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FORWARD-LOOKING STATEMENTS
 
Statements made in this Quarterly Report that are not statements of historical or current facts, such as those under the heading “Management’s Discussion and
Analysis of Financial Condition and Results of Operations,” are “forward-looking statements” within the meaning of the Private Securities Litigation Reform
Act of 1995. Forward-looking statements discuss our current expectations and projections relating to our financial condition, results of operations, plans,
objectives, future performance and business. These statements may be preceded by, followed by or include the words “aim,” “anticipate,” “believe,”
“estimate,” “expect,” “forecast,” “intend,” “outlook,” “plan,” “potential,” “project,” “projection,” “seek,” “may,” “could,” “would,” “will,” “should,” “can,”
“can have,” “likely,” the negatives thereof and other words and terms of similar meaning.
 
Forward-looking statements are inherently subject to risks, uncertainties and assumptions; they are not guarantees of performance. You should not place
undue reliance on these statements. We have based these forward-looking statements on our current expectations and projections about future events.
Although we believe that our assumptions made in connection with the forward-looking statements are reasonable, we cannot assure you that the assumptions
and expectations will prove to be correct.
 
You should understand that the following important factors could affect our future results and could cause those results or other outcomes to differ materially
from those expressed or implied in our forward-looking statements:
 

·         our ability to obtain and maintain regulatory approval of our product candidates, and any related restrictions, limitations, and/or warnings in the
label of an approved product candidate;

 
·         our plans to commercialize our product candidates;

 
·         the size and growth potential of the markets for our product candidates, and our ability to service those markets;

 
·         our ability to develop sales and marketing capabilities, whether alone or with potential future collaborators;

 
·         the rate and degree of market acceptance of our product candidates;

 
·         the outcome of any patent infringement or other litigation that may be brought against us, including litigation with Purdue Pharma, L.P.;

 
·         our ability to attract collaborators with development, regulatory and commercialization expertise;

 
·         the success, cost and timing of our product development activities, studies and clinical trials;

 
·         our ability to obtain funding for our operations;

 
·         regulatory developments in the United States and foreign countries;

 
·         our expectations regarding our ability to obtain and adequately maintain sufficient intellectual property protection for our product candidates;

 
·         our ability to operate our business without infringing the intellectual property rights of others;

 
·         the performance of our third-party suppliers and manufacturers;

 
·         the success of competing products that are or become available;

 
·         the loss of key scientific or management personnel;

 
·         our expectations regarding the period during which we qualify as an emerging growth company under the JOBS Act; and

 
·         the accuracy of our estimates regarding expenses, future revenue, capital requirements and need for additional financing.

 
In light of these risks and uncertainties, expected results or other anticipated events or circumstances discussed in this Form 10-Q (including the exhibits
hereto) might not occur. We undertake no obligation, and specifically decline any obligation, to publicly update or revise any forward-looking statements,
even if experience or future developments make it clear that projected results expressed or implied in such statements will not be realized, except as may be
required by law.
 



See the section entitled “Risk Factors” in our Current Report on Form 8-K, filed with the United States Securities and Exchange Commission (the “SEC”) on
June 19, 2015 for a more complete discussion of these risks and uncertainties and for other risks and uncertainties. Those factors and the other risk factors
described therein are not necessarily all of the important factors that could cause actual results or developments to differ materially from those expressed in
any of our forward-looking statements. Other unknown or unpredictable factors also could harm our results. Consequently, there can be no assurance that
actual results or developments anticipated by us will be realized or, even if substantially realized, that they will have the expected consequences to, or effects
on, us. Given these uncertainties, prospective investors are cautioned not to place undue reliance on such forward-looking statements.
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PART I—FINANCIAL INFORMATION
 
Item 1.  Condensed Financial Statements (Unaudited).
 

Collegium Pharmaceutical, Inc.
 

CONDENSED BALANCE SHEETS
 

(unaudited)
 

(in thousands, except share and per share amounts)
 

  

June 30,
2015

 

December 31,
2014

 

Assets
     

Current assets:
     

Cash and cash equivalents
 

$ 112,413
 

$ 1,634
 

Refundable PDUFA fee
 

—
 

2,335
 

Prepaid expenses and other current assets
 

1,219
 

527
 

Total current assets
 

113,632
 

4,496
 

Property and equipment, net
 

445
 

514
 

Restricted cash
 

97
 

80
 

Total assets
 

$ 114,174
 

$ 5,090
 

Liabilities, convertible redeemable preferred stock and shareholders’ deficit
     

Current liabilities:
     

Accounts payable
 

$ 2,239
 

$ 2,208
 

Accrued expenses
 

1,671
 

1,956
 

Current portion of deferred rent and lease note payable
 

30
 

59
 

Current portion of term loan payable
 

2,250
 

1,194
 

Convertible bridge notes with related parties
 

—
 

5,000
 

Total current liabilities
 

6,190
 

10,417
 

      
Lease incentive obligation

 

85
 

101
 

Term loan payable, long-term
 

5,480
 

6,813
 

Total liabilities
 

11,755
 

17,331
 

Commitments and contingencies (See note 8)
     

Series A convertible redeemable preferred stock, $0.001 par value; authorized shares — none at June 30, 2015
and 18,498,419 at December 31, 2014; issued and outstanding shares — none at June 30, 2015 and
9,232,334 at December 31, 2014; liquidation preference of none at June 30, 2015 and $12,781 at
December 31, 2014

 

—
 

12,781
 

Series B convertible redeemable preferred stock, $0.001 par value; authorized shares — none at June 30, 2015
and 27,324,237 at December 31, 2014; issued and outstanding shares — none at June 30, 2015 and
27,324,237 at December 31, 2014; liquidation preference of none at June 30, 2015 and $51,212 at
December 31, 2014

 

—
 

51,212
 

Series C convertible redeemable preferred stock, $0.001 par value; authorized shares — none at June 30, 2015
and 8,658,344 at December 31, 2014; issued and outstanding shares — none at June 30, 2015 and 8,658,008
at December 31, 2014; liquidation preference of none at June 30, 2015 and $13,114 at December 31, 2014

 

—
 

13,114
 

Series D convertible redeemable preferred stock, $0.001 par value; authorized shares — none at June 30, 2015
and December 31, 2014; issued and outstanding shares — none at June 30, 2015 and December 31, 2014;
liquidation preference of none at June 30, 2015 and December 31, 2014

 

—
 

—
 

Shareholders’ equity (deficit):
     

Common stock, $0.001 par value; authorized shares — 113,000,000 at June 30, 2015 and 72,000,000 at
December 31, 2014; issued and outstanding shares — 20,687,787 at June 30, 2015 and 1,006,219 at
December 31, 2014

 

20
 

1
 

Additional paid-in capital
 

212,523
 

12,407
 

Accumulated deficit
 

(110,121) (101,753)
Treasury stock

 

(3) (3)
Total shareholders’ equity (deficit)

 

102,419
 

(89,348)
Total liabilities, convertible redeemable preferred stock and shareholders’ equity (deficit)

 

$ 114,174
 

$ 5,090
 

 
See accompanying notes to the unaudited condensed financial statements.
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Collegium Pharmaceutical, Inc.
 

CONDENSED STATEMENTS OF OPERATIONS
 

(unaudited)
 

(in thousands, except share and per share amounts)
 

  

Three months ended,
June 30,

 

Six months ended
June 30,

 

  
2015

 
2014

 
2015

 
2014

 

Operating expenses:
         

Research and development
 

$ 1,641
 

$ 3,565
 

$ 3,086
 

$ 6,834
 

General and administrative
 

2,934
 

523
 

5,120
 

999
 

Total operating expenses
 

4,575
 

4,088
 

8,206
 

7,833
 

Loss from operations
 

(4,575) (4,088) (8,206) (7,833)
Other expense:

         

Interest expense, net
 

99
 

29
 

254
 

59
 

Gain on extinguishment
 

—
 

—
 

(91) —
 

Total other expense, net
 

99
 

29
 

163
 

59
 

Net loss
 

$ (4,674) $ (4,117) $ (8,369) $ (7,892)
Net loss per share—basic and diluted

 

$ (0.45) $ (5.33) $ (0.18) $ (10.36)
Weighted-average number of common shares used in net loss

per share-basic and diluted
 

11,791,546
 

926,239
 

6,426,431
 

919,465
 

 
See accompanying notes to the unaudited condensed financial statements.

 
5

Table of Contents
 

Collegium Pharmaceutical, Inc.
 

CONDENSED STATEMENTS OF CASH FLOWS
 

(unaudited)
 

(in thousands)
 

  

Six months ended
June 30,

 

  
2015

 
2014

 

Operating activities
     

Net loss
 

$ (8,369) $ (7,892)
Adjustments to reconcile net loss to net cash used in operating activities:

     

Depreciation and amortization
 

92
 

95
 

Lease incentive
 

(16) (17)
Stock-based compensation expense

 

714
 

11
 

Non-cash interest expense
 

7
 

4
 

Accrual of back end fees related to note payable
 

—
 

(14)
Changes in operating assets and liabilities:

     

Prepaid expenses and other current assets
 

(692) 18
 

Refundable PDUFA fee
 

2,335
 

—
 

Accounts payable
 

32
 

1,012
 

Accrued expenses
 

(195) 811
 

Net cash used in operating activities
 

(6,092) (5,972)
Investing activities

     

Purchases of property and equipment
 

(23) —
 

Net cash used in investing activities
 

(23) —
 

Financing activities
     

Proceeds from issuance of common stock, net of issuance costs of $2,408
 

72,029
 

—
 

Proceeds from issuance of Series D convertible redeemable preferred stock, net of issuance costs of $193
 

44,807
 

—
 

(Repayment of) borrowing from term note
 

(368) 1,044
 

Repayment of lease note payable
 

(29) (31)
Restricted cash

 

(16) —
 

Proceeds from the exercise of stock options
 

471
 

1
 

Net cash provided by financing activities
 

116,894
 

1,014
 

      
Net increase (decrease) in cash and cash equivalents

 

110,779
 

(4,958)
Cash and cash equivalents at beginning of period

 

1,634
 

7,551
 

Cash and cash equivalents at end of period
 

$ 112,413
 

$ 2,593
 

      
     



Supplemental disclosure of non-cash activities
Preferred stock conversion to common stock

 

$ 120,302
 

$ —
 

Accruals of dividends and accretion to redemption value
 

$ 24,572
 

$ 1,637
 

Conversion of bridge note to preferred stock
 

$ 5,000
 

$ —
 

Cash paid for interest
 

$ 202
 

$ 46
 

Cash paid for taxes
 

$ 2
 

$ —
 

Repayment of term note with proceeds of note payable
 

$ —
 

$ 944
 

 
See accompanying notes to the unaudited condensed financial statements.

 
6

Table of Contents
 

Collegium Pharmaceutical, Inc.
 

NOTES TO CONDENSED FINANCIAL STATEMENTS
 

(unaudited, in thousands, except share and per share amounts)
 
1. Nature of Business
 

Collegium Pharmaceutical, Inc. (the “Company”) was incorporated in Delaware in April 2002 and then reincorporated in Virginia in July 2014. The
Company has its principal operations in Canton, Massachusetts. The Company is a specialty pharmaceutical company developing and planning to
commercialize next-generation abuse-deterrent products that incorporate the Company’s patented DETERx® platform technology for the treatment of chronic
pain and other diseases. The Company’s lead product candidate, Xtampza ERTM, or Xtampza, is an abuse-deterrent, extended-release, oral formulation of
oxycodone, a widely prescribed opioid medication. Xtampza has received Fast Track status from the U.S. Food and Drug Administration (“FDA”). The
Company’s new drug application (“NDA”) filing for Xtampza was accepted by the FDA on February 10, 2015.  On February 25, 2015, the FDA set a
Prescription Drug User Fee Act, or PDUFA, goal date of October 12, 2015 for completion of its review of the Xtampza NDA.
 

The Company’s operations are subject to certain risks and uncertainties. The principal risks include negative outcome of clinical trials, inability or
delay in completing clinical trials or obtaining regulatory approvals, changing market conditions for products being developed by the Company, the need to
retain key personnel and protect intellectual property, patent infringement litigation and the availability of additional capital financing on terms acceptable to
the Company.
 
2. Summary of Significant Accounting Policies
 
Basis of presentation
 

The accompanying unaudited condensed financial statements of Collegium Pharmaceutical, Inc. (“the Company”) have been prepared in accordance
with accounting principles generally accepted in the United States (“GAAP”) for interim financial reporting and as required by Regulation S-X, Rule 10-01.
Accordingly, they do not include all of the information and footnotes required by GAAP for complete financial statements. In the opinion of management, all
adjustments (including those which are normal and recurring) considered necessary for a fair presentation of the interim financial information have been
included. When preparing financial statements in conformity with GAAP, the Company must make estimates and assumptions that affect the reported
amounts of assets, liabilities, revenues, expenses and related disclosures at the date of the financial statements. Actual results could differ from those
estimates. Additionally, operating results for the three months ended June 30, 2015 are not necessarily indicative of the results that may be expected for any
other interim period or for the fiscal year ending December 31, 2015.  The condensed interim financial statements should be read in conjunction with the
audited financial statements and notes thereto included in the Company’s Prospectus dated May 6, 2015 (“Prospectus”) filed pursuant to Rule 424(b)(4) under
the Securities Act of 1933, as amended, with the Securities and Exchange Commission (“SEC”) on May 7, 2015 in conjunction with the Company’s initial
public offering of common stock.
 
Initial Public Offering
 

In May 2015, the Company closed an initial public offering (“IPO”) of its common stock, which resulted in the sale of 6,670,000 shares of its common
stock at a public offering price of $12.00 per share, including 870,000 shares of common stock upon the exercise by the underwriters of their option to
purchase additional shares at the public offering price. The Company received proceeds from the IPO of approximately $72.0 million, after deducting
underwriting discounts, commissions and expenses payable by the Company.
 

In connection with preparing for the IPO, the Company’s Board of Directors and shareholders approved a one-for-6.9 reverse stock split of the
Company’s common stock. The reverse stock split became effective in April 2015. All share and per share amounts in the condensed interim financial
statements and notes thereto have been retroactively adjusted for all periods presented to give effect to this reverse stock split, including reclassifying an
amount equal to the reduction in par value of common stock to additional paid-in capital. In connection with the closing of the IPO, all of the Company’s
outstanding convertible preferred stock automatically converted to common stock in May 2015, resulting in an additional 12,591,456 shares of common stock
of the Company becoming outstanding. The significant increase in common stock outstanding in May 2015 is expected to impact the year-over-year
comparability of the Company’s net loss per share calculations in future periods.
 
Subsequent Events
 

The Company considers events or transactions that occur after the balance sheet date but prior to the issuance of the financial statements to provide
additional evidence relative to certain estimates or to identify matters that require additional disclosure. Through the date of the filing of this Form 10-Q, the
Company has concluded that no subsequent events have occured that require disclosure, except as described in Note 9.
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Critical Accounting Policies
 
Earnings (Loss) per Common Share
 

Earnings (loss) per common share is calculated using the two-class method, which is an earnings allocation formula that determines earnings (loss) per
share for the holders of the Company’s common shares and participating securities. All series of preferred stock contain participation rights in any dividend
paid by the Company and are deemed to be participating securities. Earnings available to common shareholders and participating convertible redeemable
preferred shares is allocated first to the preferred stock based upon the distribution criteria in the Company’s Articles of Incorporation then the remainder to
the common shareholders. The participating securities do not include a contractual obligation to share in losses of the Company and are not included in the
calculation of net loss per share in the periods that have a net loss.
 

Diluted earnings per share is computed using the more dilutive of (a) the two-class method, or (b) the if-converted method. The Company allocates
earnings first to preferred shareholders based on dividend rights and then to common and preferred shareholders based on ownership interests. The weighted-
average number of common shares included in the computation of diluted earnings (loss) gives effect to all potentially dilutive common equivalent shares,
including outstanding stock options, warrants, convertible redeemable preferred stock and the potential issuance of stock upon the conversion of the
Company’s convertible notes. Common stock equivalent shares are excluded from the computation of diluted earnings (loss) per share if their effect is
antidilutive.
 
Recent Accounting Pronouncements
 
Revenue Recognition
 

In May 2014, the Financial Accounting Standards Board (“FASB”), issued Accounting Standards Update (“ASU”), No. 2014-09, which amends the
guidance for accounting for revenue from contracts with customers.  This ASU supersedes the revenue recognition requirements in Accounting Standards
Codification (“ASC”), Topic 605, Revenue Recognition , and creates a new Topic 606, Revenue from Contracts with Customers.  Two adoption methods are
permitted: retrospectively to all prior reporting periods presented, with certain practical expedients permitted; or retrospectively with the cumulative effect of
initially adopting the ASU recognized at the date of initial application.  On July 9, 2015, the FASB approved a deferral of the effective date by one year to
December 15, 2017 for annual reporting periods beginning after that date.  The FASB also approved permitting early adoption of the standard, but not before
the original effective date of December 15, 2016. The Company has not yet determined which adoption method it will utilize or the effect that the adoption of
this guidance will have on its financial statements.
 
3. Net Loss per Common Share
 

  

Three months ended,
June 30,

 

Six months ended
June 30,

 

  
2015

 
2014

 
2015

 
2014

 

Net loss
 

$ (4,674) $ (4,117) $ (8,369) $ (7,892)
Extinguishment of preferred stock - see note 7

 

—
 

—
 

31,806
 

—
 

Accretion of prior preferred stock - see note 7
    

(823) (23,327) (1,637)
Accretion and dividends of series D preferred stock

 

(641) —
 

(1,245) —
 

Loss attributable to common shareholders—basic and diluted
 

$ (5,315) $ (4,940) $ (1,135) $ (9,529)
Weighted-average number of common shares used in net loss per

share-basic and diluted
 

11,791,546
 

926,239
 

6,426,431
 

919,465
 

Net loss per share-basic and diluted
 

$ (0.45) $ (5.33) $ (0.18) $ (10.36)
 
The following potentially dilutive securities, which represent all outstanding potentially dilutive securities, were excluded from the calculation of diluted net
loss per share due to their anti-dilutive effect (in common stock equivalent shares):
 

  

Three months
ended June 30,

 
Six months ended June 30,

 

  
2015

 
2014

 
2015

 
2014

 

Outstanding stock options
 

1,086,789
 

315,389
 

1,086,789
 

315,389
 

Warrants
 

2,445
 

6,262
 

2,445
 

6,262
 

Redeemable convertible preferred stock
 

—
 

6,552,820
 

—
 

6,552,820
 

Unvested restricted stock
 

164,539
 

41,684
 

164,539
 

41,684
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4. Fair Value of Financial Instruments
 

The Company is required to disclose information on all assets and liabilities reported at fair value that enables an assessment of the inputs used in
determining the reported fair values. The fair value hierarchy is now established that prioritizes valuation inputs based on the observable nature of those
inputs. The fair value hierarchy applies only to the valuation inputs used in determining the reported fair value of the investments and is not a measure of the
investment credit quality. The hierarchy defines three levels of valuation inputs:
 
Level 1 inputs Quoted prices in active markets for identical assets or liabilities
Level 2 inputs Inputs other than quoted prices included within Level 1 that are observable for the asset or liability, either directly or indirectly
Level 3 inputs Unobservable inputs that reflect the Company’s own assumptions about the assumptions market participants would use in

pricing the asset or liability
 



The following tables present the Company’s financial instruments carried at fair value using the lowest level input applicable to each financial
instrument at June 30, 2015 and December 31, 2014.
 

Description
 

Total
 

Quoted prices
in active
markets
(Level 1)

 

Significant
other

observable
inputs

(Level 2)
 

Significant
unobservable

inputs
(Level 3)

 

June 30 2015
         

Money market funds, included in cash equivalents
 

$ 104,911
 

$ 104,911
 

$ —
 

$ —
 

          
December 31, 2014

         

Money market funds, included in cash equivalents
 

$ 457
 

$ 457
 

$ —
 

$ —
 

 
The Company’s cash equivalents are comprised of money market funds that are measured on a recurring basis based on quoted market prices.

 
5. Accrued Expenses
 
Accrued expenses consisted of the following:
 

  
June 30, 2015

 

December
31, 2014

 

Accrued compensation
 

$ 725
 

$ 635
 

Accrued development costs
 

647
 

970
 

Accrued audit and legal
 

145
 

249
 

Accrued interest
 

32
 

71
 

Accrued other
 

122
 

31
 

Total accrued expenses
 

$ 1,671
 

$ 1,956
 

 
6. Convertible Bridge Note with Related Party
 

In November and December 2014 the Company entered into a Note Purchase Agreement (the “Bridge Notes”) allowing for the issuance of $5,000 of
convertible promissory notes to a group of investors (the “Holders”) bearing interest at a rate per annum of 6.0%. The Holders are related parties of the
Company.  In connection with the Series D convertible preferred stock financing (see note 7), the Bridge Notes converted into Series D convertible preferred
stock.  Upon the conversion, the Company recognized a gain on extinguishment of $91.
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7. Convertible Preferred Stock
 

In March 2015, the Company issued and sold an aggregate of 41,666,667 shares of Series D convertible preferred stock for aggregate consideration of
$50,000, comprised of $45,000 in cash and conversion of $5,000 in Bridge Notes. The accrued interest on the convertible notes was waived.
 

Concurrently with the issuance of the Series D Preferred Stock, the Company amended and restated its Articles of Incorporation (the “Amended
Articles”).   The Company made certain amendments to the terms of the Series A, Series B and Series C Preferred Stock (together, the “Prior Preferred
Stock”). Prior to the Amended Articles the Series A, Series B and Series C accrued dividends at a rate of 4.5%, 8.0% and 8.0% per annum, respectively, per
share. All accrued and unpaid dividends on the Prior Preferred Stock were automatically cancelled and forfeited and the Prior Preferred Stock no longer
accrued dividends. Prior to the cancellation and forfeiture of accrued dividends, the Prior Preferred Stock had accrued dividends of $622 during 2015. The
holders of outstanding shares of Prior Preferred Stock were entitled to receive dividends, when, as and if declared by the Board of Directors.  The mandatory
conversion for all series of Prior Preferred Stock was modified so as to occur upon an initial public offering with gross proceeds in excess of $50,000. The
amendments to the Prior Preferred Stock were treated as an extinguishment which resulted in a gain on extinguishment of $31,806. The gain on
extinguishment was added to net loss to arrive at income available to common shareholders in the calculation of earnings per share. During the six months
and three months ended June 30, 2015, total accrued dividends and accretion for preferred stock was $1,245 and $641, respectively.
 

In connection with the closing of the IPO, all of the Company’s outstanding convertible preferred stock automatically converted to common stock in
May 2015, resulting in an additional 12,591,456 shares of common stock of the Company becoming outstanding.
 
8. Stock-based Compensation
 

In July 2014, the Company adopted the 2014 Stock Incentive Plan (the “Plan”), under which 525,700 shares of common stock are authorized for
issuance to employees, officers, directors, consultants and advisors of the Company. In connection with the Company’s reincorporation into Virginia in
July 2014, each outstanding option to purchase shares of common stock under the Company’s 2012 Stock Incentive Plan and 2002 Stock Plan, was
automatically terminated and replaced with an option to purchase shares of common stock under the Plan having the same vesting terms and exercise price as
the option that was replaced. The Plan provides for granting of both Internal Revenue Service qualified incentive stock options (“ISOs”) and non-qualified
options (“NQs”), restricted stock awards (“RSAs”) and restricted stock units (“RSUs”). Stock options generally vest over a four year period of service;
however, certain options contain performance conditions. The options generally have a ten year contractual life and, upon termination, vested options are
generally exercisable between one and three months following the termination date, while unvested options are forfeited immediately.
 

In April 2015, the Plan was amended to increase the maximum number of shares of common stock that may be issued to 2,700,000 shares. In addition,
an “evergreen provision” was added to the Plan that allows for an annual increase in the number of shares of common stock available for issuance under the
Plan. The annual increase will be added on the first day of each fiscal year beginning with the fiscal year ending December 31, 2016, and on each anniversary
thereof until the expiration of the Plan equal to 4% of the outstanding shares of our common stock on December 31st of the immediately preceding fiscal year
(or such lesser number of shares of common stock as determined by the board of directors).
 
Restricted common stock



 
A summary of the Company’s restricted stock activity for the six months ended June 30, 2015 and related information is as follows:

 

  
Shares

 

Weighted-
average

purchase price
per share

 

Unvested at December 31, 2014
 

15,387
 

$ 0.69
 

Granted
 

194,694
 

5.73
 

Vested
 

(118,005) 5.19
 

Unvested at June 30, 2015 (1)
 

92,076
 

$ 5.57
 

 

(1)     Excludes 72,463 shares of unvested restricted stock remaining from the early exercise of stock options as of June 30, 2015.
 
Stock options
 

A summary of the Company’s stock option activity and related information follows:
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Shares

 

Weighted-
average

exercise price
per share

 

Weighted-
average

remaining
contractual
term (years)

 

Aggregate
intrinsic

value
 

Outstanding at December 31, 2014
 

281,029
 

$ 0.69
     

Granted
 

927,452
 

8.51
     

Exercised
 

(121,692) 3.89
     

Canceled
 

—
 

—
     

Outstanding at June 30, 2015
 

1,086,789
 

$ 7.01
 

9.3
 

$ 11,765
 

Exercisable at June 30, 2015
 

167,639
 

$ 2.29
 

7.8
 

$ 2,606
 

Vested and expected to vest at June 30, 2015
 

1,065,883
 

$ 7.13
 

9.4
 

$ 12,294
 

 
The fair value of each stock option is estimated on the grant date using the Black-Scholes option-pricing model using the following assumptions:

 

  

Six months ended
June 30,

 
 

 
2015

 
2014

 

Risk-free interest rate
 

1.7% 1.8%
Dividend yield

 

—
 

—
 

Volatility
 

77% 77%
Expected term (years)

 

6.25
 

6.25
 

 
9. Commitments and Contingencies
 

The Company’s NDA filing for Xtampza is a 505(b)(2) application, which allows the Company to reference data from an approved drug listed in the
FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (commonly known as the ‘‘Orange Book’’), in this case OxyContin OP.  In
connection with the 505(b)(2) process, the Company certified to the FDA and notified Purdue Pharma, L.P. (‘‘Purdue’’), as the holder of the NDA and any
other Orange Book-listed patent owners, that the Company does not infringe any of the patents listed for OxyContin OP in the Orange Book.  Under the
Hatch-Waxman Act of 1984 (the ‘‘Hatch-Waxman Act’’), Purdue can elect to sue the Company for infringement, and if they do, receive a stay of up to 30
months before the FDA can issue a final approval for Xtampza, unless the stay is earlier terminated.  On March 24, 2015, Purdue sued the Company in the
District of Delaware asserting infringement of four patents.  On March 26, 2015, Purdue filed a second suit against the Company in the District of
Massachusetts asserting infringement of the same four patents.  On July 23, 2015, Purdue voluntarily dismissed the Massachusetts suit. On August 6, 2015,
the Delaware court dismissed the suit in Delaware and issued a memorandum opinion finding the Delaware court lacks personal jurisdiction over the
Company  Following the dismissal in Delaware, on August 6, 2015, the Company filed a complaint in the Southern District of New York asserting an action
to obtain patent certainty, and requesting that the New York court find that Xtampza will not infringe any valid patent claim of the patents asserted by Purdue
in the Delaware action.  Also on August 6, 2015, Purdue sued the Company in the District of Massachusetts asserting the same claims as the prior suit. On
August 7, 2015, Purdue filed a motion in the Delaware court requesting reconsideration of the August 6, 2015 order that dismissed the case. In the motion
requesting reconsideration, Purdue asks that the Delaware court find that it does have personal jurisdiction over the Company and then transfer the case to the
District of Massachusetts. At this time the Company is unable to provide meaningful quantification of how this potential litigation may impact its future
financial condition, results of operations, or cash flows.
 

In March 2015, the Company amended its lease to include an additional 9,660 square feet of space for a total of 19,335 square feet. In addition, the
lease term was extended and now terminates on the date that is 5 years following the date, which has not yet been determined, on which the landlord delivers
the expansion space with certain improvements substantially completed. At the Company’s election, the lease term may be extended for an additional 5-year
term.
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Item 2.  Management’s Discussion and Analysis of Financial Condition and Results of Operations.
 



You should read the following discussion and analysis of our financial condition and results of operations together with our financial statements and
related notes appearing elsewhere in this quarterly report. The following discussion contains forward-looking statements that involve risks uncertainties and
assumptions. Our actual results and the timing of certain events could differ materially from those anticipated in these forward-looking statements as a result
of many factors.  We discuss factors that we believe could cause or contribute to these differences below and elsewhere in this quarterly report, including
those set forth under “Forward-looking Statements” and “Risk Factors”, and under the heading “Risk Factors” in the Company’s Current Report on
Form 8-K filed with the SEC on June 19, 2015.
 
OVERVIEW
 

We are a specialty pharmaceutical company developing and planning to commercialize next-generation abuse-deterrent products that incorporate our
patented DETERx platform technology for the treatment of chronic pain and other diseases. Our lead product candidate, Xtampza, is an abuse-deterrent,
extended-release, oral formulation of oxycodone, a widely prescribed opioid medication. Xtampza has received Fast Track status from the U.S. Food and
Drug Administration, or FDA. Our new drug application, or NDA, filing for Xtampza was accepted by the FDA on February 10, 2015. On February 25, 2015,
the FDA set a Prescription Drug User Fee Act, or PDUFA, goal date of October 12, 2015 for completion of its review of the Xtampza NDA.
 

Xtampza has the same active ingredient as OxyContin OP, which is the largest selling abuse-deterrent, extended-release opioid in the United States by
dollars, with $2.5 billion in U.S. sales in 2014. We conducted a comprehensive preclinical and clinical program for Xtampza consistent with FDA guidance
on abuse-deterrence. These studies and clinical trials demonstrated that chewing, crushing and/or dissolving Xtampza, and then taking it orally or smoking,
snorting, or injecting it did not meaningfully change its drug release profile or safety characteristics. By contrast, clinical trials performed by us and others —
including a head-to-head clinical trial comparing Xtampza with OxyContin OP — have shown that drug abusers can achieve rapid release and absorption of
the active ingredient by manipulating OxyContin OP using common household tools and methods commonly available on the Internet.
 

In addition, our preclinical studies and clinical trials have shown that the contents of the Xtampza capsule can be removed from the capsule and
sprinkled on food, directly into the mouth or administered through feeding tubes, without compromising their drug release profile, safety or abuse-deterrent
characteristics. By contrast, OxyContin OP, which is formulated in hard tablets, has a black box warning label stating that crushing, dissolving, or chewing
can cause rapid release and absorption of a potentially fatal dose of the active ingredient. We believe that Xtampza, if approved, can address the pain
management needs of the approximately 11 million patients in the United States who suffer from chronic pain and have difficulty swallowing.
 

Since 2010, when we divested our former subsidiary, Onset Therapeutics, LLC, to PreCision Dermatology, Inc., we have devoted substantially all of
our resources to the development of our patented DETERx platform technology, the preclinical and clinical advancement of our product candidates, and the
creation and protection of related intellectual property. Since 2011, we have not generated any revenue from product sales as we currently have no approved
products, and we continue to incur significant research, development and other expenses related to our ongoing operations. Prior to our initial public offering
of common stock, or IPO, in May 2015, we funded our operations primarily through the private placement of preferred stock, convertible notes and
commercial bank debt.
 
Outlook
 

We have never been profitable and have incurred net losses in each year since inception. We incurred net losses of $8.4 million and $7.9 million for the
six months ended June 30, 2015 and 2014, respectively. As of June 30, 2015, we had an accumulated deficit of $110.1 million. Substantially all of our net
losses resulted from costs incurred in connection with our research and development programs and from general and administrative costs associated with our
operations. We expect to continue to incur net losses in the foreseeable future as we seek regulatory approval for, and, if approved, begin to commercialize
Xtampza. Our net losses may fluctuate significantly from quarter to quarter and year to year. We expect our expenses will increase substantially in connection
with our ongoing activities as we:
 

·                  conduct clinical trials of our product candidates;
·                  continue scale-up and improvement of our manufacturing processes;
·                  continue our research and development efforts;
·                  manufacture preclinical study and clinical trial materials;
·                  maintain, expand and protect our intellectual property portfolio;
·                  seek regulatory approvals for our product candidates that successfully complete clinical trials;
·                  hire additional clinical, quality control and technical personnel to conduct our clinical trials;
·                  hire additional scientific personnel to support our product development efforts;
·                  implement operational, financial and management systems; and
·                  hire additional general and administrative personnel to operate as a public company.
 

If we obtain regulatory approval for Xtampza, we expect to incur significant commercialization expenses related to marketing, manufacturing,
distribution, product sales and reimbursement functions. Initially we plan to detail Xtampza to approximately 10,000
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physicians who write more than 50% of the branded extended-release oral opioid prescriptions in the United States with a sales team of approximately 100
sales representatives. In addition, we plan to deploy a separate, focused sales team to detail Xtampza to nursing homes, hospices and other institutions treating
large populations of the elderly and other patients who need chronic pain relief and have difficulty swallowing. Accordingly, we will seek to fund our
operations through public or private equity or debt financings or other sources. However, we may be unable to raise additional funds or enter into such other
arrangements when needed on favorable terms or at all. Our failure to raise capital or enter into such other arrangements when needed would have a negative
impact on our financial condition and ability to develop our product candidates.
 
CRITICAL ACCOUNTING POLICIES AND SIGNIFICANT JUDGMENTS AND ESTIMATES
 

We believe that several accounting policies are important to understanding our historical and future performance. We refer to these policies as “critical”
because these specific areas generally require us to make judgments and estimates about matters that are uncertain at the time we make the estimate, and
different estimates—which also would have been reasonable—could have been used, which would have resulted in different financial results.
 



The critical accounting policies we identified in the Prospectus related to accrued expenses, impairment of long-lived assets, convertible redeemable
preferred stock, stock-based compensation and income taxes. There were no changes to these critical accounting policies in the quarter ended June 30, 2015.
It is important that the discussion of our operating results that follows be read in conjunction with the critical accounting policies disclosed in the Prospectus.
 
RESULTS OF OPERATIONS
 
Comparison of the Six Months ended June 30, 2015 and June 30, 2014
 

Research and development expenses were $6.8 million for the six months ended June 30, 2014 (the “2014 Period”), compared to $3.1 million for the
six months ended June 30, 2015 (the “2015 Period”).  The $3.7 million decrease was primarily related to:
 

·                  a decrease in clinical trial costs of $4.3 million due to the completion of clinical trials with Xtampza during 2014; and
·                  an increase in manufacturing costs of $379,000 mainly due to costs incurred for validation batches of Xtampza.

 
General and administrative expenses were $1.0 million for the 2014 Period compared to $5.1 million for the 2015 Period. The $4.1 million increase

was primarily related to:
 

·                  an increase in salaries and wages of $1.7 million primarily due to headcount, bonuses and stock compensation expense;
·                  an increase in professional fees of $823,000 primarily due to audit, accounting and recruitment fees;
·                  an increase in commercial costs of $457,000 primarily due to consultant costs related to analytics and strategies for commercialization of Xtampza;
·                  an increase in legal and consulting fees of $536,000 primarily due to costs related to litigation; and
·                  an increase in insurance costs of $194,000 due to directors’ and officers’ insurance.

 
Comparison of the Three Months ended June 30, 2015 and June 30, 2014
 

Research and development expenses were $3.6 million for the quarter ended June 30, 2014 (the “2014 Quarter”), compared to $1.6 million for the
quarter ended June 30, 2015 (the “2015 Quarter”).  The $2.0 million decrease was primarily related to:
 

·                  a decrease in clinical trial costs of $2.1 million due to the completion of clinical trials with Xtampza during 2014; and
·                  an increase in manufacturing costs of $124,000 mainly due to costs incurred for validation batches of Xtampza.

 
General and administrative expenses were $523,000 for the 2014 Quarter compared to $2.9 million for the 2015 Quarter. The $2.4 million increase was

primarily related to:
 

·                  an increase in salaries and wages of $1.2 million primarily due to headcount, bonuses and stock compensation expense;
·                  an increase in legal and consulting fees of $402,000 primarily due to costs related to litigation;
·                  an increase in commercial costs of $237,000 primarily due to consultant costs related to analytics and strategies for commercialization of Xtampza;
·                  an increase in insurance costs of $182,000 due to directors’ and officers’ insurance; and
·                  an increase in professional fees of $129,000 primarily due to recruitment fees.
 

LIQUIDITY AND CAPITAL RESOURCES
 
Sources of liquidity
 

We have incurred net losses and negative cash flows from operations since inception.  Since inception, we have funded our operations primarily
through the private placements of our preferred stock, our IPO, convertible notes and commercial bank debt.  As of June 30, 2015, we had $112.4 million in
cash and cash equivalents.
 

In March 2015, we issued 41,666,667 shares of Series D convertible preferred stock in exchange for aggregate consideration of $50.0 million,
including $45.0 million in cash. In connection with this financing, convertible notes with related parties in the aggregate
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principal amount of $5.0 million automatically converted to an aggregate of 4,166,667 shares of Series D convertible preferred stock.
 

In May 2015, we closed our IPO, which resulted in the sale of 6,670,000 shares of our common stock at a public offering price of $12.00 per share,
including 870,000 shares of common stock upon the exercise by the underwriters of their option to purchase additional shares at the public offering price. We
received net proceeds from the IPO of approximately $72.0 million, after deducting underwriting discounts, commission and expenses payable by the
Company
 

Although it is difficult to predict future liquidity requirements, we believe that the net proceeds from the IPO, together with our existing cash
resources, will be sufficient to fund our operations into mid-2017, including the commercialization of Xtampza, if approved, and the continuation of our
development of our other product candidates. We have based this estimate on assumptions that may prove to be incorrect and we could use our available
capital resources sooner than we currently expect. We may never become profitable, or if we do, we may not be able to sustain profitability on a recurring
basis.
 
Cash flows
 

Operating activities.  The cash used was $6.1 million in the 2015 Period and $6.0 million in the 2014 Period. The change in both periods was primarily
due to the change in net loss partially offset by changes in the working capital accounts. We expect cash used in operating activities to increase for the
foreseeable future as we seek regulatory approval for, and, prepare to commercialize Xtampza by establishing sales, marketing, manufacturing and
distribution capabilities and fund research, development and clinical activities for additional product candidates.
 



Investing activities.  The cash used in the 2015 Period was related to the purchase of property and equipment. There was no cash used in the 2014
Period.
 

Financing activities.  The cash provided by financing activities for the 2015 Period primarily represent net proceeds from the IPO and from the sale of
Series D convertible preferred stock of $72.0 million and $44.8 million, respectively. The cash provided by financing activities for the 2014 Period primarily
reflect approximately $1.1 million drawdown of a term note payable.
 
Funding requirements
 

Since 2011, we have not generated any product revenue. We do not know when, or if, we will generate any revenue as we seek regulatory approval for,
and potentially begin to commercialize, Xtampza. We anticipate that we will continue to incur losses for the next several years, and we expect the losses to
increase as we continue the development of, and seek regulatory approvals for, Xtampza and our other product candidates, and begin to commercialize any
approved products. We are subject to all of the risks common to the development of new pharmaceutical products, and we may encounter unforeseen
expenses, difficulties, complications, delays and other unknown factors that may adversely affect our business. We will incur additional costs associated with
operating as a public company. We anticipate that we will need substantial additional funding in connection with our continuing operations.
 

Until we can generate a sufficient amount of revenue from our pharmaceutical products, if ever, we expect to finance future cash needs through public
or private equity or debt offerings. Additional capital may not be available on reasonable terms, if at all. If we are unable to raise additional capital in
sufficient amounts or on terms acceptable to us, we may have to significantly delay, scale back or discontinue the development or commercialization of one or
more of our product candidates. If we raise additional funds through the issuance of additional debt or equity securities, it could result in dilution to our
existing shareholders, increased fixed payment obligations and the existence of securities with rights that may be senior to those of our common stock. If we
incur indebtedness, we could become subject to covenants that would restrict our operations and potentially impair our competitiveness, such as limitations on
our ability to incur additional debt, limitations on our ability to acquire, sell or license intellectual property rights and other operating restrictions that could
adversely impact our ability to conduct our business. Any of these events could significantly harm our business, financial condition and prospects.
 

Our forecast of the period of time through which our financial resources will be adequate to support our operations is a forward-looking statement and
involves risks and uncertainties, and actual results could vary as a result of a number of factors. We have based this estimate on assumptions that may prove to
be wrong, and we could utilize our available capital resources sooner than we currently expect. The amount and timing of future funding requirements, both
near- and long-term, will depend on many factors, including:
 

·        the design, initiation, progress, size, timing, costs and results of preclinical studies and clinical trials for our product candidates;
·        the outcome, timing and cost of regulatory approvals by the FDA and comparable foreign regulatory authorities, including the potential for the FDA

or comparable foreign regulatory authorities to require that we perform more studies than, or evaluate clinical endpoints other than those that we
currently expect;

·        the timing and costs associated with manufacturing Xtampza and our other product candidates for clinical trials, preclinical studies and, if approved,
for commercial sale;

·        the number and characteristics of product candidates that we pursue;
·        the cost of patent infringement litigation, including the Company’s litigation with Purdue Pharma, L.P., or Purdue, relating to

 
14

Table of Contents
 

Xtampza or our other product candidates, which may be expensive to defend and delay the commercialization of Xtampza or our other product
candidates;

·         our need to expand our research and development activities, including our need and ability to hire additional employees;
·         our need to implement additional infrastructure and internal systems and hire additional employees to operate as a public company;
·      the effect of competing technological and market developments; and
·         the cost of establishing sales, marketing and distribution capabilities for any products for which we may receive regulatory approval.
 
If we cannot expand our operations or otherwise capitalize on our business opportunities because we lack sufficient capital, our business, financial

condition and results of operations could be materially adversely affected.
 
CONTRACTUAL OBLIGATIONS
 

There have been no material changes to the contractual obligations and commitments described under Management’s Discussion and Analysis of
Financial Condition and Results of Operations in the Prospectus.
 
OFF-BALANCE SHEET ARRANGEMENTS
 

We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined under SEC rules.
 
Item 3.  Quantitative and Qualitative Disclosures About Market Risk.
 

We are exposed to market risk related to changes in interest rates. As of June 30, 2015, we had cash and cash equivalents consisting of cash and money
market funds of $112.4 million. Our primary exposure to market risk is interest rate sensitivity, which is affected by changes in the general level of U.S.
interest rates, particularly because our money market funds are short-term highly liquid investments. Due to the short-term duration and the low risk profile of
our investments, an immediate 10% change in interest rates would not have a material effect on the fair market value of our portfolio.
 
Item 4.  Controls and Procedures.
 
Evaluation of Disclosure Controls and Procedures
 

Our management, with the participation of our Chief Executive Officer and Chief Financial Officer, evaluated the effectiveness of our disclosure
controls and procedures as of June 30, 2015. The term “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under the Securities



Exchange Act of 1934, as amended (the “Exchange Act”), means controls and other procedures of a company that are designed to ensure that information
required to be disclosed by a company in the reports that it files or submits under the Exchange Act is recorded, processed, summarized and reported, within
the time periods specified in the SEC’s rules and forms. Management recognizes that any controls and procedures, no matter how well designed and operated,
can provide only reasonable assurance of achieving their objectives and management necessarily applies its judgment in evaluating the cost-benefit
relationship of possible controls and procedures. Based on the evaluation of the effectiveness of the design and operation of our disclosure controls and
procedures as of June 30, 2015, our Chief Executive Officer and Chief Financial Officer concluded that, as of such date, our disclosure controls and
procedures were effective at the reasonable assurance level.
 
Changes in Internal Control Over Financial Reporting
 

No change in our internal control over financial reporting occurred during the fiscal quarter ended June 30, 2015 that has materially affected, or is
reasonably likely to materially affect, the Company’s internal control over financial reporting.
 

PART II—OTHER INFORMATION
 
Item 1.  Legal Proceedings.
 

We filed the NDA for Xtampza as a 505(b)(2) application, which allows us to reference data from an approved drug listed in the FDA’s Approved
Drug Products with Therapeutic Equivalence Evaluations (commonly known as the Orange Book), in this case OxyContin OP. The 505(b)(2) process requires
that we certify to the FDA and notify Purdue, as the holder of the NDA and any other Orange Book-listed patent owners, that we do not infringe any of the
patents listed for OxyContin OP in the Orange Book, or that the patents are invalid. We made such certification and provided such notice on February 11,
2015 and such certification documented why Xtampza does not infringe any of the 11 Orange Book listed patents for OxyContin OP, five of which stand
invalidated by the Federal District Court for the Southern District of New York, subject to a pending appeal. Under the Hatch-Waxman Act of 1984, Purdue
had the option to sue us for infringement and receive a stay of up to 30 months before the FDA can issue a final approval for Xtampza,
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unless the stay is earlier terminated.
 

Purdue exercised its option and elected to sue us for infringement in the District of Delaware on March 24, 2015 asserting infringement of three of
Purdue’s Orange Book-listed patents (all of which stand invalidated subject to a pending appeal by Purdue) and a non-Orange Book-listed patent, and
accordingly, received a stay of up to 30 months before the FDA can issue a final approval for Xtampza, unless the stay is earlier terminated. On March 26,
2015, Purdue filed a second suit against us in the District of Massachusetts asserting infringement of the same four patents.
 

We have engaged experienced litigation counsel who worked carefully with us to construct a strategy to prevail in such litigation as expeditiously as
possible.  On April 6, 2015, in the District of Delaware case, we filed a motion to dismiss for lack of personal jurisdiction or, in the alternative, to transfer
venue to the Southern District of New York where three of the patents have already been invalidated.  On July 23, 2015, Purdue voluntarily dismissed the
Massachusetts suit. On August 6, 2015, the Delaware court dismissed the suit in Delaware and issued a memorandum opinion finding the Delaware court
lacks personal jurisdiction over the Company  Following the dismissal in Delaware, on August 6, 2015, the Company filed a complaint in the Southern
District of New York asserting an action to obtain patent certainty, and requesting that the New York court find that Xtampza will not infringe any valid patent
claim of the patents asserted by Purdue in the Delaware action.  Also on August 6, 2015, Purdue sued the Company in the District of Massachusetts asserting
the same claims as the prior suit. On August 7, 2015, Purdue filed a motion in the Delaware court requesting reconsideration of the August 6, 2015 order that
dismissed the case. In the motion requesting reconsideration, Purdue asks that the Delaware court find that it does have personal jurisdiction over the
Company but transfer the case to the District of Massachusetts.  We plan to continue to take all steps necessary to vigorously defend ourselves against these
claims.
 
Item 1A.  Risk Factors.
 

You should carefully review and consider the information regarding certain factors that could materially affect our business, financial condition or
future results. These and other risks are described below and under the heading “Risk Factors” in the Company’s Current Report on Form 8-K filed with the
SEC on June 19, 2015.
 

Our success depends in large part on the success of our lead product candidate, Xtampza. We cannot give any assurance that we will receive
regulatory approval for Xtampza, which is necessary before it can be commercialized.
 

To date, we have invested substantial resources in the development of our lead product candidate, Xtampza, and our business and future success are
substantially dependent on our ability to successfully and timely obtain regulatory approval for and commercialize this product candidate, which may never
occur.  We currently generate no revenues from sales of any drugs and we may never be able to develop or commercialize a marketable drug.
 

The regulatory approval process that Xtampza must undergo is rigorous, time-consuming and difficult to predict, and there is no guarantee that
successful late-stage clinical trials, including the pivotal Phase 3 clinical trial we completed in July 2014, will result in FDA approval of our NDA for
Xtampza, which was accepted for filing on February 10, 2015.  On February 25, 2015, the FDA set a PDUFA goal date of October 12, 2015 for completion of
its review of Xtampza NDA.  However, pursuant to FDA guidance, the PDUFA goal date is flexible and subject to change based on the timing and materiality
of any amendments to the NDA, the FDA’s existing workload, and other potential review issues.  There can be no assurances that the FDA will not extend the
PDUFA goal date that has been established for completion of its review of the Xtampza NDA.
 

The FDA has announced a joint meeting of the Anesthetic and Analgesic Drug Products Advisory Committee (“AADPAC”) and the Drug Safety and
Risk Management Advisory Committee (“DSaRM”), to discuss the Xtampza NDA.  The meeting is scheduled for September 11, 2015.  Part of the meeting
will be closed to the public.
 

An advisory committee typically includes clinicians and other experts who evaluate the NDA and issue a recommendation to the FDA as to whether
the application should be approved.  The FDA has published its agenda for the meeting in the August 10, 2015, Federal Register Notice.  The FDA has asked
the committees to discuss the potential safety risks and the potential effects on efficacy associated with the extent of Xtampza’s food effect, and the potential



fluctuations in oxycodone levels that may occur if the product is not taken consistently with the same amount of food.  In addition, the committees will be
asked to review and discuss whether the data characterizing the abuse-deterrent properties support the likelihood that Xtampza will have a meaningful effect
on abuse and whether potential benefits to the public from abuse-deterrence outweigh the potential risks to patients from the effect of food.
 

We cannot predict how the AADPAC and DSaRM will interpret the data and whether they will vote in favor of approval is uncertain.  The FDA is also
not bound by the recommendations of the advisory committees, and the final decision regarding approval of Xtampza will be made by the FDA.  If the
advisory committees recommend against approval of our NDA, we may not succeed in securing FDA approval for Xtampza.  If the committees vote in favor
of approval, the FDA may ultimately decide not to approve our NDA application.  Even if the FDA approves Xtampza, matters discussed at the meeting of
AADPAC and DSaRM could limit our ability to successfully commercialize Xtampza.
 

Any delay or impediment in our ability to obtain approval to commercialize Xtampza may cause us to be unable to generate the revenues necessary to
continue our research and development pipeline activities, thereby adversely affecting our business and our prospects for future growth.
 
Item 2.  Unregistered Sales of Equity Securities and Use of Proceeds.
 
RECENT SALES OF UNREGISTERED SECURITIES
 

None.
 
USE OF PROCEEDS
 

Our IPO was effected through a Registration Statement on Form S-1 (File No. 333-203208) that was declared effective by the SEC on May 6, 2015,
which registered an aggregate of 6,670,000 shares of our common stock.  On May 12, 2015, 6,670,000 shares of common stock were sold on our behalf at an
initial public offering price of $12.00 per share, including 870,000 shares of common stock upon the exercise by the underwriters of their option to purchase
additional shares at the public offering price, for aggregate gross proceeds of $74.4 million.  As of the date of filing this report, the offering has terminated,
and all of the securities registered pursuant to the offering have been sold prior to termination. Jefferies LLC and Piper Jaffray & Co. acted as joint book-
running managers. Wells Fargo Securities, LLC acted as lead manager and Needham & Company, LLC acted as co-manager in the offering.
 
            The net proceeds of the offering to us, after deducting underwriting discounts and commissions of $5.6 million and offering expenses of $2.4 million,
were approximately $72.0 million.  On May 12, 2015, the closing date of the offering, we received the proceeds from the offering, $6.6 million of which have
been utilized for the development of our commercial infrastructure, research and development of our other product candidates and general corporate purposes,
including working capital.
 

The foregoing expenses are a reasonable estimate of the expenses incurred by us in the offering and do not represent the exact amount of expenses
incurred. All of the foregoing expenses were direct or indirect payments to persons other than (i) our directors, officers or any of their associates; (ii) persons
owning 10% or more of our common stock; or (iii) our affiliates.
 

There has been no material change in the use of proceeds from the IPO as described in the Prospectus under “Use of Proceeds”.
 
PURCHASE OF EQUITY SECURITIES
 

We did not purchase any of our registered equity securities during the period covered by this Quarterly Report on Form 10-Q.
 
Item 3.  Defaults Upon Senior Securities.
 

None.
 
Item 4.  Mine Safety Disclosures.
 

Not Applicable.
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Item 5.  Other Information.
 

Not applicable
 
Item 6.  Exhibits.
 

The exhibits filed as part of this Quarterly Report on Form 10-Q are set forth on the Exhibit Index, which Exhibit Index is incorporated herein by
reference.
 

SIGNATURES
 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned thereunto duly authorized.

 
 

COLLEGIUM PHARMACEUTICAL, INC.
   
Date: August 12, 2015 By: /s/ MICHAEL HEFFERNAN
  

Michael Heffernan
  

Chief Executive Officer
  

(Principal executive officer)



   
Date: August 12, 2015 By: /s/ PAUL BRANNELLY
  

Paul Brannelly
  

Chief Financial Officer
  

(Principal financial and accounting officer)
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EXHIBIT INDEX
 

3.1
 

Second Amended and Restated Articles of Incorporation of Collegium Pharmaceutical, Inc., incorporated by reference to the
designated exhibit of the Company’s Current Report on Form 8-K filed on May 12, 2015.

3.2
 

Amended and Restated Bylaws of Collegium Pharmaceutical, Inc., incorporated by reference to the designated exhibit of the
Company’s Current Report on Form 8-K filed on May 12, 2015.

10.1
 

Employment Agreement, dated August 4, 2015, by and between Michael Heffernan and Collegium Pharmaceutical, Inc., incorporated
by reference to the designated exhibit of the Company’s Current Report on Form 8-K filed on August 10, 2015.

10.2
 

Employment Agreement, dated August 4, 2015, by and between Paul Brannelly and Collegium Pharmaceutical, Inc., incorporated by
reference to the designated exhibit of the Company’s Current Report on Form 8-K filed on August 10, 2015.

10.3
 

Employment Agreement, dated August 4, 2015, by and between Barry S. Duke and Collegium Pharmaceutical, Inc. (filed herewith).
31.1

 

Certification of Chief Executive Officer pursuant to Rules 13a- 14(a) or 15d-14(a) of the Securities Exchange Act of 1934, as adopted
pursuant to Section 302 of the Sarbanes-Oxley Act of 2002 (filed herewith).

31.2
 

Certification of Chief Financial Officer pursuant to Rules 13a- 14(a) or 15d-14(a) of the Securities Exchange Act of 1934, as adopted
pursuant to Section 302 of the Sarbanes-Oxley Act of 2002 (filed herewith).

32.1
 

Certification of Chief Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002 (furnished herewith).

32.2
 

Certification of Chief Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002 (furnished herewith).

101.INS
 

XBRL Instance Document
101.SCH

 

XBRL Taxonomy Extension Schema Document
101.CAL

 

XBRL Taxonomy Extension Calculation Linkbase Document
101.DEF

 

XBRL Taxonomy Extension Definition Linkbase Document
101.LAB

 

XBRL Taxonomy Extension Label Linkbase Document
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Exhibit 10.3
 

EMPLOYMENT AGREEMENT
 

THIS EMPLOYMENT AGREEMENT (the “Agreement”) is made by and between COLLEGIUM PHARMACEUTICAL, INC. (the
“Company”) and BARRY S. DUKE (the “Executive”).
 

WHEREAS, the Company desires to continue to employ Executive on at at-will basis, and the Executives wishes to continue to be
employed by the Company on at-will basis, on the terms and conditions set forth herein.
 

WHEREAS, the Company and the Executive are parties to a Confidential Offer Letter dated March 23, 2015 (the “Existing Agreement”);
and
 

WHEREAS, the parties wish to enter into this Agreement to memorialize the terms of Executive’s continued employment by the Company.
 

NOW, THEREFORE, in consideration of the foregoing and intending to be bound hereby, the parties agree as follows:
 

1.            Duration of Agreement.  This Agreement is effective on the date it is fully executed (the “Effective Date”) and has no specific expiration
date.  Unless terminated by agreement of the parties, this Agreement will govern Executive’s continued employment by the Company until that employment
ceases.
 

2.             Title; Duties.  Executive will be employed as the Company’s Chief Commercial Officer, reporting directly to the Company’s Chief
Executive Officer.  Executive will devote his best efforts and substantially all of his business time and services to the Company and its affiliates to perform
such duties as may be customarily incident to his position and as may reasonably be assigned to him from time to time.  Executive will not, in any capacity,
engage in other business activities or perform services for any other individual, firm or corporation without the prior written consent of the Company;
provided, however, that without such consent, Executive may engage in charitable, non-profit and public service activities, so long as such activities do not in
any respect interfere or conflict with Executive’s performance of his duties and obligations to the Company.
 

3.            Place of Performance.  Executive will perform his services hereunder at the principal executive offices of the Company in Canton,
Massachusetts; provided, however, that Executive may be required to travel from time to time for business purposes.
 

4.            Compensation and Indemnification.
 

4.1.         Base Salary.  Executive’s annual salary will be $325,000 (the “Base Salary”), paid in accordance with the Company’s payroll
practices as in effect from time to time.  The Base Salary will be reviewed annually by the Compensation Committee of the Company’s Board of Directors
(the “Committee”).
 

4.2.         Annual Bonuses.
 

4.2.1.      For each fiscal year ending during his employment, Executive will be eligible to earn an annual bonus.  The target
amount of that bonus will be 40% percent of Executive’s Base Salary for the applicable fiscal year.  The actual bonus payable with respect to a particular year
will be determined by the Committee, based on the achievement of corporate and /or individual performance objectives established by the Committee.  Any
bonus payable under this paragraph will be paid during the calendar year immediately following the fiscal year in respect of which the bonus is payable and,
except
 

 
as otherwise provided in Section 5.1.1, will only be paid if Executive remains continuously employed by the Company through the actual bonus payment
date.
 

4.2.2.      For purposes of determining any bonus payable to Executive, the measurement of corporate and individual performance
will be performed by the Committee in good faith.  From time to time, the Committee may, in its sole discretion, make adjustments to corporate or individual
performance goals, so that required departures from the Company’s operating budget, changes in accounting principles, acquisitions, dispositions, mergers,
consolidations and other corporate transactions, and other factors influencing the achievement or calculation of such goals do not affect the operation of this
provision in a manner inconsistent with its intended purposes.
 

4.3.         Employee Benefits.  During Executive’s employment, Executive will be eligible to participate in all employee benefit plans and
programs made available by the Company from time to time to employees generally, subject to applicable plan terms and policies.  The Company periodically
reviews its benefits, policies, benefits providers and practices and may terminate, alter or change them at its discretion from time to time.
 

4.4.         Reimbursement of Expenses.  The Executive will be reimbursed by the Company for all reasonable business expenses incurred by
Executive in accordance with the Company’s customary expense reimbursement policies as in effect from time to time.  Notwithstanding anything herein to
the contrary, to the extent any expense, reimbursement or in-kind benefit provided to the Executive constitutes a “deferral of compensation” within the
meaning of Section 409A of the Internal Revenue Code (the “Code”) (i) the amount of expenses eligible for reimbursement or in-kind benefits provided to the
Executive must be incurred during the Executive’s term of employment; (ii) the amount of expenses eligible for reimbursement or in-kind benefits provided
to the Executive during any calendar year will not affect the amount of expenses eligible for reimbursement or in-kind benefits provided to the Executive in
any other calendar year, (iii) the reimbursements for expenses for which the Executive is entitled to be reimbursed shall be made on or before the last day of
the calendar year following the calendar year in which the applicable expense is incurred and (iv) the right to payment or reimbursement or in-kind benefits
hereunder may not be liquidated or exchanged for any other benefit.
 

5.             Termination.  Executive’s employment with the Company may be terminated by the Company or Executive at any time and for any
reason.  Upon any cessation of his employment with the Company, Executive will be entitled only to such compensation and benefits as described in this
Section 5.  Upon any cessation of his employment for any reason, unless otherwise requested by the Company, Executive agrees to resign immediately from
all officer and director positions he then holds with the Company and its affiliates.
 



5.1.         Termination without Cause or for Good Reason.  If Executive’s employment by the Company ceases due to a termination by the
Company without Cause (as defined below) or a resignation by Executive for Good Reason (as defined below), Executive will be entitled to:
 

5.1.1.      payment of any annual bonus otherwise payable (but for the cessation of Executive’s employment) with respect to a year
ended prior to the cessation of Executive’s employment;
 

5.1.2.      continuation of Executive’s Base Salary for a period equal to 9 months, payable in accordance with the Company’s
standard payroll practices; and
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5.1.3.      waiver of the applicable premium otherwise payable for COBRA continuation coverage for Executive (and, to the extent

covered immediately prior to the date of such cessation, his eligible dependents) for a period equal to 9 months.
 
Except as otherwise provided in this Section 5.1, and except for payment of all (i) accrued and unpaid Base Salary through the date of such cessation, (ii) any
expense reimbursements to be paid in accordance with Company policy and (iii) payments for any accrued but unused paid time off in accordance with the
Company’s policies and applicable law, all compensation and benefits will cease at the time of such cessation and the Company will have no further liability
or obligation by reason of such cessation.  The payments and benefits described in this Section 5.1 are in lieu of, and not in addition to, any other severance
arrangement maintained by the Company.  Notwithstanding any provision of this Agreement, the payments and benefits described in Section 5.1 are
conditioned on: (a) the Executive’s execution and delivery to the Company and the expiration of all applicable statutory revocation periods, by the 45th day
following the effective date of his cessation of employment, of a general release of claims against the Company and its affiliates in a form reasonably
prescribed by the Company (the “Release”); and (b) the Executive’s continued compliance with the Restrictive Covenants (as defined below).  Subject to
Section 5.4, below, the benefits described in Section 5.1 will be paid or provided (or begin to be paid or provided) as soon as administratively practicable [(or
determinable in the case of the benefits described in Section 5.1.1)] after the Release becomes irrevocable, provided that if the 45 day period described above
begins in one taxable year and ends in a second taxable year such payments or benefits shall not commence until the second taxable year.
 

5.2.         Termination Following a Change in Control.  For cessations of employment described in Section 5.1 that occur during the twelve
(12) month period immediately following the occurrence of a Change in Control (as defined below), the Executive will receive the payments and benefits
described in Section 5.1 above, subject to the following modifications:
 

5.2.1.      the references in Sections 5.1.2 and 5.1.3 to “9 months” will each be replaced with a reference to “12 months”; and
 

5.2.2.      all unvested restricted stock, stock options and other equity incentives awarded to Executive by the Company will
become immediately and automatically fully vested and exercisable (as applicable).
 

5.3.         Other Terminations.  If Executive’s employment with the Company ceases for any reason other than as described in Section 5.1,
above (including but not limited to termination (i) by the Company for Cause, (ii) as a result of Executive’s death, (iii) as a result of Executive’s Disability or
(d) by Executive without Good Reason, then the Company’s obligation to Executive will be limited solely to (a) accrued and unpaid Base Salary through the
date of such cessation, (b) any expense reimbursements to be paid in accordance with Company policy and (c) payments for any accrued but unused paid time
off in accordance with the Company’s policies and applicable law.  All compensation and benefits will cease at the time of such cessation and, except as
otherwise provided by COBRA or this Section 5.3, the Company will have no further liability or obligation by reason of such termination.  The foregoing will
not be construed to limit Executive’s right to payment or reimbursement for claims incurred prior to the date of such termination under any insurance contract
funding an employee benefit plan, policy or arrangement of the Company in accordance with the terms of such insurance contract.
 

5.4.         Compliance with Section 409A.  If the termination giving rise to the payments described in Section 5.1 is not a “Separation from
Service” within the meaning of Treas. Reg. § 1.409A-1(h)(1) (or any successor provision), then the amounts otherwise payable pursuant to that section will
instead be deferred without interest and will not be paid until Executive experiences a Separation from
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Service.  To the maximum extent permitted under Section 409A of the Code and its corresponding regulations, the cash severance benefits payable under this
Agreement are intended to meet the requirements of the short-term deferral exemption under Section 409A of the Code and the “separation pay exception”
under Treas. Reg. §1.409A-1(b)(9)(iii).  To the extent compliance with the requirements of Treas. Reg. § 1.409A-3(i)(2) (or any successor provision) is
necessary to avoid the application of an additional tax under Section 409A of the Internal Revenue Code to payments due to Executive upon or following his
Separation from Service, then notwithstanding any other provision of this Agreement (or any otherwise applicable plan, policy, agreement or arrangement),
any such payments that are otherwise due within six months following Executive’s Separation from Service (taking into account the preceding sentence of
this paragraph) will be deferred without interest and paid to Executive in a lump sum immediately following that six month period.  For purposes of the
application of Treas. Reg. § 1.409A-1(b)(4)(or any successor provision), each payment in a series of payments will be deemed a separate payment.
 

5.5.         PPACA.  Notwithstanding anything in this Agreement to the contrary, the waiver in respect of COBRA premiums pursuant to this
Sections 5.1 and 5.2 shall cease to the extent required to avoid adverse consequences to the Company under the Patient Protection and Affordable Care Act of
2010 and regulations thereunder.
 

5.6.         Section 280G.  If any payment or distribution by the Company to or for the benefit of the Executive, whether paid or payable or
distributed or distributable pursuant to the terms of this Agreement or otherwise pursuant to or by reason of any other agreement, policy, plan, program or
arrangement or the lapse or termination of any restriction on or the vesting or exercisability of any payment or benefit (each a “Payment”), would be subject
to the excise tax imposed by Section 4999 of the Code (or any successor provision thereto) or to any similar tax imposed by state or local law (such tax or
taxes are hereafter collectively referred to as the “Excise Tax”), then the aggregate amount of Payments payable to Executive shall be reduced to the
aggregate amount of Payments that may be made to the Executive without incurring an excise tax (the “Safe-Harbor Amount”) in accordance with the
immediately following sentence; provided that such reduction shall only be imposed if the aggregate after-tax value of the Payments retained by Executive
(after giving effect to such reduction) is equal to or greater than the aggregate after-tax value (after giving effect to the Excise Tax) of the Payments to
Executive without any such reduction.  Any such reduction shall be made in the following order: (i) first, any future cash payments (if any) shall be reduced



(if necessary, to zero); (ii) second, any current cash payments shall be reduced (if necessary, to zero); (iii) third, all non-cash payments (other than equity or
equity derivative related payments) shall be reduced (if necessary, to zero); and (iv) fourth, all equity or equity derivative payments shall be reduced.
 

5.7.         Definitions.  For purposes of this Agreement:
 

5.7.1.      “Cause” means (a) commission or conviction of any felony or any crime involving dishonesty; (b) commission of any
fraud against the Company; (c) intentional and material damage to any material property of the Company; (d) Executive’s material breach of any agreement
with or duty owed to the Company or any of its affiliates (including, without limitation, Executive’s material breach of any of the Restrictive Covenants, as
defined below); or (e) refusal to perform the lawful, reasonable and material directives of the Company’s Board of Directors (the “Board”) or the Company’s
Chief Executive Officer.  Before “Cause” under clause (c), (d) or (e) has been deemed to have occurred, the Board must provide the Executive with written
notice detailing why the Board has determined that Cause has occurred and the actions required to cure the same, to the extent reasonably subject to cure. 
The Executive shall then, where the grounds for Cause are reasonably subject to cure within such time, have thirty (30) days after the Executive’s receipt of
written notice to cure the item cited in the written
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notice so that “Cause” will have not formally occurred with respect to the event in question until such period, where applicable, shall have expired.

 
5.7.2.      “Change in Control” means the first to occur of any of the events described in Section 1(g) of the Company’s Amended

and Restated 2014 Stock Incentive Plan (or any successor provision).
 

5.7.3.      “Disability” means a condition entitling the Executive to benefits under the Company’s long term disability plan, policy
or arrangement; provided, however, that if no such plan, policy or arrangement is then maintained by the Company and applicable to the Executive,
“Disability” will mean the Executive’s inability to perform his duties under this Agreement due to a mental or physical condition that can be expected to
result in death or that can be expected to last (or has already lasted) for a continuous period of 90 days or more, or for 120 days in any 180 consecutive day
period.  Termination as a result of a Disability will not be construed as a termination by the Company “without Cause.”
 

5.7.4.      “Good Reason” means any of the following, without the Executive’s prior consent: (a) a material diminution of the
Executive’s duties or authority with the Company, reporting relationships or the assignment of duties and responsibilities inconsistent with Executive’s status
at the Company; (b) a reduction in Base Salary; or (c) the relocation of the Executive’s primary place of employment to a location that is (i) more than 50
miles from the location of the Executive’s permanent primary place of employment prior to such relocation and (ii) more than 50 miles from the location of
the Executive’s residence. However, none of the foregoing events or conditions will constitute Good Reason unless the Executive provides the Company with
written objection to the event or condition within 30 days following the occurrence thereof, the Company does not reverse or otherwise cure the event or
condition within 30 days of receiving that written objection, and the Executive resigns Executive’s employment within 30 days following the expiration of
that cure period.
 

6.            Restrictive Covenants.  To induce the Company to enter into this Agreement and in recognition of the compensation to be paid to the
Executive pursuant to Sections 4 and 5 of this Agreement, the Executive agrees to be bound by the provisions of this Section 6 (the “Restrictive Covenants”).
These Restrictive Covenants will apply without regard to whether any termination or cessation of the Executive’s employment is initiated by the Company or
the Executive, and without regard to the reason for that termination or cessation.
 

6.1.         Covenant Not To Compete.  The Executive covenants that, during his employment by the Company and for a period of 9 months
following immediately thereafter (the “Restricted Period”), the Executive will not (except in his capacity as an employee or director of the Company) do any
of the following, directly or indirectly:
 

6.1.1.      engage or participate in any Competing Business (as defined below) wherever the Company or its affiliates do business,
do or plan to do business or sell or market their products or services;
 

6.1.2.      become interested in (as owner, stockholder, lender, partner, co-venturer, director, officer, employee, agent or consultant)
any person, firm, corporation, association or other entity engaged in a Competing Business.  Notwithstanding the foregoing, the Executive may hold up to 1%
of the outstanding securities of any class of any publicly-traded securities of any company;
 

6.1.3.      influence or attempt to influence any employee, consultant, supplier, licensor, licensee, contractor, agent, strategic
partner, distributor, customer or other person to terminate or modify any written or oral agreement, arrangement or course of dealing with the Company or any
of its affiliates; or
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6.1.4.      solicit for employment or retention as an independent contractor (or arrange to have any other person or entity solicit for

employment or retention) any person employed or retained by the Company or any of its affiliates.
 

6.2.         Confidentiality.  The Executive recognizes and acknowledges that the Proprietary Information (as defined in below) is a valuable,
special and unique asset of the business of the Company and its affiliates.  As a result, both during the Term and thereafter, the Executive will not, without the
prior written consent of the Company, for any reason divulge to any third-party or use for his own benefit, or for any purpose other than the exclusive benefit
of the Company and its affiliates, any Proprietary Information.  Notwithstanding the foregoing, if the Executive is compelled to disclose Proprietary
Information by court order or other legal or regulatory process, to the extent permitted by applicable law, he shall promptly so notify the Company so that it
may seek a protective order or other assurance that confidential treatment of such Proprietary Information shall be afforded, and the Executive shall
reasonably cooperate with the Company and its affiliates in connection therewith.  If the Executive is so obligated by court order or other legal process to
disclose Proprietary Information it will disclose only the minimum amount of such Proprietary Information as is necessary for the Executive to comply with
such court order or other legal process.
 

6.3.         Property of the Company.



 
6.3.1.      Proprietary Information. All right, title and interest in and to Proprietary Information will be and remain the sole and

exclusive property of the Company and its affiliates.  The Executive will not remove from the Company’s or its affiliates’ offices or premises any documents,
records, notebooks, files, correspondence, reports, memoranda or similar materials of or containing Proprietary Information, or other materials or property of
any kind belonging to the Company or its affiliates unless necessary or appropriate in the performance of his duties to the Company and its affiliates.  If the
Executive removes such materials or property in the performance of his duties, he will return such materials or property promptly after the removal has served
its purpose.  The Executive will not make, retain, remove and/or distribute any copies of any such materials or property, or divulge to any third person the
nature of and/or contents of such materials or property, except to the extent necessary to satisfy contractual obligations of the Company or its affiliates or to
perform his duties on behalf of the Company and its affiliates.  Upon termination of the Executive’s employment with the Company, he will leave with the
Company and its affiliates or promptly return to the Company and its affiliates all originals and copies of such materials or property then in his possession.
 

6.3.2.      Intellectual Property.  The Executive agrees that all the Intellectual Property (as defined below) will be considered
“works made for hire” as that term is defined in Section 101 of the Copyright Act (17 U.S.C. § 101) and that all right, title and interest in such Intellectual
Property will be the sole and exclusive property of the Company and its affiliates.  To the extent that any of the Intellectual Property may not by law be
considered a work made for hire, or to the extent that, notwithstanding the foregoing, the Executive retains any interest in the Intellectual Property, the
Executive hereby irrevocably assigns and transfers to the Company and its affiliates any and all right, title, or interest that the Executive may now or in the
future have in the Intellectual Property under patent, copyright, trade secret, trademark  or other law, in perpetuity or for the longest period otherwise
permitted by law, without the necessity of further consideration.  The Company and its affiliates will be entitled to obtain and hold in its own name all
copyrights, patents, trade secrets, trademarks and other similar registrations with respect to such Intellectual Property.  The Executive further agrees to
execute any and all documents and provide any further cooperation or assistance reasonably required by the Company, at the Company’s expense,  to perfect,
maintain or otherwise protect its rights in the Intellectual Property.  If the Company or its affiliates, as applicable, are unable after reasonable efforts to secure
the Executive’s signature, cooperation or assistance in accordance with the preceding sentence, whether because of the
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Executive’s incapacity or any other reason whatsoever, the Executive hereby designates and appoints the Company, the appropriate affiliate, or their
respective designee as the Executive’s agent and attorney-in-fact, to act on his behalf, to execute and file documents and to do all other lawfully permitted acts
necessary or desirable to perfect, maintain or otherwise protect the Company’s or its affiliates’ rights in the Intellectual Property.  The Executive
acknowledges and agrees that such appointment is coupled with an interest and is therefore irrevocable.
 

6.4.         Definitions.  For purposes of this Agreement:
 

6.4.1.      “Competing Business” means any person, firm, corporation, partnership, association or other entity engaged in
developing, manufacturing, marketing, distributing or selling, directly or indirectly, pharmaceutical abuse-deterrent products or any other product for pain
indications that directly competes with a product developed, manufactured, marketed, distributed or sold by the Company.  A division, subsidiary or similar
business unit of an entity that does not engage in the business activities described in this definition will not be considered a Competing Business even if
another separate division, subsidiary or similar business unit does engage in such activities.
 

6.4.2.      “Intellectual Property” means (a) all inventions (whether patentable or unpatentable and whether or not reduced to
practice), all improvements thereto, and all patents and patent applications claiming such inventions, (b) all trademarks, service marks, trade dress, logos,
trade names, fictitious names, brand names, brand marks and corporate names, together with all translations, adaptations, derivations, and combinations
thereof and including all goodwill associated therewith, and all applications, registrations, and renewals in connection therewith, (c) all copyrightable works,
all copyrights, and all applications, registrations, and renewals in connection therewith, (d) all mask works and all applications, registrations, and renewals in
connection therewith, (e) all trade secrets (including research and development, know-how, formulas, compositions, manufacturing and production processes
and techniques, methodologies, technical data, designs, drawings and specifications), (f) all computer software (including data, source and object codes and
related documentation), (g) all other proprietary rights, (h) all copies and tangible embodiments thereof (in whatever form or medium), or (i) similar
intangible personal property which have been or are developed or created in whole or in part by the Executive (1) at any time and at any place while the
Executive is employed by Company and which, in the case of any or all of the foregoing, are related to and used in connection with the business of the
Company or its affiliates, or (2) as a result of tasks assigned to the Executive by the Company or its affiliates.
 

6.4.3.      “Proprietary Information” means any and all proprietary information developed or acquired by the Company or any of its
subsidiaries or affiliates that has not been specifically authorized to be disclosed.  Such Proprietary Information shall include, but shall not be limited to, the
following items and information relating to the following items: (a) all intellectual property and proprietary rights of the Company (including, without
limitation, the Intellectual Property), (b) computer codes and instructions, processing systems and techniques, inputs and outputs (regardless of the media on
which stored or located) and hardware and software configurations, designs, architecture and interfaces, (c) business research, studies, procedures and costs,
(d) financial data, (e) distribution methods, (f) marketing data, methods, plans and efforts, (g) the identities of actual and prospective suppliers, (h) the terms
of contracts and agreements with, the needs and requirements of, and the Company’s or its affiliates’ course of dealing with, actual or prospective suppliers,
(i) personnel information, (j) customer and vendor credit information, and (k) information received from third parties subject to obligations of non-disclosure
or non-use.  Failure by the Company or its affiliates to mark any of the Proprietary Information as confidential or proprietary shall not affect its status as
Proprietary Information.
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6.5.         Acknowledgements.  The Executive acknowledges that the Restrictive Covenants are reasonable and necessary to protect the

legitimate interests of the Company and its affiliates, that the duration and geographic scope of the Restrictive Covenants are reasonable given the nature of
this Agreement and the position the Executive holds within the Company, and that the Company would not enter into this Agreement or otherwise employ or
continue to employ the Executive unless the Executive agrees to be bound by the Restrictive Covenants set forth in this Section 6.
 

6.6.         Remedies and Enforcement Upon Breach.
 

6.6.1.      Specific Enforcement. The Executive acknowledges that any breach by him, willfully or otherwise, of the Restrictive
Covenants will cause continuing and irreparable injury to the Company or its affiliates for which monetary damages would not be an adequate remedy.  The



Executive shall not, in any action or proceeding to enforce any of the provisions of this Agreement, assert the claim or defense that such an adequate remedy
at law exists.  In the event of any such breach or threatened breach by the Executive of any of the Restrictive Covenants, the Company or its affiliates, as
applicable, shall be entitled to injunctive or other similar equitable relief in any court, without any requirement that a bond or other security be posted, and
this Agreement shall not in any way limit remedies of law or in equity otherwise available to the Company and its affiliates.
 

6.6.2.      Judicial Modification.  If any court determines that any of the Restrictive Covenants, or any part thereof, is unenforceable
because of the duration or geographical scope of such provision, such court shall have the power to modify such provision and, in its modified form, such
provision shall then be enforceable.
 

6.6.3.      Enforceability.  If any court holds the Restrictive Covenants unenforceable by reason of their breadth or scope or
otherwise, it is the intention of the parties hereto that such determination not bar or in any way affect the right of the Company and its affiliates to the relief
provided above in the courts of any other jurisdiction within the geographic scope of such Restrictive Covenants.
 

6.6.4.      Disclosure of Restrictive Covenants.  The Executive agrees to disclose the existence and terms of the Restrictive
Covenants to any employer that the Executive may work for during the Restricted Period.
 

6.6.5.      Extension of Restricted Period.  If the Executive breaches Section 6.1 in any respect, the restrictions contained in that
section will be extended for a period equal to the period that the Executive was in breach.
 

7.            Miscellaneous.
 

7.1.         Other Agreements.  Executive represents and warrants to the Company that there are no restrictions, agreements or understandings
whatsoever to which he is a party that would prevent or make unlawful his execution of this Agreement, that would be inconsistent or in conflict with this
Agreement or Executive’s obligations hereunder, or that would otherwise prevent, limit or impair the performance by Executive of his duties under this
Agreement.
 

7.2.         Successors and Assigns.  The Company may assign this Agreement to any successor to its assets and business by means of
liquidation, dissolution, sale of assets or otherwise.  The duties of Executive hereunder are personal to Executive and may not be assigned by him.
 

7.3.         Governing Law and Enforcement.  This Agreement will be governed by and construed in accordance with the laws of the
Commonwealth of Massachusetts, without regard to the
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principles of conflicts of laws.  Any legal proceeding arising out of or relating to this Agreement will be instituted in a state or federal court in the
Commonwealth of Massachusetts, and Executive and the Company hereby consent to the personal and exclusive jurisdiction of such court(s) and hereby
waive any objection(s) that they may have to personal jurisdiction, the laying of venue of any such proceeding and any claim or defense of inconvenient
forum.
 

7.4.         Waivers.  The waiver by either party of any right hereunder or of any breach by the other party will not be deemed a waiver of any
other right hereunder or of any other breach by the other party.  No waiver will be deemed to have occurred unless set forth in a writing.  No waiver will
constitute a continuing waiver unless specifically stated, and any waiver will operate only as to the specific term or condition waived.
 

7.5.         Severability.  Whenever possible, each provision of this Agreement will be interpreted in such manner as to be effective and valid
under applicable law.  However, if any provision of this Agreement is held to be invalid, illegal or unenforceable in any respect, such invalidity, illegality or
unenforceability will not affect any other provision, and this Agreement will be reformed, construed and enforced as though the invalid, illegal or
unenforceable provision had never been herein contained.
 

7.6.         Survival.  This Agreement will survive the cessation of Executive’s employment to the extent necessary to fulfill the purposes and
intent the Agreement.
 

7.7.         Notices.  Any notice or communication required or permitted under this Agreement will be made in writing and (a) sent by
overnight courier, (b) mailed by overnight U.S. express mail, return receipt requested or (c) sent by telecopier.  Any notice or communication to Executive
will be sent to the address contained in his personnel file.  Any notice or communication to the Company will be sent to the Company’s principal executive
offices, to the attention of its Chief Executive Officer.  Notwithstanding the foregoing, either party may change the address for notices or communications
hereunder by providing written notice to the other in the manner specified in this paragraph.
 

7.8.         Entire Agreement; Amendments.  This Agreement contains the entire agreement and understanding of the parties hereto relating to
the subject matter hereof, and merges and supersedes all prior and contemporaneous discussions, agreements and understandings of every nature relating to
that subject matter (including, without limitation, the Existing Agreement).  This Agreement may not be changed or modified, except by an agreement in
writing signed by each of the parties hereto.
 

7.9.         Withholding.  All payments (or transfers of property) to Executive will be subject to tax withholding to the extent required by
applicable law.
 

7.10.       Section Headings.  The headings of sections and paragraphs of this Agreement are inserted for convenience only and will not in
any way affect the meaning or construction of any provision of this Agreement.
 

7.11.       Counterparts; Facsimile.  This Agreement may be executed in multiple counterparts (including by facsimile signature), each of
which will be deemed to be an original, but all of which together will constitute but one and the same instrument.  Counterparts may be delivered via
facsimile, electronic mail (including pdf) or other transmission method and any counterpart so delivered shall be deemed to have been duly and validly
delivered and be valid and effective for all purposes.
 

<remainder of page intentionally left blank; signature page follows>
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IN WITNESS WHEREOF, the Company has caused this Agreement to be executed by its duly authorized officer, and Executive has executed this

Agreement, on the date(s) indicated below.
 
 
 

COLLEGIUM PHARMACEUTICAL, INC.
  
  
 

By: /s/ Paul Brannelly
   
 

Name: Paul Brannelly
   
 

Title: Chief Financial Officer
   
 

Date: August 4, 2015
  
  
 

BARRY S. DUKE
  
  
 

/s/ Barry S. Duke
  
  
 

Date: August 3, 2015
 

Signature Page to Employment Agreement
 



Exhibit 31.1
 

CERTIFICATION OF CHIEF EXECUTIVE OFFICER PURSUANT
TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 
I, Michael T. Heffernan, certify that:
 

1.                          I have reviewed this Quarterly Report on Form 10-Q of Collegium Pharmaceutical, Inc.;
 

2.                         Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 

3.                         Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 

4.                         The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e)) 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 is made known to us by others within the registrant, 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 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.
 
 

/s/ MICHAEL T. HEFFERNAN
  
 

Michael Heffernan
 

President and Chief Executive Officer
 
Date: August 12, 2015
 



Exhibit 31.2
 

CERTIFICATION OF CHIEF FINANCIAL OFFICER PURSUANT
TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 
I, Paul Brannelly, certify that:
 

1.                         I have reviewed this Quarterly Report on Form 10-Q of Collegium Pharmaceutical, Inc.;
 

2.                         Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 

3.                         Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 

4.                         The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e)) 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 is made known to us by others within the registrant, 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 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.
 
 

/s/ PAUL BRANNELLY
  
 

Paul Brannelly
 

Executive Vice President and Chief Financial Officer
 
Date: August 12, 2015
 



Exhibit 32.1
 

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report on Form 10-Q of Collegium Pharmaceutical, Inc. (the “Company”) for the period ended June 30, 2015 as filed
with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned, Michael T. Heffernan, President and Chief Executive
Officer of the Company, hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to
his knowledge:
 

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

(2)                      the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
 

/s/ MICHAEL T. HEFFERNAN
  
 

Michael Heffernan
 

President and Chief Executive Officer
 
Date: August 12, 2015
 



Exhibit 32.2
 

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report on Form 10-Q of Collegium Pharmaceutical, Inc. (the “Company”) for the period ended June 30, 2015 as filed
with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned, Paul Brannelly, Executive Vice President and Chief
Financial Officer of the Company, hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of
2002, that to his knowledge:
 

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

(2)                    the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
 

/s/ PAUL BRANNELLY
  
 

Paul Brannelly
 

Executive Vice President and Chief Financial Officer
 
Date: August 12, 2015
 


