercise with respect to such the Confidential Information the
same degree of care as the party exercises with respect to its own confidental or proprietary information
of a similar namre. but in no event less than reasonable care, and shall not disclose it or permit its
disclosure to any Third Party (except to those of 1ts employees, consultants, or agents who are bound by a
substantially similar obligation of confidentiality of this Agreement). However, such undertaking of
confidentiality shall not apply to any mformation or data which:

15.1.1 The recetving party recerves without obligation of confidentiality at any time from a
third-party lawfully m possession of same and having the night to disclose same;

15.1.2 1s. as of the date of this Agreement, 1 the public domain. or subsequently enters the
public domain through no fault of the recerving party:

1513 15 mdependently developed by the receiving party as demonsirated by wroiten
evidence without reference to or benefit of informanion disclosed to the recerving
party by the disclosing party:

1514 is disclosed pursuant to the prior written approval of the disclosing party: or

15.1.5 15 requited to be disclosed pursuant to Applicable Law or legal process (including,
without limistation, to a governmental authonty) provided that recipient will (1) give
prior written notice of such required disclosure to the other party. to the extent
reasonably practicable, (11) grve reasonable assistance to the other party. as requested
thereby, seeking confidential or protective treatment thereef, and (11) only disclose
such Confidential Information to the extent required by such Applicable Law or legal
process.

152  Limited Disclosure by Licensor

Licensor acknowledges and agrees that the Know-how licensed to the Company has value to the
Company 1n being mamtained as confidential. Therefore. Licensor shall not disclose the Know-how to
any Third Party” (1) for use in the Terntory without the Company’s prior written consent or (1) for use
outside the Territorv other than to reciptents who have agreed in writing with Company to maintam the
confidentiality of such Know-how.

15.3  Material Non-Public Information

The Licensor understands that it 15 the mtent of the Company to register its capital stock on a national
securities exchange, on the National Association of Securities Dealers, Inc. Automated Quotation System
(collectrvely “NASDAQ"), or the Over The Counter Bulletin Board and accordingly. the Licensor
understands that confidential information provided to it by the Company pursuant to the terms of this
Agreement may constitute “material non-public mformation™ concerning the Company.

Article 16 Miscellaneous Provisions

16.1  Assignment
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This Agreement and the rights and duties appertaining hereto may not be assigned by either party without
first obtatmung the written consent of the other party. which consent shall not be unreasonably withheld.
Any such purported assignment without the written consent of the other party shall be null and of no
effect. Notwithstanding the foregoing. either party (the “Assigning Party”) may assign this Agreement
without the consent of the other party (1) to a purchaser, merging. or consclidating corporation, or
acquirer of all or substantially all of the Assigning Party’s assets or business (or that portion thereof to
which this Agreement relates) and/or pursuant to any reorganization of the Assigning Party or (11) to an
Affiliate of the Assigning Party.

16.2 Binding Nature and Inurement

This Agreement will not be binding upon the parties until it has been signed below on behalf of each
party, 1 which event. it shall be effective as of the Effective Date. As of the Effective Date, thus
Agreement 15 binding upon and inures to the benefit of the parties and their respectve permuted
successors and assigns.

16.3  Counterparts; Facsimile

This Agreement may be executed in two or more counterparts, each of which shall be deemed an original.
but all of which together shall constitute one and the same mstrument. This Agreement may be signed and
delivered to the other party by facsimile signature: such transmission will be deemed a valid signature.

16.4 Entire Agreement; Amendment

The parties hereto acknowledge that this Agreement, including the Exhibits, Schedules and documents
mcorporated by reference. sets forth the entire agreement and understanding of the parties hereto as to the
subject matter hereof, and shall not be subject to any change of modification except by the execution of a
written instrument subscribed to by the parties hereto and shall supersede all previous communications,
representations or understandings, either oral or wriften. between the parties relating to the subject matter
hereof. No subsequent alteration. amendment. change or addition to this Agreement shall be binding upon
the parties hereto unless reduced to writing and signed by the respective authorized officers of the parties.

16.5 Force Majeure

Meither party is responsible for delays resulting from causes beyond its reasonable control including
without limutation fire, explosion, flood, war, strike, or not, provided that the nonperforming party uses
commercially reasonable efforts to avowd or remove those causes of nonperformance and continues
performance under this Agreement with reasonable dispatch whenever the causes are removed.

16.6  Further Assurances

From time to time during the Term, at the request of either partv. the other party shall execute and deliver
such documents and take such other action as the requesting party may reasonably request to consummate

more effectively the transactions contemplated hereby.

16.7 Headings
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The headings of the several articles are mserted for convenience of reference only and are not intended 1o
be a part of or to affect the meaning or interpretation of this Agreement.

16.8 Law

This Agreement, and any and all disputes directly or indirectly arising from or relating to this Agreement.
shall be construed. governed. mterpreted and applied i accordance with the laws of the State of New
York, without regard to principles of conflicts of laws.

16,9 Payments, Notices and Other Communications

Any payment. notice or other communication required or permutted to be given pursuant to this
Agreement shall be in writing and sent by certified first class mail. postage prepaid. by hand delivery or
by facsumile if confirmed in wrting, m each case effective upon receipt. at the addresses below or as
otherwise designated by written notice grven to the other party:

In the case of Licensor:
Thornton & Ross Limited
Linthwaite

Huddersfield

HD7 5QH

Attn: Chairman

Tel. No: 01484 842217
Fax No:01484 847201

With a copy to: Kuit Steinart Levy
3 St Mary's Parsonage
Manchester M3 2RD
United Kingdom

In the case of the Company:
Manhattan Pharmaceuticals. Inc.
810 Seventh Avenue. 4% Floor
New York, New York 10019
USA

Antn: President

Tel: (212) 5823950

Fax: (212) 582-3957

16.10 Payment of Own Fees and Expenses
Each of the Company and Licensor shall be responsible for their own expenses relating to the preparation
and consummation of this Agreement and, except as specified herein, the agreements and transactions

contemplated hereby.

16.11 Severability
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The provisions of this Agreement are severable, and in the event that any provision of this Agreement
shall be determined to be invalid or unenforceable under any controlling body of law, such mvalidity or
unenforceability shall not 1 any way affect the validity or enforceability of the remaming provisions
hereof.

16.12 Waiver

The failure of esther party to assert a night hereunder or to nsist upon complance with any term or
condition of this Agreement shall not constitute a waiver of that nght or excuse a similar subsequent
failure to perform any such term or condition by the other party. Any watver of any rights or failure to act
1n a specific instance relates only to that instance and 1s not an agreement to waive any rights or fail to act

n any other mstance.

[Signature page to follow.]
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IN WITNESS WHEREOF. the parties hereto have executed tlus Agreement, i tmplicate by proper
persons thereunto duly authorized.

THORNTON & ROSS LTD. MANHATTAN PHARMACEUTICALS, INC.
Byv: By:

Name: Name:

Title: Title:

Date: Date:
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Schedule 1.15: Licensor IND(s)

None.
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Schedule 1.21: Patent Rights
United States Patent Application Sersal No. 09/831.681 nitled “Chromone Enreric Release Formulation.”™

Umnited States Patent Application Serial No. 11/580.511 titled “Treatment of Allergic Conditions™
published February 15. 2007.

Canadian Patent Application No. 2,350,519 titled “Chromone Enteric Release Formulation.”

Any and all other patent applications and patents in the Territory clamung priority from International
Patent Application No. PCT/GB99/03731 filed on November 9, 1999 titled “Chromeone Enteric Release
Formulation.”
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Schedule 12.1.12: Material Agreements

None.
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Schedule 12.1.17 Worldwide Regulatory Filings and Approvals

None.




Schedule 12.2.4: Company Claims

In February 2007, a former emplovee of the Company alleged an ownership interest m two of the
Company’'s provisional patent applications. Also, without articulating precise legal claims, the
former employee contends that the Company wrongfully characterized the former employee’s
separation from employment as a resignation mstead of a disnussal in an effort to harm the former
employee’s immigration sponsorship efforts. and. further. to wrongfully deprive the former
employee of the former employee’s alleged nights mn two of the Company’s provisional patent
applications. The former employee 15 seeking an unspecified amount i damages. The Company
refutes the former employee’s contentions and mtends to vigorously defend itself should the former
emplovee file clamms agamst the Company.
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EXCLUSIVE LICENSE AGREEMENT FOR “HEDRIN"

This Exclusive License Agreement for “Hedrin™ (hereinafter referred to as this "Agreement™),
effective as of June 26, 2007 (the “Effective Date™), 1s entered into by and between THORNTON &
ROSS LTD., a company duly incorporated under the laws of England and having a place of business at
Linthwaite, Huddersfield, HD7 5QH (“Thomrton & Ross™). KERRIS, S.A.. a company duly organized
under the laws of Luxembourg and having a place of business at 127 rue de Muhlenbach, L — 2168,
Luxembourg (“Kerris,” and collectively with Thomton & Ross, “Licensor”), and MANHATTAN
PHARMACEUTICALS, INC., a corporation duly organized and existing under the laws of the State of
Delaware having a place of business at 810 Seventh Avenue, 4* Floor, New York, New York 10019 (the
"Company").

WHEREAS, Durminster Limited, a company organized under the laws of British Virgin Islands
{(“Durminster”) is the sole owner of the patent applications and patents included in the Patent Rights (as
defined below), and has granted exclusive licenses in the Territory to such Patent Rights to Thomton &
Ross and to Kerris pursuant to that cerfain Patent Licence Agreement dated 25 May, 2007 (the
“Durminster Agreement”), a true and complete copy of which has been provided to the Company;

WHEREAS, Durnunster and Thornton & Ross are the sole owners of the Know How (as defined
below) used in the formulation of and to manufacture the Licensed Product (as defined below). and the
Know How owned by Durminster is exclusively licensed to Thomton & Ross and Kerris pursuant to the
Durminster Agreement:

WHEREAS, Thomton & Ross is the sole owner of the Trademark (as defined below):

WHEREAS, the Company is interested in obtaining exclusive license under the Patent Rights,
the Know How and the Trademark in the Field of Use (as defined below) to make, have made. use, have
used, lease, import and export, offer to sell, sell, have sold, produce, manufacture, distnbute and market
products made i accordance with such nghts; and

WHEREAS, Licenser wishes to grant to the Company an exclusive license under the Patent
Rughts, the Know How, and the Trademark in the Field of Use to make, have made, use, have used. lease,
1mport and export, offer to sell, sell have sold, produce, manufacture, distnbute and market products made
1n accordance with such nights;

NOW, THEREFORE, m consideration of the foregoing recitals, the premises and the mutual
covenants contained heremn. the parties hereto, intending to be legally bound. agree as follows:

Article 1 Definitions
For the purposes of this Agreement, the following words and phrases shall have the following meanings:
11 “Affiliate™
means, with respect to any Person, any other Person which directly or indirectly controls, 15 controlled by.
or 15 under common control with, such Person. A Person shall be regarded as in control of another Person
1f 1t owns, or directly or indirectly controls, at least fifty percent (50%) of the voting stock or other

ownership interest of the other Person, or if 1t directly or indirectly possesses the power to direct or cause
the direction of the management and policies of the other Person by any means whatsoever.




1.2 “Applicable Law(s)"”

means, with respect to the United States, the FDCA (as defined below). all regulations promulgated
thereunder. and all other applicable laws, rules. regulations and guidehines within the Ternitory that apply
to the umport, export, research and development. manufacture, marketing, distnbution. or sale of Licensed
Products in the Field of Use in the Terntory and the use of the Trade Mark in relation thereto or the
performance of either party’s obligations under this Agreement (including disclosure obligations as
required by the United States Secunties and Exchange Commussion or other comparable exchange or
securities commission having authonity over a party) to the extent applicable and relevant to such party.

1.3 “Competent Authority(ies)”

means collectively the entities in each country in the Territory responsible for (a) the regulation of
medicinal products or medical devices, as applicable, mtended for human use. including but not limited to
the FDA and any other applicable adnunistrative agency in any country in the Territory having the
aforementioned responsibilities, and any successor entities thereto, (b) the establishment. maintenance
and/or protection of rights related to the Patent Rights. including the United States Patent and Trademark
Office (“USPTO"). and (c) any other applicable regulatory or administrative agency in any country in the
Temtory that 1s comparable to, or a counterpart of, the foregomg.

14 “Development™

means the Company’s, 1ts Affihates’, or Sublicensees’ use of commercially reasonable efforts to secure
Marketing Authonizations for Licensed Products 1n the Terntory.

1.5 “DMF™

means a drug master file. as provided for in 21 CFR § 314.420, device master file, as defined in 21 CFR §
814 3, or similar submission to or file maintained with the FDA or other Competent Authority that may
be used to provide confidential detailed information about facilities, processes, or articles used in the
manufacturing. processing, packaging. and storing of one or more human drugs or medical devices.

1.6 “FDCA”

means the United States” Federal Food. Drug. and Cosmetic Act, as amended, and the regulations
pronmlgated with respect thereto.

1.7 “FDA™

means the United States Food and Drug Adnunistration and any successor entity thereto.
1.8 “TField of Use™

means the use of the Licensed Products for the treatment of humans.

19 “First Commercial Sale”

means, with respect to any Licensed Product, the first sale of such Licensed Product after all applicable
Marketing Authonizations (if any) have been granted by the applicable Competent Authority(ies).

1100 “Governmental Approval(s)”




means any and all permits, licenses, approvals, and authorizations required by any Competent Authority
as a prerequisite to the development, manufacturing. packaging marketing, and selling of a Licensed
Product in the Field of Use in the Territory.

111 “IND(s)”
means, as applicable, etther:

(a) an investigational new drug application as defined in 27 C.F.R Part 312 et seq m the United
States (as may be amended, supplemented or replaced from time to time), or equivalent
application to any Competent Authonty of any other country in the Territory, to commence
chnical testing of a drug. including but not lmited to any amendments, supplements, or
supporting correspondence with respect thereto; or

(b) an mvestigational device exemption application as defined 0 27 C.F.R. Part 812 m the United
States (as may be amended. supplemented or eplaced from time to tume). or eguivalent
application to any Competent Authority of any other country in the Territory, to commence
clinical testing of a medical device, including but not limited to any amendments, supplements, or
supporting correspondence with respect thereto.

1.12  “Improvements™

shall mean aty modification. enhancement, or improvement of a Licensed Product, or any inventions,
discoveries, improvements (whether patentable or not), information. and data, owned or controlled by
Licensor or the Company (as the case may be) any time dunng the Term (or which Licensor or the
Company, as applicable, obtains the right to disclose and license to the other party duning the Term),
which would be useful or necessary in the manufacture, use, or sale of any Licensed Product, such
improvements to be designated “Licensor Improvements”™ or “Company Improvements.” as the case may
be.

113  “Know-how™

shall mean all tangible or intangible mformation and know-how (other than that which 1s the subject of a
Valid Claim in the Patent Rights), whether patentable or not (but which has not been patented), related 1o
the Licensed Product, or any Licensor Improvement or which 15 useful to or necessary for the Company to
develop or commercialize any Licensed Product (including but not limited to- trade secrets, formulations,
protocol, results of experimentation, in vitro, preclinical or clinical design, information or results, other
proprietary matenials, processes, mcluding but not limited to manufactunng processes, data. drawings and
sketches, designs, testing and test results, regulatory information of a like nature), owned or controlled by
Licensor as of the Effective Date or which Licensor obtans the nght to disclose and license to the
Company during the Term. The Know How includes. without limitation, all copynghts, know how and
other mtellectual property rights (other than the Patent Rights) that are licensed to Licensor pursuant to
the Dumunster Agreement.

1.14 “Licensed Product(s)”

shall mean any product. including but not limited to a product for the treatment of head lice. pubic lice.
body lice and/or scabies infestations (collectively. “Infestations™), which is claimed i or covered by any
of the Patent Rights. For the avoidance of doubt, the “Licensed Products” include, without limitation.
that certain product for the treatment of Infestations known as “Hedrin.” which is marketed in the United
Kingdom and other jurisdictions outside the Territory.




1.15 “Licensor IND(s)”

means the INDs. whether now existing or previously submutted. descnibed on Exhibit 1.15. and any
filings, updates, material correspondence. or material communications to of from any applicable
Competent Authority with respect thereto.

1.16  “"Marketing Authorization™

means all necessary and appropriate regulatory approvals, including but not limited to NDAs and
reimbursement and pricing approvals, to allow a Licensed Product to be marketed and sold in the Field of
Use m a particular country in the Territory.

1.17  “Milestone Payment™

means the payments set out 1n Article 6.6 and “Milestone™ means any one of the steps to be taken as set
out in Article 6.6.

1.18 “NDA™
means, as applicable, either:

(a) a New Drug Application as defined in 2] CF.R Parr 314 50 et seq. m the United States (as may
be amended. supplemented or replaced from time to time), or equivalent application to any
Competent Authonity of any other country m the Ternitory, to commence commercial sale and
marketing of a drug for human use, including but not limited to any amendments, supplements, or
supporting correspondence with respect thereto;

[(D)] a Premarketing Approval application, as defined tm 27 C_F.R. Part 814 in the United States (as it
may be amended. supplemented or replaced from time to time), or equivalent application to any
Competent Authonity of any other country m the Terntory. to commence commercial sale and
marketing of a medical device for human use, mcluding but not himited to any amendments,
supplements, or supporting correspondence with respect thereto; or

(c) a Premarket Notification submitted i accordance with 27 CF.R. Part 807 in the United States
(as 1t may be amended, supplemented or replaced from time to time), or equivalent notification or
application to any Competent Authonty of any other country in the Terrtory, to commence
commercial sale and marketing of a medical device for human use, including but not limited to
any amendments, supplements, or supporting correspondence with respect thereto.

1.19  “Net Sales™
shall have the meaning set out below:

1.19.1 “Net Sales” shall mean the total gross receipts for sales of Licensed Products to
customers who are not Affiliates (or are Affiliates, but are end users of the Licensed
Products) by or on behalf of the Company or any of its Affiliates (and, to the extent
wncluded pursuant to Article 6.2 below. its Sublicensees), whether mvoiced or not. less
only the sum of the following:
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(a) usual trade discounts to customers. mcluding but not limited to cash. quantity
and trade discounts, rebates and other price reductions for such Licensed
Product given to such customers;

(b) sales, taniff duties, value-added tax and/or use taxes directly imposed and with
reference to particular sales:

() amounts allowed or credited on charge-backs and/or returns:

(d) bad debt deductions and uncollectible amounts actually written off duning the
accounting period;

(e) outbound transportation prepaid or allowed and transportation insurance;
§3] sales commissions;
(2) packaging. freight, and insurance charges;

(h) customs duties, surcharges and other governmental charges mcurred in
exporting or importing such Licensed Product to such customers: and

(1) wholesaler discounts and government chargebacks

Components of Net Sales (and the deductions listed above) shall be determined mn the
ordinary course of business in accordance with U.S. GAAP.

Notwithstanding anvthing herein to the contrary, the transfer of a Licensed Product to
an Affiliate. Sublicensee, or other Third Party in connection with the research.
development or testing of a Licensed Product or for purposes of resale shall not be
considered a sale of a Licensed Product under this Agreement. Nor shall the transfer
of Licensed Product solely for indigent or simular public support or compassionate use
programs be considered a sale of Licensed Product under this Agreement.

In the case of discounts on “bundles™ of separate products or services which include
Licensed Products, the Company may discount (or enable its Affilbates and
Sublicensees to discount) the bona fide list price of a Licensed Product by the average
percentage discount of all products of the Company and/or its Affilkiates and
Sublicensees in a particular “bundle”, calculated as follows:

Average percentage
discount on a = 1 -(XY)x 100
particular “bundle”

where X equals the total discounted price of a particular “bundle” of products, and ¥
equals the sum of the undiscounted bona fide list prices of each umit of every product 1n
such “bundle”. The Company shall provide Licensor documentation reasonably
supporting such average discount with respect to each “bundle.” If a Licensed Product 1n
a “bundle” 1s not sold separately. and no bona fide list price exists for such Licensed
Product, the Company shall determine in good faith a reasonable imputed list price for
such Licensed Product and Net Sales with respect thereto shall be based on such imputed
list price.

w




1.20 “Non-Rovalty Sublicensing Income™ or “NRSI™

means, aggregate cash consideration recerved from a Sublicensee in consideration for grant of a
sublicense under the rights granted to the Company hereunder. which shall include sublicense issue fees
and non-sales related sublicense nulestone payments received by the Company as consideration for the
sublicensing by the Company of its rights under this Agreement to commercialize Licensed Products, but
shall exclude the following payments as determuned by the Company m good faith and subject as
provided in Article 6.4 (a) pavments received from the sale, issuance or exchange of debt or equity
securities of the Company: (b) payments recerved by the Company that are specifically designated in any
agreement with a Third Party to be dedicated to the research and development of the Technology or the
establishment of a direct sales foree: (c) payments resulting from or calculated on the basis of the sale of
one or more Licensed Products, mncluding sales milestones and royalties: and (d) payments recerved to
reimburse Company’s or its Affiliates’ cost to perform research. development or simular services
conducted for such Licensed Product after sigming the agreement with the Third Party, or in
reimbursement of patent or other out-of pocket expenses relating to such Licensed Product

121 “Patent Rights™
means

1211 The US. and Canadian patent applications set forth on Schedule 121 (the “Key
Patent Applications™);

1212 any and all US or Canadian patents, patent applications, or other rights 1ssuing from,
or filed subsequent to the date of this Agreement, based on or claimmg prnionty to or
from the applications, patents, and rights listed on Schedule 1.21. including but not
limited to continuations, continuations in part, divisionals, reexaminations, extensions,
retssues, substitutions, renewals, supplementary protection certificates. registrations.
and confirmations of any of the foregoing. and any patents resulting from any
application or right included in Articles 1.21.1 or 1.21.2;

1213 any other mtellectual property rights i the Territory relating to any product for the
treatment of Infestations (except where the rights mvolve the use of the Licensed
Product imtially to be marketed hereunder with another active mgredient which
produces a product which requires 1ts own Government Approval) that are owned or
controlled by the Licensor or that Licensor has the ability to license to the Company
as of the date of this Agreement, or which Licensor acquires, or acquires the night to
license 10 Company. after the Effective Date. and any and all US or Canadian patents,
patent applications, or other nights, including continuations. contitiuations in part.
divisionals, reexamunations, extensions, reissues, substifutions, renewals,
supplementary protection certificates, registrations, and confirmations of such rights
clatming or relating to, in each case, any product for the treatment of Infestations
except as aforesand;

1214 any other intellectual property rights in the Terntory owned or controlled by the
Licensor at any time during the Term of thus Agreement relating to or claiming an
Improvement or that Licensor has the ability to license or gains the ability to license to
the Company relating to or claiming an Improvement (except where the rights involve
the use of the Licensed Product initially to be marketed hereunder with another active
ingredient which produces a product which requires its own Government Approval);
and any and all US or Canadian patents, patent applications, or other nights, including




continuations, continuations in part, divisionals, reexaminations, extensions, reissues.
substitutions, renewals, supplementary protection certificates. registrations, and
confirmations of such rights relating to or claiming, in each case, an Improvement:
and

1215 any Licensor information useful or necessary to file and obtam issuance n the
Ternitory of valid patent claims relating to the use. manufacture, development,
administration, delivery. formulation. dosing, packaging, and handling of the Know-
how. the Licensed Products or any other product for the treatment of Infestations
(except where such information produces a product which requires its own separate
Government Approval).

For the avoidance of doubt, and notwithstanding anything to the contrary, the Patent Rights shall mclude
rights to any Improvements relating to any spray-on or other delivery forms of any product for the
trearment of Infestations. The parties shall use commercially reasonable efforts to ensure that Schedule
1.21 shall be amended in writing from time to time to reflect the foregoing, provided that any failure to do
5o shall not limit the scope of the definition of Patent Rights established above.

1.22  “Person”

means an individual. corporation, partnershp, limited liability company, trust. busmess trust. association,
joint venture, non-profit orgamization, pool. syndicate, sole proprietorship, nnincorporated organization,
university, governmental authority or any other form of entity not specifically listed herein

1.23  “Phase I Trial”

means a clinical tnal that generally provides for the first introduction imte humans of a Licensed Product
with the primary purpose of detenmining safety. metabolism and pharmacokinetic properties and clinical
pharmacology of the Licensed Product. and generally consistent with 21 CFR § 312.21(a).

1.24  “Phase IT Trial”

means a clinical trial of a Licensed Product on parients, including possibly pharmacokinetic studies, the
principal purpose of which is to make a preliminary determination that such Licensed Product 15 safe for
its intended use and to obtain sufficient information about such Licensed Produet’s efficacy to permit the
design of further clinical trials. and generally consistent with 21 CFR. § 312.21(b).

1.25  “Phase Il Trial”

means a prvotal human clinscal tnial of a Licensed Product, which tnial 1s designed to: (a) establish that a
Licensed Product 1s safe and efficacious for 1ts mtended use; (b) define warngs, precautions and adverse
reactions that are associated with the Licensed Product in the dosage range to be prescribed; (c) support
Marketing Anthorization of such Licensed Product: and (d) generally consistent with 21 CFR § 312.21(c).

126  “Registration(s)™

means any and all permits, licenses, authonzations, registrations or regulatory approvals (including, but
not limited to, IND or NDA) required and/or granted by any Competent Authority as a prerequisite to the
development. manufacturing, packaging. shipping. marketing and/or selling of any product

1.27  “Royalty Term”




means. on a country-by-country and Licensed Product-by-Licensed Product basis, the period commencing
on the date of the applicable First Commercial Sale and ending on the date of the last to expire patent
included in the Patent Rights covering a Licensed Product in such country.

128  “Sublicensee™

means a Third Party that has entered in to an agreement with the Company licensing to such Third Party
any of the rights pranted to the Company by the Licensor pursuant to Article 2.1, or a Third Party that has
entered 1nto a license agreement with any such Sublicensee licensing such Third Party the rights granted
to the Company by the Licensor and granted to such subsequent Third Party licensee by the Sublicensee.
1.29  “Successful Outcome™

means an outcome of a Phase III Tral with data reasonably deternuned by Company to be sufficient to
support final approval by the FDA of an NDA with respect to the Licensed Product (including, but not
limited to, data from any supporting pharmacokinetic studies and toxicology studies (including, but not
limited to any carcinogeniciry. and developmental and reproductive toxicology studies)).

130  “Term

has the meaning set out m Article 11.1.

131  “Territory™

means: (i) the United States, its territories and possessions and United States military bases throughout
the world and (ii) Canada.

132 “Third Party”

mean any Person other than Licensor, Company and their respective Affiliates.

133  “Trade Mark”

means the trade mark “Hednn,” including. but not limited to, all nights under any trademark applications
and registrations with respect thereto in the Territory.

1.34 *Valid Claim™

means any pending or issued claim included within the Patent Rights that has been filed in good faith and
has not been withdrawn, permanently revoked, abandoned nor deemed unenforceable, unpatentable, or
mvahd by a decision of a coust or other govemmental agency of competent junisdiction that is

unappealable or unappealed 1n the time allowed for appeal, and which has not been adnutted to be mnvalid
or unenforceable through reissue or disclaimer or otherwise.

Article 2 License Grant
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Grant of License

Licensor hereby grants to the Company an exclusive license, with nghts to grant sublicense as further
described below, in the Field of Use to practice under the Patent Rights and to unilize the Know-how and
the “Hedrin™ mark and name in the Territory, including to:

22

211 conduct research, make, have made, use. have used, import, have imported, export and
have exported (except for export to countries outside the Territory), offer for sale.
have sold. sell, produce, manufacture, distribute and market Licensed Products to the
full end of the Royalty Term, unless sooner termunated as heremafter provided:; and

212 sublicense to thid parties, through multiple tiers. in accordance with Article 2.2
below, the nights granted under Article 2.1.1.

The parties acknowledge that Licensor 1s the licensee of the Patent Rights and certain Know How
pursuant to the Durnunster Agreement. Licensor represents that 1t has provided the Company
with a true and complete copy of the Durminster Agreement prior to the date hereof For the
avoidance of doubt, the parties acknowledge and agree that: (i) this Agreement 1s the sole and
exclusive statement of the Company’s nghts and obligations with respect to the Licensed Product
and the other matters set forth herein and (1) the nghts expressly granted to the Company under
this Agreement shall in no event be modified or hmited by any provision of the Durminster
Agreement. For the avoidance of doubt, the rights licensed to the Company hereunder include,
but are not limited to, all rights that are licensed to Licensor pursuant to the Durminster
Agreement (the “Durmimnster IP”).

Sublicenses

221 The Company shall have the right to sublicense rights granted in Article 2.1 1n 1ts sole
discretion with the prior consent in writing of Licensor. which consent should not be
unreasonably withheld or delayed, and Sublicensees shall have the right to grant
further sublicenses m their sole discretion with the prior consent of the Licensor.
which consent shall not be uareasonably withheld or delayed, but the Company shall
continue to remain responsible for the performance of its obligations under this
Agreement if a Sublicensee is appointed. Each sublicense agreement: (1) shall
contain terms and conditions requiring the applicable sublicensee to provide Data (as
defined in Section 11.5 below) created by or on behalf of such sublicensee to the
Licensor, on terms and under circumstances analogous to those set forth herein
(namely Articles 3.1, 5.5, 11.2, 11.5 and 11.6), in the event the applicable sublicense
agreement with the Sublicensee 1s termunated after having been assigned to and
assumed by Licensor (as provided below in this Article 2.2.1), (11) shall otherwise not
conflict with the terms and conditions set forth herein and (i1t) shall name Licensor as
a third party beneficiary of the sublicense agreement. The Company will keep
Licensor reasonably apprmised of the status of negotiations with prospective
Sublicensees. All sublicenses granted under this Article 2.2.1 by the Company shall
survive and be automatically assigned to and assumed by Licensor upon termunation
of this Agreement. provided however, Licensor shall not be obligated to incur any
obligations in excess of those of Licensor contained herein.

222 Notwithstanding the foregoing, if the Company believes that Licensor has terminated
this Apreement for the primary purpose of doing business directly with the
Sublicensee, the termination may be disputed under the provisions of Article 10




Article 3 Technology and Regulatory Transfer
11 Technology and Regulatory Transfer

Upon execution of this Agreement, (i) Licensor shall transfer to the Company, at no additional cost; all
EKnow-how, which shall mclude but not be limited to copies of all pre-chinical or clinical data, trade
secrets, human safety data, preliminary efficacy data (further including, but not limited to. anv of the
foregoing darta relating to any Licensor applications for regulatory approval of the Licensed Product in
the United Kingdom. Furopean Umnion and any other junisdictions outside the Territory). and other
regulatory data related to any Licensed Product in its possession, and (if) Licensor hereby assigns all
right, title, and interest in the Licensor IND(s), if any. to the Company, free and clear of all liens, claims,
and encumbrances.

Licensor shall. at Licensor’s cost, take any and all actions requested by the Company to effect the
purposes of the foregoing as promptly as practicable following the execution of this Agreement and on
an ongoing basis thereafter. which shall include but not be hmated to (1) prepanng and filing whatever
filings. requests or applications are required or deemed advisable to be filed with any Regulatory
Authornity, if any, in connection with the assignment of any Licensor IND(s) (including but not lmited
to. if applicable with respect to the FDA_ a “transfer of ownership letter”) and (if) taking all reasonable
actions necessary to enable the Company to undertake the manufacture, development and
commercialization of Licensed Products under this Agreement. Such actions shall include providing the
Company with the following tems relating to the Licensed Products (regardless of whether such item
relates to the Ternitory or any jurisdiction outside the Ternitory), to the extent such items are within the
possession or control of Licensor as of the Effective Date or come within the possession or control of
Licensor at any time thereafter and the Licensor has the right to transfer or communicate the same (and
the Licensor will notify the Company of any potential limitations on 1its right to transfer or communicate
any of the foregoing to the Company and will use commercially reasonable efforts to overcome any such
limitations):

a. copies of all repulatory submissions;
b. any communications with Competent Authorities and the minutes of any meetings with

Competent Authonities. as well as any communications with and minutes of any meetings
with any analogous regulatory authorities outside the Terntory;

c. DMFs and any trial, drug, device, or other master files relating to any Licensed Product,
ncluding copies of all case report forms;

d. copies of all listings and tables of results from the clinical trals relating to any Licensed
Product:

e copies of all treatment-related serious adverse event reports from the clinical trials

relating to any Licensed Product;

f storage of and access permission to any retained samples of materials used m climeal
trals relating to any Licensed Product;

e access to contract and clinical research orgamizations mvolved in the preclinical studies
and clinical trials relating to any Licensed Product;

10




h the data, files and results of any chemistry, manufacturing, or control-related activities
regarding any Licensed Product; and

1 all other nformation that the Company may reasonably request that may be useful to the
Company for the manufacturing of Licensed Products or conducting preclinical studies
and climieal trials and other development activities with respect to each Licensed Product,
and the commercialization of Licensed Products.

The Company shall during the Term keep Licensor reasonably informed of any data developed by or on
behalf of Company that may be used in support of regulatory filings for the Licensed Product (including,
but not limited to, pre-clinical and clinical tnial data, human safety data and efficacy data) (the “Company
Data™). as well as any regulatory filings made and approvals obtained by the Company with respect to the
Licensed Product in the Ternitory and the Company shall deposit, at Licensor’s expense, copies of the
Company Data and such regulatory filings with 1ts lawvers or an agreed third party escrow agent together
with the necessary permussion to allow nght of reference to such matenal by Licensor and shall issue an
irrevocable wnstruction to release such items to the Licensor 1f this Agreement 15 terminated pursuant to
Article 11.2 and the Company shall procure that all sub-licensees accept this obligation to the Licensor.
In addition the Company shall confirm to the Licensor from time to time that it has so deposited such
items as provided in this Article 3.1, and the Company shall procure that all sub-licensees accept this
obligation to the Licensor. Licensor will notify Company if it wishes to obtain a nonexclusive license to
the Company Data (or portion thereof) and/or nghts of reference to such regulatory filings and approvals,
1n each case solely for use m connection with regulatory filings outside the Terntory. Provided that
Company has the right to grant such license and/or rights of reference, upon receipt of such notice from
Licensor, the parties will negotiate 1n good faith with respect to the terms and conditions of such license
and/or rights of reference (including commercially reasonable compensation to be paid to Company for
such license and/or nghts of reference). Any such terms and conditions agreed upon by the parties shall
be set forth m wntmg and signed by authonzed representatives of both parties.

3.2 Technical Assistance

Withourt limiting Licensor’s other obligations hereunder, Licensor shall provide such technical assistance
to Company as Company reasonably requests regarding the Patent Rights, Know-how and Licensed
Products, mcluding without limitation: (i) providing Company with reasonable access to Licensor's
employees and consultants involved in the development, formulation and regulatory approval outside the
Territory of the Licensed Products and (1) providing to Company all or part of Licensor’s mventory of
GMP and non-GMP Licensed Products, as the parties mutually agree. Company shall pay to Licensor its
documented reasonable out-of-pocket costs of providing such technical assistance. subject to Company’s
prior, written approval of such costs in each case.

33 Mainty ¢ of Durminster Agreement

Licensor shall not without the prior written approval of Company: (1)} amend the Durminster Agreement
1n any way that relates to the any of Company’s rights to grant the license and other rights granted
hereunder in the Territory, or (i1) make any election or exercise any right or option to ternunate in whole
or m part the Durmunster Agreement as it relates to the Temitory. Licensor shall notify the Company in
writing promptly upon receiving any notice that Licensor is in default of the Durminster Agreement
(including, but not limited for any failure to pay royalties thereunder) and the Company may, n its sole
discretion, elect to cure such breach on behalf of Licensor. Company shall have the right to exercise the
exclusive license granted to 1t by Durminster pursuant to that certain Deed of License dated as of the date
hereof between Company. Licensor and Durnunster in the event the Dunminster Agreement 15 ternunated
or certain other events as set forth in such Deed of License.
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Certain Matters Regarding the Relationship Between the Parties

341

342

343

344

345

346

Thomton & Ross and Kerris shall be jointly and severally responsible for all
obligations and liabihities of Licensor under this Apreement except in relation to the
Trade Mark for which only Thomton & Ross shall be responsible.

For the avoidance of doubt, all Patent Rights, Know-how, Improvements, Trade
Marks, nights to data, rights of reference, Licensor INDs and other rights and assets
that are provided or licensed to Company under this Agreement shall include all such
nights and assets. whether held solely by either one of the, or jointly by both, Licensor
parties.

Keris hereby irrevocably designates, makes, constitutes and appoints Thomton &
Ross, its successors or assigns, the true and lawful attorney (and agent-in-fact) of
Kerris with full power of substitution, for the benefit of Thomton & Ross, to take any
and all actions. to execute and deliver any and all documents and instruments, which
Thormton & Ross may deem proper in connection with this Agreement, and to do all
such acts and things in relation thereto as Thornton & Ross shall deem advisable.
Kermns acknowledges that the foregoing powers are coupled with an interest and shall
be urevocable by Kerris in any manner or for any reason.

Notwithstanding anything to the contrary: (i) Kerns shall be deemed to have notice of
and to have recerved all notices, rovalty statements, other commumications and
nformation provided by Company to Thomton & Ross under this Agreement (and
Company will use commercially reasonable efforts to provide Kernis a courtesy copy
of all notices under this Agreement as set forth in Section 16.9), (11) any consents and
approvals given by Thomton & Ross under this Agreement shall be deemed to also
constitute the consent and approval of Kerris and (ii1) any enforcement or exercise of
rights under this Agreement by Kemns shall be enforced or exercised only through
Thornton & Ross, which enforcement or exercise shall be pursuant to the terms of this
Agreement.

For the avoidance of doubt, all amounts payable by Company under this Agreement
represent single payments to be made to the joint account of Kerris and Thomton &
Ross, as directed by Thomton & Ross. By way of example, the $600,000 Milestone
Payment to Licensor described 1n Section 6.6.1 below 15 a single payment to be made
to the joint account of Kemis and Thormton & Ross (and m no event shall be construed
to be a $600.000 Milestone Payment to Kerris with another $600,000 Milestone
Payment to Thomton & Ross).

If either Kemris or Thornton & Ross (as applicable, the “Affected Licensor Party™)
ceases to conduct business m the ordinary course, become insolvent, is dissolved,
becomes bankrupt, files or has filed against it a petition in bankruptcy, or if the
business of the Affected Licensor Party s placed in the hands of a recerver. assipnee
or trustee for the benefit of creditors. whether by the voluntary act of the Affected
Licensor Party or otherwise, that Affected Licensor Party shall cease to be a
“Licensor” for the purposes of this Agreement, and the Agreement shall continue in
force with the Licensor which is not the Affected Licensor Party.
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Article 4 Regulatory Compliance
4.1 Ownership and Maintenance of Governmental Approvals

411 The Company will own all Marketing Authorizations for each country in the Territory
for Licensed Products. Without limiting the generality of the foregoing, the Company
shall prepare and submit in its own name and at 1ts expense NDAs with the FDA in
the U.S. and any other equivalent application with the Competent Authorities 1n other
countries m the T .

412 The Company shall secure and mamtam in good standing, at 1ts sole cost and expense.
any and all Governmental Approvals (including, Marketing Authorizations, licenses.
permirts and consents, facility licenses and permits required by Applicable Laws or by
the applicable Competent Authorities) necessary and/or required for the Company to
perform its obligations under this Agreement and use commercially reasonable efforts
at its cost and expense to secure and maintain any variations and renewals thereof.
Licensor shall promptly notify Company of any written or oral notices recerved from.
or mspections by, any Competent Authority relating to any such Governmental
Approvals.

413 To the extent Licensor 1s or becomes the holder of any Governmental Approval
referred to in Article 4.1.2 above, dunng the time that Licensor holds such
Governmental Approval, Licensor shall (i) promptly provide Company an advance
draft of any proposed responses to such wniten notices or mspections and the
resolution of any issue raised by such Competent Authority and (1) make such
reasonable changes to such proposed response as may be recommended by Company.
and the Company shall be entitled to attend any and all meetings and participate in
telephone calls with the Competent Authorities, mncluding without limitation any
meeting preparation. meeting co-ordmation and preparation of nunutes.

4.2 Rights of Reference

Licensor shall grant and hereby grants Company a free-of-charge night to reference and use and have full
access to all preclinical and clinical data, mnformation, and results, Governmental Approvals, and all other
regulatory documents relating to or useful for the Development of the Licensed Products, including but
not linmted to any IND, NDA, DMF (whether as an independent document or as part of any
Governmental Approval), and all chenustry, manufacturing and controls information, and any
supplements, amendments or updates to the foregoing. where such regulatory documents are owned,
licensed, or controlled by Licensor and the Licensor has the right to transfer or communicate the same,
and all analogs to any of the foregoing outside the Territory (for the purposes of this Article, the “Right of
Reference™). The Licensor will notify the Company of any potential limitations on its right to transfer or
communicate any Right of Reference to the Company and will use commercially reasonable efforts to
overcome any such limitations. The Company may license the Right of Reference to Affiliates and to
Sublicensees.

Article 5 Devel t and C ializati

5.1 Development
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The Company shall use commercially reasonable efforts. itself or through the activities of 1ts Sublicensees
and Affihates, to perform the Development and secure the Marketing Authonizations for Licensed
Products.

5.2 Commercialization

The Company shall. following receipt of the necessary Marketing Authonizations, use commercially
reasonable efforts to. itself or through the activines of its Sublicensees and Affiliates, commence
marketing of, and to promote, market, sell and commercialize thereafter. Licensed Products in the
Temtory. For the avodance of doubt. Company and the Sublicensees may martket the Licensed
Products under the “Hedrin™ name or such other brand as may be selected by the Company and’or the
Sublicensees, provided that if the “Hedrin™ name is used 1t is identified as a registered trade mark of
Licensor and the Licensor 1s accorded all rights under Applicable Laws usually accorded to owners of
trade marks in the Territory.

53 Clinical Trial Cooperation.

The parties shall discuss in good faith oppormunities to avoid duplication of effort and achieve cost
savings and other efficiencies with respect to any clirucal trials to be conducted by the Company for the
Licensed Products.

5.4 Non-Compete; Trademark Exclusivity.

During the term of this Agreement, other than sales of Licensed Products by Company and Sublicensees
hereunder, neither party nor any of their respective Affiliates shall market or sell (or license any third
party to market or sell) in the Terntory any product for the treatment of Infestations. In addition, during
the term of this Agreement, neither Licensor nor any of 1ts Affiliates shall use (or license any third party
to use) the Trade Mark (or any other marks or names contaimng or confusmely simular to, the Trade
Mark) in the Territory in any field of use whatsoever (whether or not in the Field of Use).

55 Company Improvements.

Company will keep Licensor reasonably informed of any Company Improvements it makes in the course
of the Development. Licensor will notify Company if it wishes to obtain a nonexclusive license to any
such Company Improvement, in each case solely for use in connection with Licensed Products to be sold
m countries outside the Terrstory. Provided that Company has the night to grant such license, upon receipt
of such notice from Licensor. the parties will negotiate 1n good fasth with respect to the terms and
conditions of such license (including commercially reasonable royalties and other compensation to be
paid to Company for such license).

5.6 Annual Review Meetings.

Executive-level personnel of both parties shall meet at least once per year during the Term (either in
person or telephonically, and at times and places as are mutually acceptable to the parties) for the purpose
of reviewmg the status of Licensed Product commercialization in the Temitory. including. but not himited
to regulatory approval status, development and production 1ssues and market conditions. The parties will
discuss 1n good faith any amendments suggested by either party to the timelines set forth in Section 11.6.
rovalty rates and/or other provisions of this Agreement as may be fair and reasonable in light of changed
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conditions. Any agreed upon amendments to this Agreement must be in writing and signed by authorized
representatrves of both parties

6.1

Article 6 Royalties and Other Consideration

Royalties on Net Sales; Minimum Royalties

6.1.1

6.1.2

6.13

Duning the Royalty Term, the Company shall pay Licensor a royalty at the Applicable
Rate (as defined below) of Net Sales received during the applicable Royalty Term
Year (as defined below), subject to further adjustment as described in this Article 6.
For the purposes hereof, a “Royalty Term Year” means: (1) the penod that begins on
the date of the applicable First Commercial Sale and ends on December 31 of the
same year and (it) each calendar vear thereafter during the Royalty Term  For the
purposes hereof, the “Applicable Rate™ means either: (i) eight percent (8%) or (i1) 1f
an Adverse Event (as defined below) occurs, four percent (4%). If an Adverse Event
occurs the Company shall notify Licensor and the parties shall agree that an Adverse
Event has occurred and the month in which it occurred and thereafter the four percent
{4%3) royalty rate shall apply retroactively to all Net Sales received since the month
during the calendar year i which the Adverse Event occurs, and Licensor shall pay
any applicable refund to Company within thirty (30) days of the occurrence of the
Adverse Event. If the Parties fail to agree this shall be dealt with as provided mn
Article 10.

(a) An Adverse Event shall be deternuned, and any royalty rate reductions under
Section 6.1.1 above shall be applied. on a country-by-country basis in the Territory.
For the purposes hereof. an “Adverse Event” means the date of first commercial sale
of a Substantially Similar Product (as defined below) in the United States market or
Canadian market, as applicable, which has been approved by the applicable
Competent Authorities as a medical device or drug.

(b} For the purposes hereof, a “Substantially Similar Product™ means any product for
the treatment of head lice in humans that either: (i) is identical (in terms of
formulation) to a Licensed Product and/or (1) contamns the compound known as
“dimeticone™ or “dimethicone™ (irrespective of whether it 1s supplied as dimethicone
or under a trade name) as the active ingredient up to and including a concentration of
10% wiw. Notwatk ding the foregoing, Substantially Sinular Products do not
include any current product marketed at the date hereof (other than Hednn). For the
avoidance of doubt combination products that mnclude siloxanes, in combination with
any one or more of the following active megredients are not Substantially Sumlar
Products: (1) any neurotoxin, (11) any other solvents and/or alcohol in a concentration
of more than 10% w/w and/or (iii) any faty esters. The parties from time to time will
discuss in good faith other new products for the treatment of head lice as they enter
the marketplace and, as a result of such good faith discussions, may agree in writing
upon other products that shall be excluded from the definttion of Substantally Sinular
Products. Products requiring combing the hair as part of the treatment regime are also
excluded

Notwithstanding anything to the contrary, on a country-by-country basis in the
Terrtory, 1f no patent issues from the Key Patent Application with respect to a
country in the Territory(or 1f any such patent 1ssues, but is subsequently invalidated,
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deemed unenforceable, abandoned or revoked). the Company’s obligation to pay
Rovalties under this Apreement and the Royalty Term (with respect to that country of
the Terntory 1 which the patent does not issue or 1s subsequently invahidated, deemed
unenforceable, abandoned or revoked) shall end ten (10) years after the date of First
Commercial Sale in such country.

6.14 The exclusivity granted to Company pursuant to Section 2.1 1s subject to Company
paying Licensor, with respect to each of the third, fourth, fifth, sixth and seventh full
calendar years durmg the Royalty Term, nummum Royalties of One Million US.
Dollars  ($1.000,000) (the “Mmmum Royalties™): provided however, that
notwithstanding the foregoing. 1f an Adverse Event occurs, the Mimmum Royalties in
the calendar vear in which the Adverse Event occurs and each of the above mentioned
full calendar years thereafter shall be reduced to Five Hundred Thousand U.S. Dollars
($500,000). Company may cure any failure to meet its Minimmm Royalty obligation
for any such calendar year by paying the amount of the shortfall to Licensor within
sixty (60) days after the end of such calendar year If Company fails to meer us
Minimum Rovalty obligation for a particular calendar vear (and does not cure such
failure as provided in the preceding sentence), Licensor. as its sole and exclusive
remedy for such failure, may at any time thereafter. upon thirty (30) days prior,
written notice to Company, cotvert the license granted to Company under Section 2.1
above to a senu-exclusive license (1.e.. whereby Licensor shall have the nght to grant
a license to the Patent Rights. Know-How and Trademarks to ne meore than one (1)
other party in the Territory in addition to the Company).

6.2 Sublicensing Royalties

Dunng the Royalty Term. the Company shall pay Licensor royalties for Licensed Products sold by any
Sublicensee(s) duning a particular Royalty Term Year equal to the lesser of (a) thirty percent (30%) of
all sales-based royalties mcluding sales milestones received by the Company or its Affiliates from such
Sublicensee(s) with respect to such Licensed Products pursuant to the applicable sublicense agreement(s)
and (b) the Royalues that would be due under Amicle 6.1 above for the Sublicensee’s Net Sales of such
Licensed Products; provided, however, that notwithstanding any of the foregoing. in no event shall such
royalties payable to the Licensor be less than four and a half (444%) percent of the Sublicensee’s Net
Sales of such Licensed Products.

6.3 No Multiple Royalties

No multiple royalties shall be payable because the use, lease or sale of any Licensed Product 15, or shall
be, covered by more than one Valid Claim contained i the Patent Rights. Addittonally, royalties shall be
paid to Licensor for the sale of a Licensed Product based upon only one of Articles 6.1 or 6.2 above, but
in no case both (that 1s, royalties due to Licensor on direct sales of a Licensed Product by the Company or
its Affiliates to a Third Party shall be based only on Article 6.1, while royalties on sales of a Licensed
Product by the Company’s Sublicensees to a Thard Party shall be based only on either clause (a) or clause
(b) of Article 6.2 (but in neither case shall such royalty be less than four and a half percent (4%2%) of the
Sublicensee’s Net Sales). so as to avoid double counting).

0.4 Non Royalty Sublicensing Income
The Company shall pay to Licensor thirty percent (30%) of NRSI received by the Company or its

Affiliates, subject to any deductions therefrom described in Article 1 20 and subject as provided below in
this Article 6.4. If requested by Licensor, the Company will provide Licensor with reasonable
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documentation (including copies of the relevant agreements with the Sublicensee and documentation of
costs incurred to provide services to the Sublicensee) to support the Company’s determination and
establish on an objective basis that a payment received from a Sublicensee falls within the definition of
WRSI or within an exclusion thereto. The parties agree that any dispute in tlis respect shall be dealt with
under Article 10. Notwithstanding anything to the contrary. Milestone Payments paid by the Company
after its execution of any such sublicense agreement shall be fully creditable against payments due with
respect to NRSL

6.5 Combination Products

In the event that a Licensed Product is sold in the form of a combination product containing one or more
technologies which, if incorporated into a product by themselves, would not render a product a Licensed
Product. the Net Sales for such combination product shall be calculated by multiplymg the sales prnice of
such combination product by the fraction A/(A+B) where (1) A is the invoice price of a Licensed Product
mcorperating solely the technology which renders such product a Licensed Product, or. if such Licensed
Product is not sold separately. the fair market value of a Licensed Product mcorporating solely such
technology, and (i1) B 1s the total invoice price of products incorporating solely the other technologies or,
if such products are not sold separately, the fair market value of such products. Company shall not sell or
permut any Sublicensee to sell any such combmnation product without the prior, wntten approval of
Licensor. such approval not to be unreasonably withheld or delayed.

6.6 Milestone Payments

As further consideration for the license granted hereunder, the Company will make the following one time
Milestone Payments to Licensor.

6.6.1 {a) 150,000 shares of the Company’s common stock (of which 75,000 shares shall be
ssued to Thornton & Ross and 75,000 shares issued to Kerris) and (b) six hundred
thousand US Dollars ($600.000), upon execution of the License Agreement (which
payment shall be made within seven (7) days of execution of the License Agreement.
but which payment obligation shall be irrevocable, regardless of any termination of
this Apreement by the Company);

662 two hundred and fifty thousand US Dellars ($250,000) upon acceptance for filing by
the FDA of the first IND for the Licensed Product filed by Company or a Sublicensee;

6.6.3 One nullion US Dollars ($1,000,000) upon the Successful Outcome of the Phase 11T
Tral (if any) conducted with a Licensed Product under the first Company-sponsored
(or Sublicensee-sponsored) IND (the “Phase III Milestone Pavment™). provided
however, that if a Phase III Trial 1s not required the Phase III Milestone Payvment shall
niot be payable until such time as the Approval (as defined below) issues:

6.6.4 Seven Hundred Thousand US Dollars ($700,000) upon the final approval by a FDA of
the first Company-spensored (or Sublicensee-sponsored) NDA for a Licensed Product
{the “Approval™):

6.6.5 Three Hundred Thousand US Dollars (3300,000) 1f, on or before the date that 1s
thirty-six (36) months after the date Government Approval 1s received in the United
States, a U.S. patent 1s 1ssued from the Key Patent Application;




6.6.6 Two hundred fifty thousand US Dollars ($250,000) upen receipt by the Company or a
Sublicensee of the first Marketing Authorization for a Licensed Product in Canada;
and

6.6.7 a one-time success fee of two million five hundred thousand US Dollars ($2,500,000)
upon achieving a target of cumulative Net Sales in the United States of the Licensed
Products by the Company and all its sub-licensees of fifty mullion US Dollars
($50.000.000) (respectively the “Success Fee™ and the “Net Sales Target™). payable as
follows:

(a) if the said Net Sales Target shall be achieved within the first two (2)
years of the Royalty Term in respect of the USA, such Success Fee to be
paid out over the five (5) year peniod following the achievement of such
milestone in equal installments of five hundred thousand US Dollars
($500,000) per year:

(b) if the Net Sales Target is achieved durning the third (3rd) years of the
Royalty Term m respect of USA, the Success Fee shall be paid out over
the four (4) year period following the achievement of such milestone in
equal installments of six hundred twenty-five thousand US Dollars
($625.000) per vear; and

(c) if the Net Sales Target is achieved during the fourth (4%) year of the
Royalty Term 1 respect of USA, the Success Fee shall be paid out over
the three (3) year period following the achievement of such milestone in
equal installments of eight hundred and thirty-three thousand, three
hundred and thurty three US Dollars and thirty-three cents ($833,333.33)
per year; and

(d) if the Net Sales Target 1s achieved during or after the fifth (5th) year of
the Royalty Term mn respect of USA, the Success Fee shall be paid out
over the two (2) year period following the achievement of such milestone
mn equal mstallments of one million two hundred fifty thousand US
Dollars ($1,250.000) per vear.

Each of the Milestone Payments described above shall only be paid once upon their respective
accomplishments, regardless of the number of times each of such milestones 1s achieved.

If any of the Milestone Payments set out above are not paid because the Company shall decide it 1s not
necessary 1o take that step giving rise to the Milestone Payment, the Milestone Payment shall nonetheless
be due and shall be paid at the time the Company shall decide not to take the particular step or when the
next Milestone Payment is due whichever shall first occur.

6.7 Equity Consideration

It 1s understood and agreed that, notwithstanding anything to the contrary i this Agreement. the shares
provided to Thomton & Ross and Kernis under this Agreement (the “Shares”) are non-refundable. The
Shares are not registered under the Securities Act of 1933, as amended, and may not be transferred unless
and until registered or the Company has recetved an opinion of counsel or other evidence satisfactory to
the Company and its counsel that such registration 1is not required. Each time Shares are required to be
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1ssued under this Agreement. such Shares will be issued pursuant to a subscription agreement. in the form
attached hereto as Exlubit 6.7.

6.8 Place of Payment, Taxes and Conversions

All payments under this Apreement shall be paid 1n United States dollars, unless otherwise required by
law, into a joint account of Thomton & Ross and Kerns, at such place as Thomton & Ross may
reasonably designate consistent with applicable laws and regulations. Any taxes. duties, or other levies
which the Company. its Affiliate or any Sublicensee shall, in its reasonable discretion. be required by law
to pay or withhold on remittance of any payment(s) due under this Agreement shall be deducted from
such pavment(s) to Licensor. Any such taxes. levies, or duties required under applicable law to be paid or
withheld shall be an expense of, and bome solely by, Licensor. The Company will use commercially
reasonable efforts to secure and send to Licensor proof of any such raxes, duties or other levies withheld
and paid by the Company for the benefit of Licensor, and cooperate, at Licensor's expense, with any
reasonable request to help ensure that amounts withheld and/or paid are reduced and/or recovered to the
extent permitted by the relevant jurisdiction. If any currency conversion shall be required in connection
with the payment of royalties hereunder, such conversion shall be made by using the exchange rate
prevailing at Citibank, N A. i New York, New York on the last business day of the calendar quarterly
reporting period to which such royalty payments relate. In each country where the local currency 1s
blocked and cannot be removed from the country under such country's applicable law, royalties accrued
with respect to that country shall be paid to Licensor in such country m local currency by deposit in a
local bank designated by Licensor, unless the parties otherwise agree

0.9 Time for Payment

6.9.1 The Company shall pay to Licensor the royalties due and payable under this
Agreement on a quarterly basis, and shall provide the Royalty Statement referred to in
Article 7.2 along with such payment. Payments pursuant to this Article 6.9.1 are due
with respect to a particular calendar quarter’s Net Sales and receipts of NSRI and
sales-based royalties sixty (60) days after the conclusion of such calendar quarter.

692 Milestone Payments payable to Licensor shall, notwithstanding the use of the word
“upon” throughout Article 6.6, become due and payable within thuty (30) days after
achievement of the mdicated milestone.

6.93 Even if no royalties or other payments that may be due to Licensor under thus
Agreement shall be due, the Company shall be required to make a report pursuant to
Article 7.2 to state that no pavments are due.

6.10  Inmterest

Amounts which are not paid when due shall accrue mnterest from the due date until paid, at a rate equal to
the then prevailing prime rate of Citibank. WA . plus two percent (2%).

6.11 Royalty Adjustments

6.11.1 Notwithstanding anything to the contrary heremn, if the Company obtains (or has
obtained) one or more licenses under patents of patent applications owned by a Third
Party: (1) to avoid infningement thereof by the manufacture, use. or sale of any
Licensed Product, (1) to reasonably avoid infringement-related litigation regarding a
Licensed Product. or (m1) with the pmor approval m wnting of Licensor (which
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approval shall not be unreasonably withheld) to make, use or sell any technology that
could improve, enhance. or modify a Licensed Product. as determined by the
Company mn its reasonable discretion, then the Company may deduct fifty percent
(50%) of any fees, milestones or royalties paid under such license(s) (even if paid in
settlement or judgment of any claim for infringement) from the payments otherwise
due Licensor under this Agreement (including any rovalty payments, minimum
royalty payments and Success Fee payments, but excluding any other Milestone
Payments); provided, however, that. notwithstanding the foregoing, the total amount
due Licensor under this Agreement m any particular calendar quarter shall not be
reduced by more than fifty percent (50%) as a result of any such deduction, and any
amounts not deducted in a calendar quarter shall be camed forward for deduction in
the subsequent calendar quarter(s), subject to such fifty percent (50%) limitation in
each case

6.11.2 Should a compulsory license be granted, or be the subject of a possible grant. to a
Thurd Party under the applicable laws of any country 1n the Territory under the rights
licensed under this Agreement, the Company shall notify Licensor. including any
material information concerning such compulsory license, and the mnning royalty rate
payable under this Article 6 for sales of Licensed Products in such country will be
adjusted to equal any lower rovalty rate granted to such Third Party for such country
with respect to the sales of such Licensed Products therem (the “Compulsory
Royalty™) during such periods such third pamies sell or offer for sale under the
compulsory license articles that compete with the Licensed Products then marketed
and sold by the Company, its Affiliates, or Sublicensees in that country. provided that
such Compulsory Rovalty shall remain subject to further adjustment consistent with
this Article 6. but such royalty rate shall not be less than four and a half percent
(44%4).

Article 7 Reports and Records
7.1 Records and Audits

The Company shall keep full, true and accurate books of account containing all particulars that may be
reasonably necessary for the purpose of showing the amounts payable to Licensor under this Agreement.
Said books of account shall be kept at the Company’s principal place of business and the supporting data
shall be opened up to Licensor once per year upon reasonable notice to the Company for inspection by
Licensor’s internal audit diviston or by another designated auditor selected by Licensor. except one to
whom the Company has reasonable objection. for the purpose of verifying the Company’s Royalty
Statement (as defined below) or compliance in other respects with this Agreement. If an inspection shows
an under reporting or underpayment m excess of five percent (5%) of remuneration payable, then the
Company shall retmburse Licensor for the reasonable, documented cost of the nspection at the time the
Company pays the unreported rovalties, including any late charges as required by Article 6.10 of ths
Agreement. Said books of account and the supporting data shall be made available to Licensor for one (1)
year following the expiration of the Temm. All payments required under this Article 7.1 shall be due
within thirty (30) days of the date Licensor provides the Company notice of the payment due. Licensor
shall cause its accounting firm to retam all financial information subject to review under this Article 7.1 1n
strict confidence; provided, however, that Company shall have the right to require that such accounting
firm, prior to conducting such audit, enter into an appropniate non-disclosure agreement with Company
regarding such financial information. The accounting firm shall disclose to Licensor only whether the
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Company’s Royalty Statement 1s correct or not and the amount of any discrepancy. No other information
shall be shared. Licensor shall treat all such financial information as Company’s Confidential
Information

7.2 Royalty Statements

Within 45 days from the end of each of the first, second and third calendar quarters (and within 60 days
from the end of the fourth calendar quarter) of each calendar year. the Company shall deliver to Licensor
complete and accurate reports, giving such particulars of the business conducted by the Company during
the preceding quarter under this Apreement as shall be pertinent to an accounting of royalties and other
payments that may be due to Licensor under this Agreement (the “Royalty Statement™). The Rovalty
Statement shall include at least the following:

7.21 Net Sales for each Licensed Product by the Company. each Affiliate. and each
Sublicensee;

7.22 cumulative Net Sales for the applicable calendar quarter:

723 a breakdown of deductions applicable in computing Net Sales and taxes paid or
withheld, if any;

724 a breakdown of royalties due based on Net Sales by or for the Company or its
Affiliates;

725 a breakdown of royalties due on NRSL
726 names and addresses of all Sublicensees and Affiliates of the Company: and

7.2.7 a copy of each report from each Sublicensee as may be pertinent to an accounting of
royalties and other payments that may be due to Licensor.

7.3 Confidential Treatment of Reports

Licensor agrees to hold in confidence each Royalty Statement delivered by the Company pursuant to this
Article 7 for a period of five (5) vears following ternunation of this Agreement. Notwithstanding the
foregoing, Licensor may disclose any such mformation required to be disclosed i its financial statements
or as required by any stock exchange or sumular regulatory authority. or pursuant to any Applicable Laws,
provided thar Licensor take reasonable steps to provide and assist the Company with the opportunity,
where reasonably appropriate, to (i) contest such subpoena, requirement or order or (i) seek protective or
confidential treatment thereof, including but not limited to reasonable advance notice to the Company of
any such required disclosure, to the extent reasonably practicable. The Licensor understands that 1t 1s the
intention of the Company to become publicly traded and that any information disclosed to Licensor under
this Agreement. mcluding the Royalty Statement. may be deemed “matenial non-public information™
under the state and federal securities laws,

Article 8 Patent Prosecution and Maintenance
81 Prosecution and Maintenance

Following the Effective Date, the Company shall, at its expense, diligently file, prepare, prosecute and
maintamn the Patent Rights as set forth i Schedule 121 hereto (as the same may be amended or
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supplemented 1n wnting fiom tume to tune after the date hereof), mecluding. but not linuted to. the filing of
patent applications, extensions, continuations, continuations in part, divisionals, re-examinations, or re-
1ssue applications that the Company deternunes, in consultation with Licensor, may be required to
advance the purposes of this Apreement or otherwise to protect the rights and licenses granted hereunder.
The Company shall control such prosecution and maintenance, using counsel of ifs choosing, in the name
of Licensor, and agrees to keep Licensor reasonably mnformed with respect to the status and progress of
any such applications. prosecutions and maintenance activities and to consult in good faith with Licensor
and take mnto account Licensor’s reasonable comments and requests with tespect thereto prior to the filing
of any such documents. Licensor shall notify Company in writing and reasonable detail of any
Improvements and assist Company in filing, prosecuring. and maintaining Patent Rights clainung the
same. Both parties agree to provide reasonable cooperation to each other to facilitate the application and
prosecution of patents pursuant to this Agreement and the Licensor shall execute all lawful papers and
instruments and make all rightful oaths and declarations as may be necessary in the preparation,
prosecution and maintenance of all patents and other filings referred to m thus Aricle 8.

82 Patent Term Extensions

The Company shall promptly notify Licensor of the issuance of each Governmental Approval and, where
reasonably possible and reasonably useful or valuable in the commercialization of Licensed Products, use
commercially reasonable efforts to apply or enable Licensor to apply for a patent term extension,
adjustment or restoration, supplementary protection certificate, or other form of market exclusivity
conferred by Applicable Laws (collectively, “Patent Term Extensions”) in the relevant country of the
Territory. Licensor shall to the extent reasonably possible and reasonably useful or valuable in the
commercialization of Licensed Products, use commercially reasonable efforts to, if and as requested by
the Company, obtain (or assist the Company in obtaining) all available Patent Term Extensions. The
Parties shall cooperate with each other in obtammng Patent Term Extensions wherever and whenever

pplicable, re bly possible to obtain, and reasonably useful or valuable in the commercialization of
Licensed Products.

83 Abandonment

The Company may. m its discretion, elect to abandon any patent applications or 1ssued patent in the
Patent Rights provided that it shall have informed Licensor in writing prior to doing so. Following such
abandonment, Licensor shall have the oght, but not the obligation, to commence or continue such
prosecution and to maimntain any such patent or patent application under its own control and at its own
expense and such patent or patent application shall thereafter be excluded from the definition of Patent
Rights for purposes of this Agreement. Prior to any such abandonment, the Company shall give Licensor
at least smty (60) days notice and a reasonable opportunity to take over prosecution of such patent or
patent application. The Company agrees to cooperate in such activities including execution of any
documents necessary to enable Licensor to retain ownership and control of such patent or patent
apphication.

Article 9 Infringement, Enforcement and Other Actions
0.1 Notice of Infringement of Patent Rights

The Company and Licensor shall promptly provide written notice, to the other party, of any alleged
infringement or any challenge or threatened challenge to the validity, enforceability or priority of any of
the Patent Rights, and provide each other with any available evidence of such infringement. challenge or
threatened challenge by a Third Party of the Patent Rights and provide such other party with any available
evidence of such mfnngement.




9.2 Option to Prosecute or Defend Patent Rights

During the term of this Agreement, the Company shall have the first right. but not the obligation. to take
(or refrain from taking) appropriate action to enforce Patent Rights, to defend any declamatory judgments
seeking to invalidate or hold the Patent Rights unenforceable, to control any litigation or other
enforcement action and to enter into, or permit, the sertlement of any such litigation. declaratory
judgments or other enforcement action pertaining to Patent Rights, with respect to any potential,
threatened. alleged. or acrual infringement of or challenge. to. the Parent Righrs (all of the foregoing.
collectively “Enforcement Actions™), at its own expense and with counsel of its choosing. In furtherance
of such right. Licensor hereby agrees that the Licensor will. if requested by Company. join with Company
as a party 1n any such sust. and cause 1ts licensor and the owner of the patent to join such sut. If, within
twelve (12) months of the written notice described i Article 9.1 above, the Company (1) shall have been
unsuccessful in persuading the alleged infringer to desist, (i1) shall not have brought and shall not be
diligently prosecuting an infrincement action, or (iit) has not entered into settlement discusstons with
respect to such infrimgement. or if the Company notifies Licensor that it has decided not to undertake any
of the foregoing agaimnst any such alleged infrnger. then Licensor shall then have the right to bring suit to
enforce such Patent Rights. at its own expense. Any recovery of damages or amounts recerved 1n
settlement pursuant to this Article 9.2, as well as costs and expenses mcurred in connection therewath,
shall be allocated pursuant to Article 9.5 below.

9.3 Infringement by Licensed Product

In the event that a claim or suit 1s asserted or brought against the Company alleging that the manufacture
or sale of any Licensed Product by the Company, an Affiliate of the Company. or any Sublicensee. or the
use of such Licensed Product by any customer of any of the foregoing. infringes proprietary rights of a
Third Party, the Company shall grve written notice thereof to Licensor. The Company may. m 1ts sole
discretion, modify such Licensed Product to avoid such infringement and/or may settle on terms that 1t
deems advisable 1n 1ts sole discretion. provided that any final disposition of the litigation that will restrict
the claims i or admit any mvalidity of any Patent Rights(s) shall not be made without consultation with
and approval by Licensor. such approval not to be unreasonably withheld. Otherwise. the Company shall
have the first night, but not the obligation, to defend any such claim or suit. If the Company has not
exercised such nght to defend or entered mto settlement discussions concerning such alleged
infringement within the sooner of (i) twelve (12) months of the assertion of such a claim or (i) thirty (30)
days of the filing of such a suit, or if the Company notifies Licensor that it has decided not to undertake
such defense or enter into settlement discussions with respect to 1ts alleged infringement, then Licensor
shall then have the right to defend such alleged mfringement. at its sole expense, provided however that
no settlement affecting Patent Rights will be agreed upon without Company’s written consent.

04 Control of Infringement Action

The party controlling any action, suit. or defense under Article 9.2 or 9.3 (the “Controlling Party™) shall
be free to enter into a settlement, consent judgment. or other voluntary disposition of any such action,
provided. however, that (1) the Controlling Party shall consult with the other party (the “Secondary
Party™) prior to enterning into any settlement thereof and (i1) any settlement. consent judgment or other
voluntary disposttion of such actions which (1) matenially limits the scope. validity. or enforceability of
any Patent Rights or, if the Company is the Secondary Party. patents or patent applicarions owned or
controlled by the Company. (2) subjects the Secondary Party to any non-indemnified liability, payment
obligation, or injunction, or (3) admits fault or wrongdoing on the part of Secondary Party must be
approved 1n writing by Secondary Party, such approval not to be unreasonably withheld Secondary Party
shall provide the Controlling Party notice of its approval or denial of such approval within fifteen (15)
business days of any request for such approval by the Controlling Party, provided that (1) in the event




Secondary Party wishes to deny such approval, such notice shall include a wntten descoption of
Secondary Party’s reasonable objections to the proposed settlement, consent judgment, or other voluntary
disposition and (11) Secondary Party shall be deemed to have approved such proposed settlement, consent
judgment, or other voluntary disposition in the event it fails to provide such notice within such fifteen
(15) business day period.

9.5 Allocation of Costs Incurred and Damages Recovered in Enforcement Action

Each party (the “Prosecuting Party™) will promptly notify the other party in wnting m the event the
Prosecuting Party chooses to take any Enforcement Action pursuant to its rights under Article 9.2 above
and such other party will, within thirty (30) days after the date of such notice, provide the Prosecuting
Party with written notice as to whether or not such other party elects to enter into an arrangement pursuant
to which such other party will pay for fifty percent (50%) of the parties’ aggregate attorneys’ fees and
other costs and expenses incurred 1 connection with such Enforcement Action (such costs to be allocated
between and paid by the parties as mcurred), and i exchange receive fifty percent (50%) of any cash
pavments awarded to the Prosecuting Party or received by the Prosecuting Party in settlement of such
Enforcement Action (a “Risk/Reward Shanng Arrangement™). If such other party fails to provide the
above-described notice to the Prosecuting Party within such thirty (30) day period. such other party shall
be deemed to have elected not to enter into the Risk/Reward Sharing Arrangement. If such other party
elects not to (or is deemed to have elected not to) enter mto the Risk/Reward Shanng Arrangement, the
Prosecuting Party shall be solely responsible for all of its costs of the Enforcement Action (together with
any reasonable. documented out-of-pocket costs mcurred by the other party to provide any assistance
requested by the Prosecuting Party in connection with such Enforcement Action). and shall be entitled to
retain all awards and other proceeds of such Enforcement Action.

2.6 Cooperation

In any suit to enforce and/or defend the Patent Rights pursuant to this Agreement; or defend any alleged
minngement of Third Party intellectual property nghts by the manufacture, use, sale, or import of a
Licensed Product. the Secondary Party shall. at the request of the Controlling Party, cooperate in all
respects and, to the extent possible, have its employees testify when requested and make available
relevant records, papers, information. samples, specimens, and the like.

Article 10 Dispute Resolution
10.1  Disputes

10.1.1 The parties recognize that disputes as to certain matters may from time to time arise
dunng the Term which relate to either party’s nights and/or obligations hereunder or to
the interpretation, performance, breach, or termination of this Agreement. (a
“Dispute”). It 15 the objective of the parties to establish procedures to facilitate the
resolution of a Dispute in an expedient manner by mutual cooperation and without
resort to litigation. To accomplish this objective, the parties agree to follow the
procedures set forth in tlus Article 10 if and when a Dispute arises under this
Apreement.

10.1.2 A Daspute among the paries will be resolved as recited n this Article 10. Any
Disputes relating to this Agreement shall be prompitly presented to the Chief
Executive Officers of Licensor and the Company, or their respective designees (who
must be members of a party’s semor management) for resolution. From the date of
referral of a Dispute to the Chief Executive Officers or their designees of the parties

24




and uvntil such time as any matter has been resolved by the parties or has been finally
settled by arbitration hereunder, the running of the cure periods (if any) as to which a
party must cure a breach that 1s part of the subject matter of any Dispute shall be
suspended. In the evenr that the Chief Executive Officers of Licensor and the
Company, or their respective designees. cannot after good farth negotiations resolve
the Dispute within thirty (30) days (or such other period of time as mutually agread to
by the parties in writing) of beig requested by a party to resolve a Dispute, the parties
agree that such Dispute shall be resolved by binding arbitration m accordance with
this Article 10.1.

10.13 If a party intends to begin arbitration to resolve such Dispute, such party shall provide
written notice (the “Arbitration Notice™) to the other party infonming such other party
of such intention and the 1ssues to be resolved. Any arbitration hereunder shall be
conducted pursuant to the Commercial Arbitration Rules of the American Arbitration
Association (“AAA™; such rules, the “AAA Rules”™). except as modified herein. The
arbitration shall be conducted by a panel of three (3) independent, neutral arbitrators
thar are industry experts expenienced in the 1ssues compnsing the Dispute and have no
past, present or reasonably anticipated future affiliation with either pamy (the
“Panel”). Company and Licensor shall each be entitled to select one (1) such
arbitrator, with the two such arbitrators so selected selecting the third such arbitrator.
In the event etther party fails to select its arbitrator within such ten (10) day period.
the arbitrator selected by the other party within such ten (10) day period shall be
entitled to select such arbitrator. The arbitration shall take place in New York, New
York and be conducted in English. The Panel shall apply the laws of the State of New
York, without regard to its conflicts of laws provisions. The Panel shall issue
appropriate protective orders to protect each party’s Confidential Information. If a
party can demonstrate to the Panel that the complexity of the 1ssue or other reasons
warrant the extension of one or more nmetables 1 the AAA Rules. the Panel may
extend such timetables but in no event shall the proceeding extend more than twelve
(12) months from the date of filing of the arbitration notice with the AAA The
Panel’s decision shall be in writing. The Panel shall have the authonty to award any
remedy allowed by law, including but not limsted to compensatory damages, pre-
judgment mterest, but not pututive or other damages and each party shall be deemed
to have watved any right to such excluded damages. Each party shall bear its own
costs, fees and expenses m the arbitration and shall share equally the Panel’s fees,
unless the Panel determines that its fees are to be paid by the non-prevailing party.
Notwithstanding anything to the contrary, without prejudice to the above procedures,
either party may seek mjunctive relief or other provisional judicial relief if, m its
reasonable judement. such action is necessary to avoid ireparable damage or
otherwise enforce its rights hereunder

10.2  Performance to Continue

Each party shall continue to perform its obligations, and shall be permitted to continue to exercise its
rights, under this Agreement pending final resolution of any Dispute arising out of or related to this
Agreement: provided, however, that a party may suspend performance of its obligations during any period
1n which the other party fails or refuses to perform 1ts obligations.

10.3  Determination of Patents and Other Intellectual Property




MNotwithstanding the foregoing. any dispute relating to the determination of wvalidity of claims,
nfringement or claim interpretation relating to Licensor’s Patent Rights shall be submutted exclusively to
the United States District Court for the Southemn District of New York and the appropriate appellate
courts thereof. Each of the parties hereby urevocably consents and submits to the exclusive junisdiction
of such courts with respect to any such disputes and waives any objections to the laying of venue in such
courts.

10.4  Statute of Limitation and Time-Based Defenses Tolled

All applicable statutes of linutation and time-based defenses (such as estoppel and laches) shall be tolled
while any arbitration proceedings are pending and during any arbitration proceedings. The parties shall
cooperate in talang any actions necessary to achieve this result.

Article 11 Term and Termination
111 Term

This Agreement shall become effective on the Effectrve Date and shall expire on the date of the
expiration of the last to expire Royalty Term in any country in the Territory (the “Term”™). unless earlier
terminated as provided in Articles 6.1.3,11.2, 11.3, or 11.5.

11.2  Termination for Insolvency

If the Company shall become bankrupt. or shall file a petition in bankrmuptey. or if the business of the
Company shall be placed in the hands of a receiver, assignee or trustee for the benefit of creditors.
whether by the voluntary act of the Company or otherwise, Company shall provide notice thereof to
Licensor and Licensor may, subject to the effects of and protections of any applicable bankruptey-related
laws. rules, or regulations, termunate this Agreement upon notice to Company given within thirty (30)
business days of Licensor’s receipt of such notice whereupon Licensor shall be entitled to exercise the
right of reference to Company Data as defined m Article 3.1 and on the basis set out i Articles 3.1 and
115

11.3  Termination for Material Breach

Upon any material breach or default of this Agreement by the Company, Licensor shall have the right to
terminate this Agreement and the rights, privileges and license granted hereunder by giving ninety (90)
days prior written notice to the Company. Upon the expiration of the ninety (20) day period, if the
Company shall have not cured such breach or default. this Agreement shall. at the optien of Licensor,
terminate upon written notice of Licensor. In the event of a bona fide dispute over any material breach,
the parties shall attempt to resolve such dispute m good faith through negotiation, or 1f agreed to by the
parties, mediation, 1n each case to include the sentor executive of both parties hereto. Notwithstanding
anything herein to the contrary, if the nature of the breach is such that additional time 1s reasonably
needed to cure such breach, and Company has commenced with good faith efforts to cure such breach,
then Licensor shall provide Company with additional time mn which to cure such breach. If a dispute
regarding tenmination 1s addressed pursuant to Article 10, this license shall remain m full force and effect
until such dispute 1s resolved. All applicable statutes of himtation and time-based defenses (such as
estoppel and laches) shall be tolled while any good faith negotiation or mediation procedures are pending
or ongoinng. The parties shall reasonably cooperate n taking any actions necessary to achieve this result.

11.4  Expiration of Royvalty Term on a Country by Country Basis




Upon the expiration of the Royalty Term in each country in the Termitory, the Company will have an
irrevocable, perpetual, paid up, rovalty-free non-exclusive license, with rights of sublicense (through
multiple tiers), under all nights granted under this Agreement to make, have made, use, have used, lease,
import and export. offer to sell, sell have sold, produce, manufacture, distnbute and market Licensed
Products 1 such country.

11.5  Termination for Convenience

The Company shall have the night at any tme to terminate this Agreement i its entirety of on a cOUNTY-
by-country basts. for any reason or no reason, by giving thirty (30) days notice thereof in writing to
Licensor. In the event of any termination pursuant to this Article 115 at the request of Licensor,
Company shall transfer to Licensor any and all clinical study data, INDs and Governmental Approvals
relating to the Licensed Product (the “Data™) that the Company has the nght to transfer.

If such notice of termination shall be given prior to the First Commercial Sale such transfer shall be free.
If notice shall be given after the First Commercial Sale, the Licensor shall reimburse the Company for all
costs mcurred in connection with the creation of the Data (including, but not linuted to, costs of clinical
studies and costs associated with filing for and obtaining regulatory approval) (the *Data Costs™). as
follows:

) to the extent Licensor or any of its Affiliates licenses the Licensed Product and/or the
Data to one or more third parties (the “New Licensees™), after Licensor or its Affiliates
have recerved aggregate pavments from the New Licensees equal to the Threshold
Amount (as defined below), Licensor will reimburse the Company for the Data Costs out
of any subsequent payments received from the New Licensees, as follows: (A) Licensor
will pay Company fifty percent (50%) of any such payments (other than royalties) that
Licensor or any of its Affiliates receives from the New Licensees, including, but not
linuted to, nulestone payvments and lump sum payments for use of the Data. and (B)
Licensor will pay Company a percentage of any royalties that Licensor or any of its
Affiliates recetves from the New Licensees. such percentage to be determined using the
formmla set forth in Section 6.2 hereof. nuratis mutandis; and

{11) to the extent Licensor or any of its Affiliates sells the Licensed Product itself (as opposed
to licensing a New Licensee to do so), Licensor will reimburse the Company for the Data
Costs pursuant to such payment schedule as shall be negotiated 1n good faith and agreed
upon in witing by the parties.
For the purposes of the foregoing. the “Threshold Amount™ means an amount equal to: (A) five million
U.S. Dollars ($5.000,000) minus (B) the aggregate amount of all Minimum Royalties paid by Company

hereunder. The Company will take all steps that may be necessary to ensure that the benefit of the Data is
transferred to the Licensor

11.6 Termination by Licensor

11.6.1 Subject to Section 11.6.2 below, Licensor shall be entitled to ternunate this
Agreement 1f the Company (or 1ts Sublicensee) does not:

11611 request a Pre IND Meeting with the FDA within mnety (90) days after the
Effective Date;
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116.12

11613

116.1.4

11.6.15

116.16

file an IND in respect of the first Licensed Product i the United States by, as
applicable: (A) three (3) months after the date of the Pre-IND Meeting with the
FDA or (B) if no such meeting is held within one (1) month after receipt of notice
from the FDA that no such meeting 1s required or (C) if the FDA fails to notify
the Company as to whether or not such a meeting is required, within eighteen (18)
months after the Effective Date;

to the extent that Company or 1ts Sublicensee 1s seeking approval for the Licensed
Product as a drug, mitiate a Phase [I Tnal 1n the United States within nine (9)
months of the date of the End-of- Phase [1 Meeting with the FDA with respect to
such Licensed Product (such meeting to be requested within two (2) months after
Company completes full analysis of Phase II data);

to the extent that Company or its Sublicensee 1s seeking approval for the Licensed
Product as a drug, complete the Phase III Trial within twenty-four (24) months of
the commencement of the Phase ITT Tnal;

to the extent that Company or 1ts Sublicensee 15 seeking approval for the Licensed
Product as a drug, file the first application for NDA for a Licensed Product m the
Umnated States within nine (9) months of Successful Outcome.

achieve the First Commercial Sale i the Umnited States wathun twelve (12) months
of obtaining the final approval by the FDA of the NDA for a Licensed Product in
the United States.

If Licensor terminates this Agreement under any of the provisions set out above in this
Section 11.6.1. the Company shall transfer the Data to Licensor free of charge.

11.6.2 The timelines and termination right described in Article 11.6.1 are subject to the
following provisions:

11621

116.22

For the avoidance of doubt, the fimelines and ternunation right under Article
11.6.1 apply only with respect to the first Licensed Product for which the
Company seeks regulatory approval in the Umnited States. To the extent the
Company secks regulatory approval for any additional Licensed Products and/or
seeks regulatory approval in Canada, Licensor shall mot have any nght to
termmnate this Agreement on the basis of delays associated with such activities.

The tmelines specified in Article 11.6.1 are based on the following assumptions:

(€3] the documentation regarding the Licensed Product provided to Company
by the Licensor will be deemed sufficient by the FDA for filing an IND
for the Licensed Product, and proceeding directly to Phase I Trials,
without any matenial supplement or change;

(11) the FDA will allow any required toxicology studies to be conducted tn
parallel with the Phase III Tnal (as opposed to prior to begmmng the
Phase III Trial):

(111)  no additional non-clinical studies (i.e., other than those studies that have
already been conducted by Licensor prior to the Effective Date) are
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required by the FDA with respect to the Licensed Product duning the
climeal development program:

(tv)  the FDA will not require any additional pre-clinical studies, toxicology
studies (other than as described in clause (u) above), pharmacology
studies. CMC data, formulation or climcal supplies production activities
to be completed to support the Phase ITI Trial: and

) no safety, toxicity, technical or other issues will arise duning the conduct
of any studies relating to the Licensed Product.

11.623 The penods specified i Article 11.6.1 above shall be extended after consultation

1163

with Licensor and the parties’ mutual agreement as to the length of the each
extension (such agreement not to be unreasonably withheld), to the extent that
delay 1s incurred on account of: (1) the failure of any of the assumptions listed in
Article 11622 above. (ii) any reasons outside the reasonable control of the
Company including any delays caused by Competent Authorities or any
requirement to conduct further clinical studies of the Licensed Product or (u1) any
failure of Thornton & Ross to supply GMP-compliant quantities of the Licensed
Product for use in clinical trials and/or for commercial sale.

Licensor shall be entitled to termunate this Agreement upon written notice to the
Company 1f the Company (or any of its Affilhates or Sublicensees) commences any
litigation challenging the validity or enforceability of any of the Patent Rights.

11.7  Consequences of Termination

Upon the early termunation of this Agreement by either party, the following shall occur:

11.71

11.7.2

Subject to Article 11.7.2, the Company and irs Affiliates (as the case may be) shall
have no right to practice within the Patent Rights or use any of the Patent Rights and
Know-how. and all rights. title or interest in. or other incidents of ownership under.
the Patent Rights and Know-how shall revert to and become the sole property of
Licensor, and the licenses granted under Article 2.1 shall automatically terminate.

MNotwithstandmg Article 11.7.1. of this Apreement 15 termunated other than pursuant to
Article 11.5. the Company and 1ts Affiliates may. after the effective date of such
termination and continuing for a period not to exceed twelve (12) months thereafter,
sell all completed Licensed Products, and complete (or have completed) any Licensed
Products in the process of manufacture at the time of such termination and sell the
same, provided that the Company:

(a) notifies Licensor of its decision within thuty (30) days after the date 1t
receives a notice of termunation by Licensor or the date it provides a notice of
termination to Licensor, as the case may be;

(b) pays of cause 10 be paid to Licensor the royaltes and other payments thereon
as required by Article 6 of this Agreement: and

(c) submits the reports required by Article 7 hereof.
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11.73 If the Company does not elect pursuant to Article 11.7.2 to sell-off or distribute, as
applicable, any emisting mventory of Licensed Product. the Company shall at
Licensor’s election, either:

(a) sell all existing imventory of Licensed Product to Licensor at fair market
value: or

(b) destroy all remaining inventory of Licensed Product in accordance with
Applicable Laws and provide Licensor with wntten proof of destruction
sufficient to comply with Applicable Laws.

11.74 Notwithstanding anything to the contrary, each sublicense granted under this
Agreement by the Company or its Affiliates to a Sublicensee shall, to the extent not
imposing obligations on Licensor in excess of those contained herein, survive such
termination and be automatically assigned to Licensor as provided for in Article 2, in
order to provide for the applicable Sub licensees” continued enjoyment of their rights
under such sublicenses.

11.8  Partial Termination

Upon the early termination of thus Agreement by either party 1n respect of a country. the terms of Article
11.7 shall apply in respect of such country.

11.9  Survival

Upon termination of this Agreement for any reason, nothing herem shall be construed to release either
party from any obligation that matured prior to the effective date of such termination. or such party’s
obligations under Articles 6 and 7, and the following provisions shall survive such termination: Articles
7.3. 9 (with respect to mfungement cccurming prior to such termmation), 10, 11, 13, 14, 15, and 16.

Article 12 Representations and Warranties
12.1 Licensor Warranties

For the avoidance of doubt, all references to Licensor in this Section 12.1 shall mean Thomton & Ross
and/or Kerris. as the context requires. Thormton & Ross and Kerns (jowntly and severally) each represents
and warrants that:

12,11 Licensor owns all nght, title, and interest in and to, or has an exclusive license under
the Durnunster Apgreement to, the Patent Rights and Know-how, free and clear of all
liens, charges, encumbrances or other restnctions or linutations of any kind
whatsoever, except for those restrictions that are expressly set forth in the Durnunster
Agreement. none of which conflict with the terms and conditions of this Agreement.
Licensor has licensed sufficient rights to the Patent Rights and Know-how under the
Durminster Agreement for it to grant the nghts (including, but not limited to. the
exclustve license to the Patent Rights and Know-How) granted hereunder to the
Company.

1212 There are no licenses. options, restrictions, liens, nights of third parties, disputes.

royalty obligations, proceedings or claims relating to, affecting. or limiting Licensor’s
rights or the nghts of the Company under this Agreement, or which may lead to a
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1213

12.14

1215

1216

12.1.7

12.1:8

clamm of mfrmgement by or invalidity regarding, any part or all of the Patent Rights or
Know-how or their use.

There 1s no claim, pending or threatened, of nfringement, interference or mvaldity
regarding any part or all of the Patent Rights or Know-how or their use.

The US and foreign patent applications and patents itemized on Schedule 1.21 set
forth all of the patents and patent applications owned by or licensed to Licensor or any
of 1ts Affiliates relating to the Licensed Products in respect of the Temitory (including,
but not lunited to. the manufacture, formulation, composition or use thereof) on the
date of this Agreement.

There are no mventors of Patent Rights other than those listed as inventors on
applications filed for such Patent Rights.

The development of the Patent Rights. and Know-how were not supported 1 whole or
part by funding or grants by any governmental agency or philanthropic or charitable
ofganization.

Thomton & Ross 1s a company duly orgamzed, vahidly existing and 1n good standing
under the laws of England. Kerris 15 a company duly orgamized, validly existing and
1 good standing under the laws of Luxembourg. The Licensor has the requisite
power and authority to execute and deliver this Agreement and to consmmmate the
transactions contemplated hereby. The execution and delivery of this Agreement and
the performance and consummation of the transactions contemplated hereby by the
Licensor have been duly authorized by all necessary action on the part of the Licensor.
This Agreement has been duly executed and delivered by the Licensor and. subject to
the due authorization, execution and delivery of this Agreements by the Company,
this Agreement constitutes a valid and binding obligation of the Licensor. enforceable
against the Licensor in accordance with its terms, except as such enforcement may be
affected by bankruptcy, reorganization. insolvency, moratonum or smmlar laws
affecting creditor’s nghts generally and except for general principles of equity.

The execution and delivery of this Agreement does not. the consummation of the
transactions contemplated hereby, and the performance of Licensor’s obligations
hereunder will not, (1) conflict with, or result mn any violation or breach of any
provision of the organizational documents of the Licensor, (i1) so far as Licensor 1s
aware conflict with or violate any applicable foreign, Federal, state and local statutes,
judgments, decrees. laws, ordinances. rules, regulations, injunctions and orders
(“Laws™) of any U.S. Federal state. foreign or local government or any court,
tribunal, administrative agency or comission or other governmental or regulatory
authority. body or agency, including any self-regulatory organization (“Governmental
Authorities™) applicable to the Licensor or any of its assets or operations or any permit
applicable to the Licensor or (iii) result i (x) any violation or breach of. constitute
(with or without notice or lapse of time or both) a default under or conflict with (or
give rise to a right of fermination, amendment, cancellation or acceleration of any
material obligation or loss of any benefit under) the provisions of any lease, contract
or other agreement to which the Licensor is a party or by which it or any of its
properties or assets 15 otherwise bound or (¥) the imposition of any lien, pledge,
hypothecation, mortgage, security interest, claun, lease, charge, option. night of first
refusal or first offer, easement, servitude, transfer restriction, voting requirement or
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12.19

12.1.10

12111

any other encumbrance, restriction or liumitation on any of the properties or assets of
the Licensor.

No consent. approval or authonzation of, or declaration or filng with, any
Governmental Authority or other Third Party (a “Consent™) is required on the part of
the Licensor in connection with its execution, delivery, and performance of this
Agreement or the consummation of the transactions contemplated hereby.

No written communication has been recerved by the Licensor. and no investigation.
regulatory enforcement action (including seizure. myunction, civil penalty or coimunal
action) or any relared Governmental Authority review is of, in respect of any Licensed
Product. to the knowledge of the Licensor, was at any time pending or is threatened by
any Governmental Authority with respect to (1) any alleged or actual violation by the
Licensor of any permit, Law or other requirement of any Govemnmental Authority
relating to the operations conducted by the Licensor with respect to any Licensed
Product or (1) any alleged or actual failure to have or mamntain m effect all pernuts
required in connection with the operations conducted by the Licensor with respect to
any Licensed Product. The Licensor has not recetved from the FDA. the US. Dug
Enforcement Admumstration (“DEA™), or any stmular state. local, federal. or foreign
Governmental Authonity any written notice regarding the approvability or approval of
any of the Licensed Products. No Licensed Product has been withdrawn, suspended
or discontinued by the Licensor as a result of any action by the FDA, the DEA or any
similar state, local, federal, or foreign Governmental Authority, either within or
outside the U.S. (whether voluntarily or otherwise). With respect to any Licensed
Products, no officer. employee or, to the knowledge of the Licensor, agent of the
Licensor has made any untrue statement of a material fact or a fraudulent statement to
the FDA, DEA or any sinmlar state. local. federal, or foreign Governmental Authority.
failed to disclose any material fact required to be disclosed to the FDA. the DEA or
any stmular state, local, federal, or foreign Governmental Authority. or committed an
act, made a statement or failed to make a statement that, at the time such act.
statement or omussion was made, could reasonably be expected to provide a basis for
the FDA, the DEA or any sinular state, local, federal or foreign Governmental
Authonty to invoke the FDA's policy respecting “Fraud, Unfrue Statements of
Matenal Facts, Bubery. and [llegal Gratuities™ set forth m 56 Fed. Reg 46191
(September 10, 1991) or any similar policy, nor has any director. officer. employee or,
to the knowledge of the Licensor. agent of the Licensor been convicted of any crime
or engaged in any conduct for which debarment is mandated by 21 US.C. Article
335a(a) (or any sumlar Law) or authorized by 21 US.C. Article 335a(b) (or any
stmlar Law).

Except as set forth i Schedule 12.1.11 as of the Effective Date there are no suits or
actions, admunistrative, arbitration or other proceedings. or governmental
mnvestigations pending or, to the knowledge of the Licensor. threatened against or
affecting the Licensor with respect to Licensed Products or the Patent Rights No
Entity has notified the Licensor in writing of any matenal claim against the Licensor
allezing any personal property or economuc myury. loss or damage ncurred as a result
of or relatmg to the use of any Licensed Products. There 1s no judgment, order.
ijuncrion, decree, writ or award against the Licensor that is not satsfied and remains
outstanding with respect to Patent Rights or any Licensed Product.
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12:1:12

12113

12.1.14

12.1.15

12.1.16

12117

Schedule 12.1.12 hereto sets forth a true and complete list of each matenal hcense,
contract or other agreements (together with cerfamn other agreements and any
amendments to any of the foregomg) to which the Licensor 15 a party or by or to
which any property of the Licensor 15 otherwise bound or subject that relates to the
Licensed Products or the Patent Rights, mcluding but not limited to the Durminster
Agreement (collectively, the “Matertal Apreements™). True and complete copies of
all Material Agreements have been previously delivered to the Company. Each of the
Matenial Agreements 1s valid. binding and 1n full force and effect, and enforceable by
the Licensor. or has expired, in each case in accordance with 115 respective terms. No
Person (other than the Licensor) that is a party to any Material Agreement or is
otherwise bound thereby is, to the knowledge of the Licensor. in default or breach
thereof and, to the Licensor’s knowledge, no event, condition of act exists that, with
the giving of notice or the lapse of time or both, would give rise to such a default or
breach thereof or a night of cancellation by the Licensor thereunder. The Licensor is
not 1 default or breach mn any matenial respect of any of the Material Agreements and,
to the knowledge of the Licensor, no event, condition or act exists that. with the
grving of notice or the lapse of time or both, would give rise to a default or breach by
the Licensor thereof or a right of cancellation thereunder by any other party thereto.

To the knowledge of the Licensor. none of the Patent Rights or Licensed Products, nor
the practice, development. use. manufacture. sale. or mmport of any of the foregoing.
infringes or conflicts in any material respect with (and the Licensor has not recerved
any notice of infrincement of or conflict with) any license. patent. copyright,
trademark, service mark or other intellectual property right of any Third Party and, to
the knowledge of the Licensor. there has not been and is not cumrently any
nfr t or unauthonized use by any Third Party of any of the Patent Raghts,
Know-how, or Licensed Products. The validity or enforceability of any of the Patent
Rughts and or the title of the Licensor thereto has not been questioned in any litipation,
governmental inquiry or proceeding to which the Licensor 1s a party and, to the
knowledge of the Licensor. no such litigation, governmental inquiry or proceeding is
threatened.

To the knowledge of the Licensor. the Licensor and its licensors have taken all
reasonable actions necessary or appropriate to preserve the confidentiality of all trade
secrets, proprietary and other confidential information material to the Licensed
Products, Know-how. and Patent Righrs.

Licensor is not aware of any Third Party activities which would constitute
misappropriation or infningement of the Patent Rights.

Licensor owns all right, title, and interest to the Licensor IND(s) (if any) free and clear
of all hens, claims, and encumbrances, the Licensor IND(s) constitute the only INDs
or regulatory filings of any kind conceming any Licensed Product, and there are no
Governmental Approvals in place or effective 1 any junsdiction with respect to any
Licensed Product.

Schedule 12.1.17 contans a complete and accurate list of any and all regulatory
approvals and filings for regulatory approval, worldwide, with respect to any Licensed
Products (the “Worldwide Regulatory Filings and Approvals™). Licensor represents
that 1t has provided Company with copies of all correspondence with the
Govemnmental Authority with respect to each of the Worldwide Regulatory Filings
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and Approvals, as well as all other data and information of which Licensor is aware
that would reasonably be expected to be material to the safety or efficacy of the
Licensed Product.

12.2  Company Warranties

The Company represents and warrants that:

1221

The Company 1s a2 corporation duly orgamzed, validly existing and in good standing
under the laws of Delaware. The Company has the requisite power and authority to
execute and deliver this Apreement and to consummate the transactions contemplated
hereby. The execution and delivery of this Agreement and the performance and
consummation of the transactions contemplated hereby by the Company have been duly
authorized by all necessary action on the part of the Company. This Agreement has been
duly execured and delivered by the Company and. subject to the due authorization.
execunion and delivery of this Agreements by the Licensor, this Agreement constitutes a
valid and binding obligation of the Company. enforceable against the Company in
accordance with its terms, except as such enforcement may be affected by bankruptey,
reorganization, insolvency. moratorium or sinular laws affecting creditor’s rights
generally and except for general principles of equuty.

The execution and delivery of this Apreement does not, the consummation of the
transactions contemplated hereby. and the performance of Company’'s obligations
hereunder will not. (1) conflict with. or result in any violation or breach of any proviston
of the orgamzational documents of the Company. (1) so far as the Company 15 aware
conflict with or violate any applicable Laws of any Governmental Authorities applicable
to the Company or any of its assets or operations or any pernut applicable to the
Company or (ui) result in (x) any violation or breach of constitute (with or without
notice or lapse of time or both) a default under or conflict with (or give rise to a right of
termination, amendment, cancellation or acceleration of any material obligation or loss of
any benefit under) the provisions of any lease. contract or other agreement to which the
Company 15 a party or by which it or any of its properties or assets is otherwise bound or
(v) the imposition of any lien. pledge, hypothecation. mortgage, security interest, claim,
lease, charge, option. night of first refusal or first offer. easement. servitude. transfer
restriction. voting requirement or any other encumbrance, restriction or limitation on any
of the properties or assets of the Company.

No Consent 1s required on the part of the Company in connection with 1ts execution,
delivery, and performance of this Agreement or the consummation of the transactions
contemplated hereby.

Except as set forth on Schedule 12.2.4, as of the Effective Date: (1) there are no suits or
actions, adminstrative, arbitration or other proceedings, or governmental investigations
pending or, to the knowledge of the Company. threatened against or affecting the
Company. (i) no Entity has notified the Company in writing of any material claim
against the Company alleging any personal property or economic mnjury. loss or damage
mcurred as a result of relating any action by the Company and (1) there 15 no judgment,
order. mjunction. decree, wnt or award agamst the Company that 1s not sansfied and
remans outstanding with respect to any matter affecting the Company. the Patent Rights,
or any Licensed Product.
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12.2.5 Company is not bound by any non-competition covenant or other agreement contaimng

restrictions on Company which would reasonably be expected to have a material adverse
affect on the ability of Company to perform its obligations under this Agreement.

1226 To the actual knowledge of the Company, the sale in the Territory of the Licensed

Product (in the form iitially contemplated by the Company as of the Effective Date).
does not mfninge any third party patent 1ssued m the Temtory as of the Effectrve Date.

No Impairment

Each party hereby covenants and agrees with the other that, durimg the Term. 1t will not. by act or failure
to act, impair or otherwise adversely affect. or cause any occurrence which would reasonably anticipated
to impair or otherwise adversely affect. the nights of the other under this Agreement or ability of the other
party to freely exercise such rights.

131

Article 13 Limitation of Liability, Indemnity

NO IMPLIED WARRANTIES

13.11

1312

Indemnity

1321

EXCEPT AS SET FORTH IN ARTICLE 12, NEITHER PARTY MAKES AND
EXPRESSLY DISCLAIMS ALL REPRESENTATIONS AND WARRANTIES OF
ANY KIND. EITHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED
TO. WARRANTY OF MERCHANTARBILITY. FITNESS FOR A PARTICULAR
PURPOSE, AND VALIDITY OF PATENTED RIGHTS CLAIMS, ISSUED OR
PENDING.

EXCEPT AS SET FORTH IN ARTICLE 12, NOTHING HEREIN SHALL BE
CONSTRUED AS A REPRESENTATION OR WARRANTY BY EITHER PARTY
TO THE OTHER PARTY THAT THE PATENT RIGHTS AND KNOW-HOW ARE
NOT INFRINGED BY ANY THIRD PARTY, OR THAT THE PRACTICE OF
SUCH RIGHTS DOES NOT INFRINGE ANY INTELLECTUAL PROPERTY
RIGHTS OF ANY THIRD PARTY.

The Company agrees to defend, indemnify and hold harmless Licensor. its Affiliates,
and each of their respective directors, employees and officers (collectively, the
“Licensor Indemmitees™) from and against all liability. demands, damages, costs and
expenses (including without limitation, reasonable legal fees and expenses) and
losses (collectively, “Losses™) in connection with any third party claim ansing out of
or relating to: (1) any breach of this Agreement by Company, (1) neghgence. willful
nusconduct, or failure to comply with Applicable Laws by any Company Indemnites
in connection with this Agreement or (11) any Company Indemmitee’s use.
manufacture, sale, or other disposition of Licensed Products under the terms of this
Agreement (mcluding. but not limited to. any claims for personal injury or property
damage arising from the use thereof); in each of the foregoing cases to the extent: (1)
not resulting from any Licensor Indemnitee’s breach of this Agreement, negligence,
willful misconduct, or failure to comply with Applicable Laws and/or (1) not covered
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13.22

1323

by any indemmity provided to Company by a Licensor Indemmitee pursuant to a
separate agreement.

Licensor agrees to defend. indemmify and hold harmless the Company and its
Affiliates and each of their respective directors, employees, and officers (collectively,
the “Company Indemnitees™) from and against all Losses in connection with any third
party claim arising out of or relating to: (i) any breach of this Agreement by Licensor,
(ii) negligence. willful misconduct, or failure to comply with Applicable Laws by any
Licensor Indemmitee in connection with this Agreement, (1ii) any Licensed Products
sold by Licensor or any of its sublicensees or distributors following any termination of
this Agreement, including, but not limited to. any claims for personal mjury or
property damage arising from the use thereof or (1) any claims by any Sublicensees
under any sublicense agreement assigned to Licensor followmng any termunation of
this Agreement, to the extent such claim relates to the period following the date of
such termunation.

In the event that either party intends to seek indemnification for any claim under
Article 13.2.1 or 13.2.2, 1t shall inform the other party of the claim promptly after
receiving notice of the clamm.

In the case of a claim for which Licensor seeks mndemnification under Article 13.2.1,
Licensor shall permit the Company to direct and control the defense of the claim and
shall provide such reasonable assistance as is reasonably requested by the Company
(at the Company’s cost) 1 the defense of the claim provided that nothing in this
Article 13.2.3 shall permut the Company to make any adnussion on behalf of Licensor.
or to settle any claim or litigation which would impose any financial obligations on
Licensor without the prmor wrtten consent of Licensor. such consent not to be
unreasonably withheld or delayed.

In the case of a clasm for which the Company seeks mdemmification under Article
13.2.2, the Company shall permir Licensor to direct and control the defense of the
claim and shall provide such reasonable assistance as is reasonably requested by
Licensor (at Licensor’'s cost) in the defense of the claim, provided that nothing in this
Article 13.2 3 shall permit Licensor to make any admission on behalf of the Company,
or to settle any claim or litigation which would impose any financial obligations on
the Company without the prior written consent of the Company, such consent not to
be unreasonably withheld or delayed.

LIMITATION OF LIABILITY

EXCEPT WITH REGARD TO DAMAGES ARISING FOR INFRINGEMENT OF INTELLECTUAL
PROPERTY RIGHTS. BREACHES OF ARTICLE 143 OR 15. AND ANY DUTY TO INDEMNIFY
FOR SPECTAL. PUNITIVE, INDIRECT. INCIDENTAL OR. CONSEQUENTIAL DAMAGES UNDER
ARTICLE 13.2.1 OR 13.2.2, IN NO EVENT SHALL EITHER PARTY OR THEIR AFFILIATES BE
LIABLE FOR SPECIAL. PUNITIVE, INDIRECT, INCIDENTAL OR CONSEQUENTIAL
DAMAGES. WHETHER BASED ON CONTRACT, TORT OR. ANY OTHER LEGAL THEORY AND
IRRESPECTIVE OF WHETHER SUCH PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF
ANY SUCH LOSS OR. DAMAGE.

Article 14 Use of Names and Publication
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141 Use of Name

Nothing contamned in this Agreement shall be construed as granting any nght to the Company or ifs
Affiliates to use in advertising, publicity. or other promotional activities any name, trade name,
trademark. or other designation of Licensor or any of its units (including contraction, abbreviation or
simulation of any of the foregoing) without the prior, wrtten consent of Licensor; provided that Company
may identify Licensor as the licensor under this Agreement without such consent to actual or potential
nvestors, nvestment bankers. acquirers. acquisition targets. and strategic partners, and where the use of
such names may be required by Applicable Law.

14.2  No Agency

Nothing herein shall be deemed to establish a relationship of principal and agent between Licensor and
the Company, nor any of their agents or employees for any purpose whatsoever. This Agreement shall not
be construed as creating a partnership between the Licensor and the Company, or as creating any other
form of legal association or amrangement, wluch would impose hability upon one party for the act or
failure to act of the other party.

14.3  Publication

In the event that Licensor or any Affiliate, employee, officer, director, or shareholder thereof desires to
publish or disclose. by written, oral or other presentation, any information included in the Patent Rights,
Know-how, or any material information related thereto, Licensor shall provide the Company with a copy
of the proposed publication. presentation, or disclosure at least sixty (60) davs prior to its submussion for
presentation, publication. or disclosure. The Company may request that Licensor, no later than sty (60)
days following the receipt of such proposed publication, presentation, or disclosure, (1) delay such
presentation, publication or disclosute for up to an additional ninety (90) days in order to enable the
Company to file, or have filed on their behalf, a patent application, copyright or other appropriate form of
intellectual property protection related to the information to be disclosed or request that Licensor do so,
(11) remove the Company’s Confidential Information from such presentation. publication or disclosure,
and/or (111) make any other reasonable changes to such proposed publication, presentation. or disclosure,
as applicable. Upon recept of such request, Licensor shall (1) arrange for a delay of such presentation,
publication or disclosure until such time as the Company or Licensor have filed. or had filed on its behalf.
such patent application. copyright or other appropriate form of intellectual property protection in form
and in substance reasonably satisfactory to the Company and Licensor, (i) remove the Company’s
Confidential Information from such presentation, publication or disclosure, and/or (1) reasonably
consider any other reasonable changes proposed by the Company. If Licensor does not receive any
request from the Company to delay such presentation, publication or disclosure, Licensor may submit
such material for presentation, publication or other form of disclosure, subject to Licensor’s obligations
under Article 15

Article 15 Confidentiality
15.1  Confidentiality and Non-Use

Any propnetary or confidential information relating to the Technology, Patent Rights, Know-how
(meluding but not hmuted to patent prosecution documents relating to Patent Rights). reports and records
provided under Article 7, and any other reasonably confidential or proprietary information concerning a
party’s business or technology disclosed to the other party under this Agreement collectively constitute
the “Confidential Information ™ Neither party will use the Confidential Information for any purpose
unrelated to the exercise of therr rights or fulfillment of their obligations under this Agreement, and wall
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hold it in confidence during the Term and for a period of five (5) years after the termination or expiration
date of this Agreement. Each party shall exercise with respect to such the Confidential Information the
same degree of care as the party exercises with respect to 1ts own confidential or proprietary nformation
of a stmilar nature, but m no event less than reasonable care, and shall not disclose 1t or permt its
disclosure to any Third Party (except to those of its employees, consultants, or agents who are bound by a
substantially similar obligation of confidentiality of this Agreement). However. such undertaking of
confidentiality shall not apply to any information or data which:

1511 The recerving party receives without obligation of confidentiality at any time from a
third-party lawfully in possession of same and having the right to disclose same;

15.1.2 15, as of the date of this Agreement, m the public domam. or subsequently enters the
public domam through no fault of the recerving party:

1513 15 independently developed by the receiving party as demonstrated by written
evidence without reference to or benefit of information disclosed to the receiving
party by the disclosing party:

15.1.4 15 disclosed pursuant to the prior written approval of the disclosing party; or

15.1.5 15 required to be disclosed pursuant to Applicable Law or legal process (including,
without limutation. to a governmental authority) provided that recipient will (1) give
prior written notice of such required disclosure to the other party. to the extent
reasonably practicable, (i) give reasonable assistance to the other party. as requested
thereby, seeking confidential or protective treatment thereof, and (11) only disclose
such Confidential Information to the extent required by such Applicable Law or legal
process

15.2  Limited Disclosure by Licensor

Licensor acknowledges and agrees that the Know-how licensed to the Company has value to the
Company in betng maintained as confidential. Therefore, Licensor shall not disclose the Know-how to
any Third Party (1) for use in the Territory without the Company’s prior written consent or (ii) for use
outside the Territory other than to recipients who have agreed in writing with Company to maintain the
confidentiality of such Know-how.

153  Material Non-Public Information

The Licensor understands that it 1s the intent of the Company to register its capital stock on a national
secunties exchange, on the National Association of Securities Dealers, Inc. Automated Quotation System
(collectively “NASDAQ™), or the Over The Counter Bulletm Board and accordingly, the Licensor
understands that confidential information provided to it by the Company pursuant to the terms of this
Agreement may constitute “material non-public information” concerning the Company.

Article 16 Miscellaneous Provisions
16.1  Assignment
This Agreement and the rights and duties appertaining hereto may not be assigned by either party without

first obtammng the written consent of the other party, which consent shall not be unreasonably withheld.
Any such purported assignment without the written consent of the other party shall be null and of no
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effect. Notwithstanding the foregoing, either party (the “Assigning Party””) may assign this Agreement
without the consent of the other party (1) to a purchaser, merging. or consolidating corporation, or
acquirer of all or substantially all of the Assigning Party’s assets or business (or that portion thereof to
which this Agreement relates) and/or pursuant to any reorganization of the Assigning Party or (i) to an
Affiliate of the Assigning Party.

16.2 Binding Nature and Inurement

This Agreement will not be binding upon the parties until it has been signed below on behalf of each
party. 1 which event, 1t shall be effective as of the Effective Date. As of the Effective Date. this
Agreement 15 binding upon and mures to the benefit of the parties and their respective permutted
successors and assigns.

16.3  Counterparts; Facsimile

This Agreement may be executed n two or more counterparts, each of which shall be deemed an origmal.
but all of which together shall constitute one and the same instrument. This Agreement may be signed and
delivered to the other party by facsimule signature; such transmussion will be deemed a vahd signature.

16.4 Entire Agreement: Amendment

The parties hereto acknowledge that this Agreement. mcludmg the Exlubits, Schedules and documents
incorporated by reference, sets forth the entire agreement and understanding of the parties hereto as to the
subject matter hereof. and shall not be subject to any change of modification except by the execution of a
written instrument subscribed to by the parties hereto and shall supersede all previous communications,
representations or understandings, either oral or written, between the parties relating to the subject matter
hereof. No subsequent alteration. amendment, change or addition to this Agreement shall be binding upen
the parties hereto unless reduced to writing and signed by the respective authonized officers of the parties

16.5 Force Majeure

Neither party 1s responsible for delays resulting from causes beyond its reasonable control, including
without limitation fire, explosion, flood, war, strike, or riot. provided that the nonperforming party uses
commercially reasonable efforts to avoid or remove those causes of nonpedformance and continues
performance under this Agreement with reasonable dispatch whenever the causes are removed.

16.6  Further Assurances

From time to time during the Term, at the request of etther party. the other party shall execute and deliver
such documents and take such other action as the requesting party may reasonably request to consummate
more effectively the transactions contemplated hereby.

16.7 Headings

The headings of the several articles are inserted for convenience of reference only and are not intended to
be a part of or to affect the meamng or interpretation of this Agreement.

16.8 Law
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This Agreement. and any and all disputes directly or indirectly ansing from or relating to this Agreement.
shall be construed, govemed. interpreted and applied in accordance with the laws of the State of New
York, without regard to pninciples of conflicts of laws.

16.2 Payments, Notices and Other Communications

Any payment, notice or other communication required or permutted to be given pursuant to this
Agreement shall be m wrting and sent by certified first class mail, postage prepaid. by hand delivery or
by facsimile if confirmed in writing. in each case effective upon receipt. at the addresses below or as
otherwise designated by written notice given to the other party:

In the case of Licensor:

Thomton & Ross Limited
Linthwaite

Huddersfield

HD7 5QH

Atin: Chairman

Tel. No: +44 (0) 01484 842217
Fax No+44 (0) 01484 847201

With a copy to: Kuit Stemart Levy
3 St Mary's Parsonage
Manchester M3 2RD
United Kingdom

And with a courtesy copy to (which copy shall not be required 1n order to give effective notice):
Kernis S.A, 127 rue de Miihlenbach. L - 2168 Luxembourg

Tel. No: +44 (0) 1534 767 777
Fax No+44 (0) 1534 618 617

In the case of the Company:

Manhattan Pharmaceuticals, Inc.
210 Seventh Avenue, 4® Floor
New York. New York 10019
USA

Attn: President

Tel: (212) 582-3350

Fax: (212) 582-3957

16.10 Payment of Own Fees and Expenses
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Each of the Company and Licensor shall be responsible for their own expenses relating to the preparation
and consummation of this Agreement and, except as specified herein, the agreements and transactions
contemplated hereby.

16.11 Severability

The provisions of this Agreement are severable, and in the event that any provision of this Agreement
shall be determined ro be invalid or unenforceable under any controlling body of law, such invalidity or
unenforceability shall not in any way affect the validity or enforceability of the remaining provisions
hereof

16.12 Waiver

The failure of erther party to assert a right hereunder or to insist upon compliance wath any term or
condition of this Agreement shall not constitute a waiver of that night or excuse a similar subsequent
failure to perform any such term or condition by the other party. Any waiver of any rights or failure to act
in a specific instance relates only to that instance and 1s not an agreement to warve any rights or fail to act

in any other instance.

[Signature page to follow.]
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IN WITNESS WHEREOF. the parties hereto have executed this Agreement. m triplicate by proper
persons thereunto duly authorized.

THORNTON & ROSSLTD. MANHATTAN PHARMACEUTICALS, INC.
By: By:

Name: Name:

Title: Title:

Date: Date:

KERRIS, S.A.

Bw:

Name:

Title:

Date:
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Schedule 1.15: Licensor IND(s)

None.
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Schedule 1.21: Patent Rights

USA Patent Application No. 11/705,389 a divistonal application divided out of the oniginal application
No. 10/097.615 with the original application filing date.

Canadian Patent Application 2381106 filed on 12® September 2002.




Exhibit 6.7

FORM OF
SUBSCRIPTION AGREEMENT

This Subscription Agreement, dated . 20 (the “dgreement”), by and between
Manhattan Pharmaceuticals. Inc, a Delaware corporation having a place of business at 810 Seventh
Avenue, 4th Floor, New York, New York 10019 (the “Compam ™), and .a
duly incorporated under the laws of and having a place of business at (the
“Subscriber™).

WHEREAS. on . 2007. Subscriber, and the Company entered into an Exclusive
License Agreement for “Hednn™ (the “License dgreement”), and the shares of common stock being
1ssued hereby are being 1ssued pursuant to Section 6.7 of the License Agreement in full satisfaction of a
milestone payment eamed by Subscriber pursuant to the subsection of Section 6.6.1 of the License
Apgreement described in Section 1 hereof

NOW THEREFORE, in consideration of the premises and the mutual covenants and agreements
contamed herein, and for other good and valuable consideration. the recetpt and sufficiency of winch 1s
hereby acknowledged, each of the parties hereto agrees as follows:

Section 1. Issuance of Common Stock.

Pursuant to Section 6.6.1 of the License Agreement. and in full satisfaction of the milestone
payment described in that subsection, the Company hereby sells, assigns, transfers. conveys and agrees to
deliver to Subscriber seventy-five thousand (75.000) shares of the Company’s common stock (the
“Shares™), and Subscriber hereby accepts such Shares.

Section 2. Subscriber Representations and Warranties.,
Subscriber hereby represents and warrants to the Company, as of the date hereof, as follows:

(a) Orgamization. Authontv. Enforceability.  Subscriber is a company duly
organized, validly existing and in good standing under the laws of England. Subscriber has the requisite
power and authority to execute and deliver this Agreement and to consummate the transactions
contemplated hereby. The execution and delivery of this Agreement and the performance and
consummation of the transactions comtemplated hereby by Subscriber have been duly authonized by all
necessary action on the part of Subscriber. This Agreement has been duly executed and delivered by
Subscriber and, subject to the due authomzation. execution and delivery of this Agreement by the
Company, this Agreement constitutes a valid and binding obligation of Subscriber, enforceable against
Subscriber 1n accordance with 1ts terms. except as such enforcement may be affected by bankruptey.
reorganization, insolvency, moratorium or similar laws affecting creditor’s nghts generally and except for
general principles of equity.

(b) Purchase Entuely for Own Account The Shares acquired by Subscriber
hereunder are being acquired for investment for Subscriber’s own account, not as a nominee or agent, and
not with a view to the resale or distibution of any part thereof. Subscriber has no present mtention of
selling, granting any parmicipation in. or otherwise distributing the same. Subscriber does not presently




have any contract, undertaking, agreement or arrangement with any person or entity to sell, transfer or
grant participations to such person or entity or to any third party. with respect to any of the Shares.
Subscriber has not been formed for the specific purpose of acquiring the Shares.

(c) Dusclosure of Information  Subsenber hereby acknowledges that 1t has
been furnished with, or has had an opportumty to acquire and carefully review, (1) the Company’s most
recently filed Annual Report on Form 10-KSB or 10-K (the “10-KSB™), (1) the Company’s Quarterly
Reports on Form 10-QSB or 10-Q for the quarters ended after the date of the latest 10-KSB (the “]0-
@S5Bs™), (u1) the Company’s Current Reports on Form 8-K filed with the U.S. Secunties and Exchange
Commission (“SEC™) followmng the date of the latest 10-QSB, (iv) such other reports on filed by the
Company with the SEC subsequent to the date of the 10-KSB. Subscrber further represents that
Subscriber has been furmished by the Company during the course of this transaction with all information
regarding the Company which Subscriber, his. her or 15 investment advisor, attorney and/or accountant
has requested or desired to know, has been afforded the opportunity to ask questions of and recerve
answers from duly authorized officers or other representatives of the Company concerning the Company.
and has recerved any additional information which the Subscniber has requested.

(d) Restricted Securities.  Subscriber understands that Rule 144 promulgated under
the U.S. Securities Act of 1933, as amended (the “Secirities def”) requuires, among other conditions, a
mnimum holding period of one-vear prior to the resale (m limited amounts) of securities acquired in a
non-public offering without having to satisfy the registration requirements under the Securities Act.
Subscriber understands that the Shares have not been, and will not be, registered under the Secunties Act
or any state securities or “blue sky”” law by reason of a specific exemption from the registration provisions
of that act which depends upon. among other things, the bona fide nature of the mvestment mtent and the
accuracy of the Subscriber’s representations as expressed heremn.  Subscriber understands that the Shares
are “restricted securities” under applicable US. federal and state securities laws and that, pursuant to
these laws. Subscriber must hold the Shares indefinitely unless they are registered with the U S. Securities
and Exchange Commission and qualified by state authorities, or an exemption from such registration and
qualification requirements is available. Subscriber acknowledges that the Company has no obligation to
register or qualify the Shares for resale. Subscriber further acknowledges that if an exemption from
registration or qualification 1s available. 1t may be conditioned on various requirements mcluding, but not
limited to, the time and manner of sale. the holding period for the secunities, and on requirements relating
to the Company which are outside of Subscriber’s control. and which the Company 1s under no obligation
and may not be able to satisfy.

(e) Mlhiquidity. Subscriber understands, acknowledges and agrees with the Company
that there can be no assurance that Subscober will be able to sell or dispose of the Shares. It is
understood that in order not to jeopardize the exempt status under Section 4(2) of the Securities Act. and
Regulation D promulgated thereunder. of the issuance of the Shares hereunder. any transferee may, ata
minimum, be required to fulfill the investor suitability requirements thereunder.

[§3] Legends Subscriber understands. acknowledges and agrees that the issuance of
the Shares hereunder has not been reviewed, recommended or endorsed by the SEC or any state securities
regulatory authority or other governmental body or agency, since the such issuance 1s intended to be
exempt from the registration requirements of Section 5 of the Secunties Act pursuant to Regulation D
pronulgated under the Securities Act. Subscriber understands that the Shares shall bear a “restricted
securities” legend similar to the following (and any other legend required by U.S. federal or state
securities laws):

“THE SHARES REPRESENTED BY THIS CERTIFICATE HAVE NOT BEEN REGISTERED
UNDER THE U.S. SECURITIES ACT OF 1933, AND HAVE BEEN ACQUIRED FOR INVESTMENT
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AND NOT WITH A VIEW TO, OR IN CONNECTION WITH. THE SALE OR DISTRIBUTION
THEREOF. NO SUCH TRANSFER MAY BE EFFECTED WITHOUT AN EFFECTIVE
REGISTRATION STATEMENT RELATED THERETO OR AN OPINION OF COUNSEL IN A FORM
SATISFACTORY TO THE COMPANY THAT SUCH REGISTRATION IS NOT REQUIRED UNDER
THE SECURITIES ACT OF 1933

(g) Accredited Investor. Subscriber is an accredited mvestor as defined in Rule
501(a) of Regulation D promulgated under the Securities Act.

No General Solicitation.  Subscriber represents that no Shares were offered or
sold to 1t by means of any form of general solicitation or general advertising, and in connection therewith
Subscriber did not: (A) receive or review any advertisement, article, notice or other communication
published 1n a newspaper or magazme or sumilar media or broadcast over television or radic whether
closed circuit, or generally available; or (B) attend any seminar meeting or industry investor conference
whose attendees were invited by any general solicitation or general advertising.

Section 3. Delveries Promptly after the Company’s receipt of the executed signature page
hereof, and the Company’s determination that the Company is required to deliver the Shares to satisfy the
mulestone payment referenced in Section 1 hereof, the Company shall deliver to Subscniber (1) an
executed counterpart of this Agreement and (1) a certificate representing the Shares registered in the
name of the Subscriber.

Section 4. Miscellanesus.

(a) This Agreement and any confroversy ansing, directly or indirectly. out of or
relating to this Agreement shall be govemed by and construed m accordance with the General
Corporation Law of the State of Delaware as to matters within the scope thereof, and as to all other
matters shall be governed by and construed in accordance with the mtemal laws of State of New York,
without regard to conflict of law principles that would result in the application of any law other than the
law of the State of New York. The parties hereto (1) hereby irrevocably and unconditionally submit to the
jurisdiction of the state courts of New York and to the jurisdiction of the United States District Court for
the Southern District of New York for the purpose of any suit, action or other proceeding arising out of or
based upon this Agreement. (i1) agree not to commence any suit, action or other proceeding ansing out of
or based upon this Agreement except i the state courts of New York or the United States District Court
for the Southern District of New York. and (111) hereby waive, and agree not to assert, by way of motion.
as a defense, or otherwise. 1n any such smt, action or proceeding, any claim that 1t 15 not subject
personally to the junisdiction of the above-named courts, that its property is exempt or mmune from
attachment or execution, that the suit, action or proceeding is brought in an inconvenient forum, that the
venue of the suit, action or proceeding 1s tmproper or that this Agreement or the subject matter hereof
may not be enforced 1n or by such court.

(b) Any notice or other communication required or penmitted to be given pursuant to
this Agreement shall be i wnting and sent by certified first class mail, postage prepaid. by hand delivery
or by facsimile if confirmed in writing, in each case effective upon receipt, at the addresses set forth in the
preamble hereof, or as otherwise designated by written notice given to the other party

() This Agreement constitutes the entire agreement between the parties hereto with

respect to the subject matter hereof and may be amended only by a writing executed by both parties
hereto.
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(d) This Agreement may be executed in counterparts, each of which shall be deemed
an original instrument, but all of which shall together constitute one and the same instrument.

[Signature Page Follows.]
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IN WITNESS WHEREOF, the parties hereto have executed this Subscription Agreement as of
the date first above written.

MANHATTAN PHARMACEUTICALS, INC.

By:

Name:

Title:

By:

Name:

Title:
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Schedule 12.1.11: Disclosed Claims Against Licensor

Two inecidents have been reported by Thornton & Ross to its msurers.
In October 2006 1t 1s alleged that after using Hednin a pirl lost some of her hair.
In April 2007 a boy was playing with a lighter after using Hedrin and allegedly set his hatr on fire.

In both cases Thomton & Ross 1s disputing that the incidents were caused by Hedrin. Thomton & Ross 1s
also disputing that the labelling and product information was incorrect.




Schedule 12.1.12: Material Agreements
New Patent Licence dated 25 May 2007 between-

(1) Durminster Limited

(2) Thomton & Ross Lumited and Kernis S.A.
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Schedule 12.1.17 Worldwide Regulatory Filings and Approvals

Medicine Licence

Country

Approval Date

United Kingdom

November 2005

Austnia Pending
Canada Pending

Israel Pending
Jamaica Pending
Portugal Pending

Spain (pediculicide) January 2007
Tunisia Pending
Ukraine Pending
Medical Device

Country Approval Date
Eire October 2003
Austria Tuly 2006
Belgium September 2006
Cyprus Pending

Czech Republic Pending
Denmark July 2006
Finland Tuly 2006
France May 2006
Germany Pending
Holland June 2006




Hungary Pending
Iceland Pending

Italy February 2007
Mangitius Pending
Norway Pending
Poland Pending
Sweden February 2007
Switzerland July 2006

Licensor can only provide copies of comrespondence in respect of application 1t has made m UK. and
Eire. Such copies are contained in the information sent to Manhattan 14" March 2007 as listed below:

s 000 M OV W W1
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CD — Hedrin Bible UK launch presentation

DVD — Hedrin Training Presentation

CD — Latest UK Launch update and examples of TV advertising

Presentation of examples of UK Promotional Material and Trade Print Advertising
Latest IRI Market Share Graphs

Accolades from UK Launch

Accolade from French Launch

Copy of article from BMI publication

Copy of Clinical Report by Ian Burgess comparing Hedrin with Derbac-M

. Copy of lan Burgess Ex-vivo Study of Hedrin in Malathion resistant lice
. CD — Copy of Hedrin Licence Dossier Modules 1 -5

Hedrin in Enrope

Updates/ Information available

1.

2.
3.

Licence vanation to amend the specification of the Dimeticone 100,000 to meet the requirements
of the Ph Eur. — Still pending

Licence vanation to change classification from P to GSL — Withdrawn 02.05.07.

Final report from the Medical Entomology Centre on “Activity of 4% Dimeticone lotion against
head lice and their eggs” — dated 29% May 2007




Schedule 12.2.4: Disclosed Claims Against Company

In February 2007, a former employee of the Company alleged an ownership interest m two of the
Company’s provisional patent applications. Also, withour articulating precise legal claims, the
former employee contends that the Company wrongfully characterized the former employee’s
separation from employment as a resignation instead of a disnussal in an effort to harm the former
employee’s immigration sponsorship efforts, and. further. to wrongfully deprive the former
employee of the former employee’s alleged rights in two of the Company’s provisional patent
apphications. The former employee 15 secking an unspecified amount m damages. The Company
refutes the former employee’s contentions and mntends to vigorously defend itself should the former
employee file claims against the Company.




EXHIBIT 31.1

CERTIFICATIONS

1, Douglas Abel, certify that:

1. T have reviewed this Quarterly Report on Form 10-Q of Manhattan Pharmaceuticals, Inc. (the “Registrant”);

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light of the circumstances under which such statements were
made, not misleading with respect to the period covered by this report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition, results of operations and cash flows of the Registrant as of, and
for, the periods presented in this report;

4. The Registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) for the Registrant and have:

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

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

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

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

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

(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the Registrant’s internal control over financial reporting.

Date: August 14, 2007 /s/ Douglas Abel

Douglas Abel
President and Chief Executive Officer




EXHIBIT 31.2

CERTIFICATIONS

1, Michael G. McGuinness, certify that:

1. T have reviewed this Quarterly Report on Form 10-Q of Manhattan Pharmaceuticals, Inc. (the “Registrant”);

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light of the circumstances under which such statements were
made, not misleading with respect to the period covered by this report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition, results of operations and cash flows of the Registrant as of, and
for, the periods presented in this report;

4. The Registrant's other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-15(e) for the Registrant and have:

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

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

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

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

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

(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the Registrant’s internal control over financial reporting.

Date: August 14, 2007 /s/ Douglas Abel

Michael G. McGuinness
Chief Financial Officer




EXHIBIT 32.1

CERTIFICATION
OF
CHIEF EXECUTIVE OFFICER AND CHIEF FINANCIAL OFFICER

Pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, each of the undersigned officers of Manhattan Pharmaceuticals, Inc. do hereby certify that, to the best of their
knowledge:

(a) the Quarterly Report on Form 10-Q of Manhattan Pharmaceuticals, Inc. for the quarter ended June 30, 2007 (the “Report”) fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act
of 1934; and
(b) information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of Manhattan Pharmaceuticals, Inc.
Date: August 14, 2007 /s/ Douglas Abel
Douglas Abel

President and Chief Executive Officer

Date: August 14, 2007 /s/ Michael G. McGuinness

Michael G. McGuinness
Chief Financial Officer




