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PART I. FINANCIAL INFORMATION
 
 

Item 1. FINANCIAL STATEMENTS

Carbylan Therapeutics, Inc.

Condensed Balance Sheets
(in thousands, except share and per share amounts)

(Unaudited)
 
  March 31,   December 31,  
  2016   2015  
         
Assets         
Current assets:         

Cash and cash equivalents  $ 48,455  $ 53,723 
Prepaid expenses and other current assets   1,010   1,222 

Total current assets   49,465   54,945 
Property and equipment, net   160   805 
Restricted cash   50   50 
Other assets   —   991 

Total assets  $ 49,675  $ 56,791 
Liabilities and Stockholders’ Equity         
Current liabilities:         

Accounts payable  $ 793  $ 1,460 
Accrued expenses   1,082   1,327 
Loans payable   1,950   1,455 
Deferred licensing revenue   29   29 

Total current liabilities   3,854   4,271 
Loans payable, net of current portion   2,701   3,154 
Deferred licensing revenue, net of current portion   49   56 

Total liabilities   6,604   7,481 
Commitments and contingencies (Note 5)         
Stockholders’ equity         

Preferred stock, $0.001 par value; 5,000,000 shares authorized as of March 31, 2016 and December
31, 2015: no shares issued and outstanding as of March 31, 2016 and December 31, 2015   —   — 
Common stock, $0.001 par value; 100,000,000 shares authorized as of March 31, 2016 and December
31, 2015: 26,332,494 shares issued and outstanding as of March 31, 2016 and December 31, 2015   27   27 
Additional paid-in capital   122,272   121,904 
Accumulated deficit   (79,228)   (72,621)

Total stockholders’ equity   43,071   49,310 
Total liabilities and stockholders’ equity  $ 49,675  $ 56,791

 

 
The accompanying notes are an integral part of these unaudited condensed financial statements.
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Carbylan Therapeutics, Inc.
Condensed Statements of Operations and Comprehensive Loss

(in thousands, except share and per share amounts)
(Unaudited)

 
  Three Months Ended   
  March 31,   
  2016   2015   
License Revenue  $ 7  $ 7  
Operating Expenses:          
Research and development   3,532   3,902  
General and administrative   1,543   1,006  
Impairment of long-lived assets   1,460   —  

Total operating expenses   6,535   4,908  
Loss from Operations   (6,528)   (4,901)  
Other Income (expense):          
Interest income   12   —  
Interest expense   (88)   (836)  
Other income (expense), net   (3)   553  
Net Loss and Comprehensive Loss  $ (6,607)  $ (5,184)  
Net loss per share to common stockholders, basic
   and diluted  $ (0.25)  $ (7.38)  
Weighted average common shares outstanding, basic and diluted   26,332,494   701,980 

 

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

 
 

2



Carbylan Therapeutics, Inc.
Condensed Statements of Cash Flows

(In thousands, unaudited)
 
    
  March 31,  
  2016   2015  
Cash Flows from Operating Activities         
Net loss  $ (6,607)  $ (5,184)
Adjustments to reconcile net loss to net cash used in operating activities:         

Depreciation and amortization   34   31 
Stock based compensation expense   368   118 
Change in fair value of preferred stock warrant liability and derivative liability   —   (518)
Non-cash interest expense   35   84 
Amortization of loan and convertible promissory notes discount   7   707 
Impairment of long-lived assets   1,460   — 
Changes in operating assets and liabilities:         

Prepaid expenses and other current assets   85   (437)
Other assets   59   — 
Accounts payable   (272)   1,011 
Accrued expenses   (246)   146 
Deferred licensing revenue   (7)   (7)

Net cash used in operating activities   (5,084)   (4,049)
Cash Flows from Investing Activities         

Purchase of property and equipment   (184)   (180)
Net cash used in investing activities   (184)   (180)

Cash Flows from Financing Activities         
Proceeds from issuance of common stock upon exercise of options, net   —   120 
Deferred public offering costs   —   (607)
Proceeds from convertible promissory notes   —   4,000 
Net cash provided by financing activities   —   3,513 
Net decrease in cash and cash equivalents   (5,268)   (716)

Cash and cash equivalents at beginning of period   53,723   3,897 
Cash and cash equivalents at end of period  $ 48,455  $ 3,181 
Supplemental Cash Flow Information         

Cash paid for interest  $ 45  $ 44 
Supplemental Disclosures of Non-cash Investing Activities         

Transfer of long-term deposits to property and equipment  $ 824  $ — 
Property and equipment additions in accounts payable and accrued expenses  $ 61  $ — 

Supplemental Disclosures of Non-cash Financing Activities         
Accrual of deferred public offering costs  $ —  $ 591 
Derivative related to convertible promissory notes at issuance  $ —  $ 1,196 
Beneficial conversion feature for convertible promissory notes  $ —  $ 158

 

 
The accompanying notes are an integral part of these unaudited condensed financial statements.
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Notes to the Condensed Financial Statements (unaudited)
 
 

1. Formation and Business of the Company

Carbylan Therapeutics, Inc. (the “Company”) is a clinical-stage specialty pharmaceutical company. The Company’s initial focus was on the
development of Hydros-TA, its proprietary, potentially best-in-class intra-articular injectable product candidate to treat pain associated with osteoarthritis of
the knee. The Company was incorporated in the state of Delaware on March 26, 2004 as Sentrx Surgical, Inc. The name of the Company was changed to
Carbylan Biosurgery, Inc. on December 14, 2005. The name of the Company was changed to Carbylan Therapeutics, Inc. on March 7, 2014.

Since commencing operations in 2004, the Company has devoted substantially all of its efforts to identifying and developing product candidates for
therapeutic markets, recruiting personnel and raising capital. The Company has devoted predominantly all of its resources to the preclinical and clinical
development of, and manufacturing capabilities for, Hydros-TA. The Company has never been profitable and has not yet commenced commercial operations.
At March 31, 2016, the Company had an accumulated deficit of approximately $79.2 million.

In February 2016, the Company announced topline results of COR1.1 trial, a Phase 3 clinical trial comparing treatment with Hydros-TA to treatment
with Hydros and with TA, on a standalone basis. Hydros-TA met the first of its two primary endpoints but did not meet its second primary endpoint.In March
2016, the Company engaged a financial and strategic advisor, Wedbush PacGrow, to advise it on strategic alternatives.  In April 2016, the Company
announced that it had suspended further clinical development of Hydros-TA and that it is actively pursuing a strategic transaction, including a merger or
acquisition of the Company.

In March 2016, the Company determined that it would not occupy the Newark Lease facility. (See Note 5.) As a result, the Company recorded an
impairment relating to assets consisting primarily of leasehold improvements for the Newark Lease of approximately $1.1 million. (See Note 4.)

In March 2016, the Company received a deficiency letter from the Listing Qualifications Department (the “Staff”) of The NASDAQ Stock Market
notifying the Company that, for the last 30 consecutive business days, the bid price for the Company’s common stock had closed below the minimum $1.00
per share requirement for continued inclusion on The NASDAQ Global Market pursuant to NASDAQ Listing Rule 5450(a)(1) (the “Rule”). In accordance
with NASDAQ Listing Rule 5810(c)(3)(A), the Company has been provided an initial period of 180 calendar days, or until September 12, 2016, to regain
compliance with the Rule. If, at any time before September 12, 2016, the bid price for the Company’s common stock closes at $1.00 or more for a minimum
of 10 consecutive business days as required under Listing Rule 5810(c)(3)(A), the Staff will provide written notification to the Company that it complies with
the Rule.

If the Company does not regain compliance with the Rule by September 12, 2016, the Company may be eligible for an additional 180 calendar day
compliance period. To qualify, the Company will be required to meet the continued listing requirement for market value of publicly held shares and all other
initial listing standards, with the exception of the bid price requirement, and will need to provide written notice to the Staff of its intention to cure the
deficiency during the second compliance period by effecting a reverse stock split if necessary.

In March 2015, the Company’s board of directors and stockholders approved a 4-for-1 reverse stock split of the Company’s common and preferred
stock. The Company filed an amendment to its certificate of incorporation effecting the reverse stock split on March 13, 2015. All share and per share
amounts contained in these financial statements and notes thereto, have been adjusted retroactively to reflect the reverse stock split.

On April 8, 2015, the Company’s registration statement on Form S-1 (File No. 333-201278) relating to the initial public offering of its common stock
was declared effective by the SEC. The initial public offering closed on April 14, 2015 at which time the Company sold 14,950,000 shares of common stock,
which included 1,950,000 shares of common stock purchased by the underwriters upon the full exercise of their option to purchase additional shares of
common stock. The Company received cash proceeds of approximately $66.3 million from the initial public offering, net of underwriting discounts and
commissions and offering costs paid by the Company.

Prior to the closing of the initial public offering, all outstanding shares of convertible preferred stock converted into 8,268,531 shares of common stock
with the related carrying value of $39.6 million reclassified to common stock and additional paid-in capital. In addition, all convertible preferred stock
warrants were converted into warrants exercisable for common stock and the convertible promissory notes were converted in to 2,287,120 shares of common
stock.

On April 14, 2015, the Company filed its Amended and Restated Certificate of Incorporation, authorizing 105,000,000 shares of capital stock,
including 100,000,000 shares of authorized common stock and 5,000,000 shares of authorized undesignated preferred stock.  Both the common stock and
preferred stock have a par value of $0.001 per share. There are no shares of preferred stock outstanding at March 31, 2016.
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2. Summary of Significant Accounting Policies and Basis of Presentation

Basis of Presentation

The accompanying interim condensed financial statements have been prepared in accordance with accounting principles generally accepted in the
United States of America (“U.S. GAAP”) for interim financial information and in accordance with the instructions to Form 10-Q and Rule 10-01 of
Regulation S-X.  Accordingly they do not include all of the information and footnotes required by generally accepted accounting principles for complete
financial statements.  The unaudited interim financial statements have been prepared on the same basis as the annual financial statements. These interim
financial results are not necessarily indicative of the results to be expected for the year ending December 31, 2016, or for any other future annual or interim
period. The accompanying unaudited condensed financial statements should be read in conjunction with the audited financial statements and the related notes
thereto included in the Company’s Annual Report on Form 10-K filed on March 30, 2016 with the SEC.  

Use of Estimates

The preparation of the interim condensed financial statements in accordance with U.S. GAAP requires management to make estimates and
assumptions that affect the reported amounts of assets and liabilities, the disclosure of contingent assets and liabilities at the date of the financial statements
and the reported amounts of revenues and expenses during the reporting periods. On an ongoing basis, the Company evaluates its estimates, including those
related to common stock, stock-based compensation expense, warrant liabilities, accruals, derivative liability, deferred tax valuation allowance and revenue
recognition. Management bases its estimates on historical experience or on various other assumptions, including information received from its service
providers, which it believes to be reasonable under the circumstances. Actual results could differ from those estimates.

Risks and Uncertainties

The product candidates developed by the Company require approvals from the U.S. Food and Drug Administration (“FDA”) or foreign regulatory
agencies prior to commercial sales. There can be no assurance that the Company’s current and future product candidates will receive the necessary approvals.
If the Company is denied approval or approval is delayed, it may have a material adverse impact on the Company’s business and its financial statements.

The Company is subject to risks common to companies in the pharmaceutical industry with no commercial operating history, including, but not limited
to, dependency on the clinical and commercial success of its product candidates, ability to obtain regulatory approval of its product candidates, the need for
substantial additional financing to achieve its goals, uncertainty of broad adoption of its approved products, if any, by physicians and consumers, significant
competition and untested manufacturing capabilities.

The Company expects to incur substantial operating losses for the next several years and will need to obtain additional financing in order to launch and
commercialize any products or product candidates for which it receives regulatory approval. There can be no assurance that such financing will be available
or will be at terms acceptable by the Company.

Concentration of Credit Risk

Financial instruments that potentially subject the Company to a concentration of credit risk consist of cash and cash equivalents. The Company invests
its excess cash in money market accounts. The Company’s cash and cash equivalents are held by a single financial institution and all cash is held in the
United States. Such deposits may, at times, exceed federally insured limits. The Company has not recognized any losses during the periods presented and
management does not believe that the Company is exposed to significant credit risk from its cash and cash equivalents.

Segment Reporting

The Company manages its operations as a single operating segment for the purposes of assessing performance and making operating decisions. The
Company is a specialty pharmaceutical company focused on the development and commercialization of novel and proprietary combination therapies that
address significant unmet medical needs. No product revenue has been generated since inception, and all assets are held in the United States.

Cash and Cash Equivalents

The Company considers all highly liquid investments purchased with an original maturity date of 90 days or less on the date of purchase to be cash
equivalents. The Company invests its cash in bank deposits and money market funds.
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Restricted Cash

The Company is required to guarantee the credit limit on its corporate credit card with a certificate of deposit of $50,000. The balance is included as
restricted cash on the condensed balance sheets.  

Beneficial Conversion Feature

From time to time, the Company may issue convertible promissory notes that have conversion prices that create an embedded beneficial conversion
feature on the issuance date. A beneficial conversion feature exists on the date a convertible promissory note is issued when the fair value of the underlying
common stock to which the note is convertible into is in excess of the remaining unallocated proceeds of the note after first considering the allocation of a
portion of the note proceeds to the fair value of any attached equity instruments, if any related equity instruments were granted with the debt. The intrinsic
value of the beneficial conversion feature is recorded as a debt discount with a corresponding amount to additional paid-in capital. The debt discount is
amortized to interest expense over the term of the note using the effective interest method.

Embedded Derivatives Related to Convertible Promissory Notes

Embedded derivatives that are required to be bifurcated from the underlying debt instrument (i.e. host) are accounted for and valued as a separate
financial instrument. The Company evaluated the terms and features of the convertible promissory notes issued in September 2014 and February 2015 and
identified embedded derivatives requiring bifurcation and accounting at fair value because the economic and contractual characteristics of the embedded
derivatives met the criteria for bifurcation and separate accounting due to the conversion features (see Note 7 for a description of the conversion features).

Property and Equipment, Net

Property and equipment are stated at cost less accumulated depreciation and amortization. Depreciation is computed using the straight-line method
over the estimated useful lives of the assets, which are as follows:
 

Computer equipment  3 years
Lab equipment  3 years
Furniture and fixtures  5 years
Machinery and equipment  3 years
Manufacturing equipment  7 years

 
Leasehold improvements are amortized over the lesser of their useful lives or the term of the lease. Upon sale or retirement of the assets, the cost and

related accumulated depreciation are removed from the balance sheet and the resulting gain or loss is recognized in the accompanying interim condensed
statement of operations and comprehensive loss in other income (expense), net. Maintenance and repairs are charged to operations as incurred.

Long-lived assets

The Company assesses the impairment of long-lived assets whenever events or changes in circumstances indicate that the carrying value of such
assets, or asset groups, may not be recoverable. Whenever events or changes in circumstances suggest that the carrying amount of long-lived assets may not
be recoverable, the future undiscounted cash flows expected to be generated by the asset, or asset groups from its use or eventual disposition is estimated. If
the sum of the expected future undiscounted cash flows is less than the carrying amount of those assets, or asset groups, an impairment loss is recognized
based on the excess of the carrying amount over the fair value of the assets, or asset groups.

Pre-clinical and Clinical Trial Accruals

The Company’s clinical trial accruals are based on estimates of patient enrollment and related costs at clinical investigator sites as well as estimates for
the services received and efforts expended pursuant to contracts with clinical research organizations that conduct and manage preclinical and clinical trials on
the Company’s behalf. If contracts are modified based upon changes in the clinical trial protocol or scope of work to be performed, the Company modifies the
estimates of accrued expenses accordingly. To date, there have been no material differences from its estimates to the amount actually incurred.
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Preferred Stock Warrant Liability

The Company accounts for its warrants as either equity or liabilities based upon the characteristics and provisions of each instrument. Warrants
classified as derivative liabilities are recorded on the Company’s accompanying balance sheets at their fair value on the date of issuance and are revalued at
each subsequent balance sheet date, with fair value changes recognized as increases or reductions to other income (expense), net in the statements of
operations and comprehensive loss.

Research and Development Expenditures

Costs incurred to further the Company’s research and development include salaries and related employee benefits, stock-based compensation expense,
costs associated with clinical studies, nonclinical research and development activities, regulatory activities, research-related overhead expenses and fees paid
to external service providers and contract research and manufacturing organizations that conduct certain research and development activities on behalf of the
Company.

Stock-Based Compensation

The Company maintains performance incentive plans under which incentive stock options and non-qualified stock options may be granted to
employees and non-employees. The Company accounts for stock-based compensation arrangements with employees in accordance with ASC 718,
Compensation — Stock Compensation. ASC 718 requires the recognition of compensation expense, using a fair value-based method, for costs related to all
share-based payments including stock options.

The Company’s determination of the fair value of stock options on the date of grant utilizes the Black-Scholes option-pricing model, and is impacted
by its common stock price as well as changes in assumptions regarding a number of subjective variables. These variables include, but are not limited to,
expected term that options will remain outstanding, expected common stock price volatility over the term of the option awards, risk-free interest rates and
expected dividends.

The fair value is recognized over the period during which an optionee is required to provide services in exchange for the option award, known as the
requisite service period (usually the vesting period), on a straight-line basis. Stock-based compensation expense recognized at fair value includes the impact
of estimated forfeitures. The Company estimates future forfeitures at the date of grant and revises the estimates, if necessary, in subsequent periods if actual
forfeitures differ from those estimates.

Income Taxes

The Company accounts for income taxes under the asset and liability method. Under this method, deferred tax assets and liabilities are determined
based on the difference between the financial statement and tax bases of assets and liabilities using enacted tax rates in effect for the year in which the
differences are expected to affect taxable income. Valuation allowances are established when necessary to reduce deferred tax assets to the amounts expected
to be realized.

The Company accounts for uncertain tax positions in accordance with ASC 740-10, Accounting for Uncertainty in Income Taxes. The Company
assesses all material positions taken in any income tax return, including all significant uncertain positions, in all tax years that are still subject to assessment or
challenge by relevant taxing authorities. Assessing an uncertain tax position begins with the initial determination of the position’s sustainability and is
measured at the largest amount of benefit that is greater than fifty percent likely of being realized upon ultimate settlement. As of each balance sheet date,
unresolved uncertain tax positions must be reassessed, and the Company will determine whether (i) the factors underlying the sustainability assertion have
changed and (ii) the amount of the recognized tax benefit is still appropriate. The recognition and measurement of tax benefits requires significant judgment.
Judgments concerning the recognition and measurement of a tax benefit might change as new information becomes available.

Net Loss per Share Attributable to Common Stockholders

Basic earnings per share to common stockholders is computed by dividing net loss by the weighted average number of shares of common stock
outstanding during the periods presented. The computation of diluted earnings per share is similar to the computation of basic earnings per share, except that
the denominator is increased for the assumed exercise of dilutive options and other potentially dilutive securities using the treasury stock method unless the
effect is antidilutive.

7



Recent Accounting Pronouncements

In May 2014, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards update (“ASU”) 2014-09, “Revenue from Contracts
with Customers,” requiring an entity to recognize the amount of revenue to which it expects to be entitled for the transfer of promised goods or services to
customers. In May 2014, the Financial Accounting Standards Board (“FASB”)  issued Accounting Standards update (“ASU”) 2014-09, Revenue from
Contracts with Customers (Topic 606), which supersedes the revenue recognition requirements in ASC 605, Revenue Recognition. This guidance is based on
the principle that revenue is recognized to depict the transfer of goods or services to customers in an amount that reflects the consideration to which the entity
expects to be entitled in exchange for those goods or services. This guidance also requires additional disclosure about the nature, amount, timing and
uncertainty of revenue and cash flows arising from customer contracts, including significant judgments and changes in judgments and assets recognized from
costs incurred to obtain or fulfill a contract. This guidance can be adopted either retrospectively to each prior reporting period presented, or retrospectively
with a cumulative-effect adjustment recognized as of the date of adoption. The original effective date of this guidance for public entities was for annual
reporting period beginning after December 15, 2016. In August 2015, the FASB issued ASU 2015-14, Revenue from Contracts with Customers (Topic 606),
to defer the effective date of this guidance by one year, to the annual reporting periods beginning after December 15, 2017, including interim periods within
that reporting period. A reporting entity may choose to early adopt the guidance as of the original effective date. The FASB has issued several updates to the
standard which i) defer the original effective date from January 1, 2017 to January 1, 2018, while allowing for early adoption as of January 1, 2017 (ASU
2015-14); ii) clarify the application of the principal versus agent guidance (ASU 2016-08); and iii) clarify the guidance on inconsequential and perfunctory
promises and licensing (ASU 2016-10). The Company does not anticipate an early adoption, and is currently evaluating the impact on its financial statements
upon the adoption of this guidance.

In August 2014, the FASB issued ASU NO. 2014-15, Disclosure of Uncertainties about an Entity’s Ability to Continue as a Going Concern, or ASU
2014-15. ASU 2014-15 requires management to perform interim and annual assessments of an entity’s ability to continue as a going concern within one year
of the date the financial statements are issued and provides guidance on determining when and how to disclose going concern uncertainties in the financial
statements. Certain disclosures will be required if conditions give rise to substantial doubt about an entity’s ability to continue as a going concern. ASU 2014-
15 applies to all entities and is effective for annual and interim reporting periods ending after December 15, 2016, with early adoption permitted. The
Company does not anticipate an early adoption, and is currently evaluating the impact on its financial statements upon the adoption of this guidance.

In February 2016, the FASB issued ASU 2016-02, Leases (Topic 842). Under this guidance, an entity is required to recognize right-of-use assets and
lease liabilities on its balance sheet and disclose key information about leasing arrangements. This guidance offers specific accounting guidance for a lessee, a
lessor and sale and leaseback transactions. Lessees and lessors are required to disclose qualitative and quantitative information about leasing arrangements to
enable a user of the financial statements to assess the amount, timing and uncertainty of cash flows arising from leases. This guidance is effective for annual
reporting period beginning after December 15, 2018, including interim periods within that reporting period, and requires a modified retrospective adoption,
with early adoption permitted. The Company is currently evaluating the impact on its financial statements upon the adoption of this guidance.

In March 2016, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update (“ASU”) No. 2016-09, Compensation –
Stock Compensation (Topic 718). This guidance identifies areas for simplification involving several aspects of accounting for share-based payment
transactions, including the income tax consequences, classification of awards as either equity or liabilities, an option to recognize gross stock compensation
expense with actual forfeitures recognized as they occur, as well as certain classifications on the statement of cash flows. This guidance is effective for annual
reporting period beginning after December 15, 2016, including interim periods within that reporting period, with early adoption permitted. The Company is
currently evaluating the impact on its financial statements upon the adoption of this guidance.
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3. Fair Value Measurements

The Company follows ASC 820-10, Fair Value Measurements and Disclosures, which among other things, defines fair value, establishes a consistent
framework for measuring fair value and expands disclosure for each major asset and liability category measured at fair value on either a recurring or
nonrecurring basis. Fair value is an exit price, representing the amount that would be received to sell an asset or paid to transfer a liability in an orderly
transaction between market participants. As such, fair value is a market-based measurement that should be determined based on assumptions that market
participants would use in pricing an asset or liability. As a basis for considering such assumptions, a three-tier fair value hierarchy has been established, which
prioritizes the inputs used in measuring fair value as follows:

 

 Level 1 Inputs are unadjusted, quoted prices in active markets for identical assets or liabilities at the measurement date.

 Level 2 Inputs (other than quoted prices included in Level 1) are either directly or indirectly observable for the asset or liability through
correlation with market data at the measurement date and for the duration of the instrument’s anticipated life.

 Level 3 Inputs reflect management’s best estimate of what market participants would use in pricing the asset or liability at the measurement date.
Consideration is given to the risk inherent in the valuation technique and the risk inherent in the inputs to the model.

The Company’s investments in money market funds are measured at fair value on a recurring basis. These money market funds are actively traded and
reported daily through a variety of sources. The fair value of the money market fund investments is classified as Level 1.

The fair value of the certificates of deposit is classified as Level 2 due to the nature of a contractual restriction with a financial institution that requires
the certificate of deposit to remain in place as collateral for the credit card, and therefore the ability to liquidate the investment is limited.

As of March 31, 2016, based on borrowing rates that are available to the Company for loans of similar terms and consideration of the Company’s
credit risk, the carrying value of the loan payable approximates the fair value using Level 2 inputs.

There were no transfers between Level 1 and Level 2 during the periods presented.

In certain cases where there is limited activity or less transparency around inputs to valuation, securities are classified as Level 3. During 2014 and
through the date of the initial public offering in April 2015, the Company estimated the fair value of the warrant liability. The Company used the Black-
Scholes option-pricing method to calculate the fair value of the warrant liability. Generally, increases or decreases in the fair value of the underlying
convertible preferred stock resulted in a similar impact in the fair value measurement of the warrant liability.

The fair value of the derivative of the September 2014 and February 2015 convertible promissory notes (see Note 7) was recorded as a derivative
liability instrument that is measured at fair value at each reporting period. In connection with the initial public offering, the convertible promissory notes were
converted in to shares of common stock, and the derivative liability is therefore not present at March 31, 2016. At March 31, 2015, the Company remeasured
the fair value of the derivative for the September 2014 and February 2015 convertible promissory notes by estimating the fair value of the convertible
promissory notes with and without the conversion derivative. To calculate the fair value of the convertible promissory notes without the conversion
derivative, the Company estimated the present value of the expected cash payments at an assumed discount rate. To calculate the fair value of the convertible
promissory notes with the conversion feature, the Company calculated the present value of the convertible promissory notes upon conversion at an initial
public offering, and the present value of the convertible promissory notes at an equity financing. The Company applied a probability of occurrence to all of
the conversion scenarios and estimated a weighted value of the notes with the conversion feature. The difference between the fair value of the convertible
promissory notes with and without the conversion features is the fair value of the derivative.
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The following table presents the Company’s fair value hierarchy for assets and liabilities measured at fair value on a recurring and non-recurring basis:
 

  Fair Value Measurements as of March 31, 2016 (in thousands)  

  

Quoted Price
in Active

Markets for
Identical Assets   

Significant
other

Observable
Inputs   

Significant
Unobservable

Inputs      
  Level 1   Level 2   Level 3   Total  
Assets                 
Money market funds(1)  $ 48,380  $ —  $ —  $ 48,380 
Certificate of deposit   —   50   —   50 
Property and equipment, net (non-recurring)   160   —   —   160 
  $ 48,540  $ 50  $ —  $ 48,590

 

 
  Fair Value Measurements as of December 31, 2015 (in thousands)  

  

Quoted Price
in Active

Markets for
Identical Assets   

Significant
other

Observable
Inputs   

Significant
Unobservable

Inputs      
  Level 1   Level 2   Level 3   Total  
Assets                 
Money market funds(1)  $ 53,625  $ —  $ —  $ 53,625 
Certificate of deposit   —   50   —  $ 50 
  $ 53,625  $ 50  $ —  $ 53,675

 

 

 

(1) Included in cash and cash equivalents in the Company’s condensed balance sheet.

  

4. Balance Sheet Components

Property and Equipment, Net

The following table represents the components of property and equipment (in thousands):
 

  March 31,   December 31,  
  2016   2015  
Computer equipment  $ -  $ 30 
Lab equipment   270   697 
Furniture and fixtures   -   21 
Machinery and equipment   105   262 
Leasehold improvements   -   55 
Construction in progress   -   368 
   375   1,433 
Less: Accumulated depreciation and amortization   (215)   (628)

Total property and equipment, net  $ 160  $ 805
 

 
Depreciation expense for the three months ended March 31, 2016 and 2015, was $34,000, and $31,000, respectively.
 
The Company recorded an impairment charge of $1.5 million in the three months ended March 31, 2016 in connection with its determination not to

occupy the Newark Lease facility and to suspend further clinical development of Hydros-TA. An impairment charge of $1.1 million was recorded, primarily
related to leasehold improvements, furniture and fixtures for the Newark Lease facility that have no future use. Additionally, the Company determined that
certain equipment used in the development of Hydros-TA was impaired and recorded an impairment charge of $0.4 million, reducing the carrying value of the
assets to $0.1 million, which is their estimated fair value. Each of these impairment charges was measured using Level 1 inputs of the fair value hierarchy.
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Accrued Liabilities
(in thousands)
 

  March 31,   December 31,  
  2016   2015  
Accrued payroll and related expenses  $ 222  $ 727 
Accrued legal expenses   178   77 
Accrued research and clinical trial expenses   633   338 
Accrued professional services   -   185 
Other accrued expenses   49   - 
  $ 1,082  $ 1,327

 

 

5. Commitments and Contingencies

Operating Lease

The Company leases its facilities in Palo Alto, California under a noncancelable operating lease which expires May 2016.   The terms of the lease
agreement require the Company to provide a security deposit of $69,000. The security deposit is included in other assets on the accompanying condensed
balance sheets. The Company had a sub-lease agreement with a tenant for approximately thirty-seven percent of the square footage of the corporate
headquarters. Under this agreement, the Company received $16,000 per month as rental income which is accounted for as a reduction of rent expense. The
sub-lease agreement expired on February 29, 2016.

Gross rent expense for the three months ended March 31, 2016 and 2015 was $174,000 and $108,000, respectively. The rental expense is reduced by
the sublease rental income amounts of $37,000 and $48,000, respectively, for the three months ended March 31, 2016 and 2015

 On July 13, 2015, the Company entered into a lease for an 18,704 square foot facility located in Newark, California (the “Newark Lease”), with
office, R&D and laboratory space. Under the Newark Lease, the landlord provided an allowance of $599,000 to fund certain improvements to the facility. The
Newark Lease has an initial term of approximately six and a half years, with a monthly rental rate starting at $2.65 per square foot in the first year of the
lease, escalating each year by 3.0%. The annual rent obligation is expected to be approximately $595,000 for the first year of the lease. The Company is
responsible for certain other costs, such as insurance, taxes, utilities, maintenance and repairs, a property management fee, and reimbursement of certain
expenses related to maintenance of common areas. The Company delivered a security deposit of approximately $149,000 in connection with the execution of
the Newark Lease, and this amount is recorded in other assets on the condensed balance sheets. In March 2016, the Company determined that it would not
occupy the Newark Lease facility and recorded an impairment relating to assets consisting primarily of leasehold improvements of approximately $1.1
million.

The aggregate future minimum lease payments under the current and future operating lease are as follows:

Years ending December 31,  (in thousands)  
2016  $ 618 
2017   611 
2018   629 
2019   648 
2020   668 
Remaining years   1,100 
Total minimum lease payments  $ 4,274

 

 

Indemnification

In the normal course of business, the Company enters into contracts and agreements that contain a variety of representations and warranties and
provide for general indemnification. The Company’s exposure under these agreements is unknown because it involves future claims that may be made against
the Company but have not yet been made. To date, the Company has not paid any claims or been required to defend any action related to its indemnification
obligations. However, the Company may record charges in the future as a result of these indemnification obligations. No amounts associated with such
indemnifications have been recorded to date.

From time to time, the Company may have certain contingent liabilities that arise in the ordinary course of business activities. The Company accrues a
liability for such matters when it is probable that a liability has been incurred and that future expenditures can be reasonably estimated. There have been no
contingent liabilities requiring accrual or disclosure at March 31, 2016.
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6. Loan and Security Agreement

In October 2011, the Company entered into a loan and security agreement (the “Loan and Security Agreement”) with a financial institution. In
September 2014, the Loan and Security Agreement was amended. The interest rate is 3.95% per annum and the loan is repayable in thirty-six equal monthly
installments, following an eighteen-month interest only period. The final balloon interest payment is approximately $0.5 million and is accreted over the life
of the loan. The amendment was accounted for as a modification, and the unamortized debt discount as of the date of the modification is being amortized over
the new loan period, using the effective interest rate method.  

The Loan and Security Agreement contains customary representations and warranties, covenants, closing and advancing conditions, events of defaults
and termination provisions. The Loan and Security Agreement provides that an event of default will occur if (1) the financial institution determines that it is
the clear intention of the Company’s investors to not continue to fund the Company in the amounts and timeframe necessary to enable the Company to satisfy
the Company’s financial obligations, (2) there is a material impairment in the financial institution’s security interest in the personal property that is the
collateral, (3) the Company defaults in the payment of any amount payable under the agreement when due or (4) the Company breaches any negative
covenant or certain affirmative covenants in the agreement (subject to a grace period in certain cases). The repayment of the loan is accelerated following the
occurrence of an event of default or otherwise, which would require the Company to immediately pay an amount equal to: (i) all outstanding principal plus
accrued but unpaid interest, (ii) the final payment, plus (iii) all other sums, that shall have become due and payable but have not been paid, including interest
at the default rate with respect to any past due amounts. As of March 31, 2016, the Company was in compliance with all the covenants in the Loan and
Security Agreement.

Aggregated annual payments due under the Loan and Security Agreement are as follows:
 

As of March 31, 2016 (in thousands)     
2016  $ 1,746 
2017   2,095 
2018   1,390 

Total payments   5,231 
Less: Interest   (731)

Present value of loans payable   4,500 
Less: Debt discount   (76)
Add: Final balloon payment   517 
Less: Unamortized portion of final balloon payment   (290)

Loans payable   4,651 
Less: Current portion   (1,950)

Loans payable, net of current portion  $ 2,701
 

 

7. Convertible Promissory Notes

On September 29, 2014 and February 19, 2015, the Company entered into convertible note purchase agreements and issued convertible promissory
notes (the “Notes”) in an aggregate principal amount of $5.0 million and $4.0 million, respectively, to several related parties that own more than 10% of the
Company’s capital stock. All principal and accrued interest on the Notes was converted to the Company’s common stock upon the completion of the
Company’s initial public offering in April 2015. Upon conversion, 2,287,120 shares of common stock were issued.

The Notes provided that upon completion of an initial public offering, the Notes would automatically convert into a number of shares of the
Company’s common stock equal to the quotient obtained by dividing the entire principal amount and accrued interest on the Notes by 80% of the initial
public offering price per share of the Company’s common stock. The Notes bore interest at a rate of 5% per annum, compounded annually.

Due to the automatic conversion features contained in the Notes, the actual number of shares of common stock or preferred stock that would be
required if a conversion of the Notes was made through the issuance of the Company’s common or preferred stock could not be predicted prior to the
conversion taking place. In addition, the conversion that would occur upon a change in control of the Company met the definition of a put option and was not
closely related to the debt. As a result, the automatic conversion features and put option, exclusive of the Series B conversion feature, required derivative
accounting treatment and were bifurcated from the Notes and marked to market each reporting period through the statement of operations and comprehensive
loss. The fair value of the automatic conversion features and put option of the Notes, exclusive of the Series B conversion feature, were recorded as a
derivative liability instrument and measured at fair value at each reporting period.

12



As of December 31, 2014, the Company estimated the fair value of the derivative by estimating the fair value of the Notes with and without the
conversion derivative. To calculate the fair value of the Notes without the conversion derivative, the Company estimated the present value of the expected
cash payments at an assumed discount rate of 8.25%. To calculate the fair value of the Notes with the conversion feature, the Company calculated the present
value of the Notes upon conversion at an initial public offering, and the present value of the Notes at an equity financing. The risk-free rate for the assumed
discount period is estimated at 0.05% and 0.15% in the respective conversion scenarios. The risk-free rate for the assumed discount period is estimated at
0.05% and 0.12% in the respective conversion scenarios at the valuation date of December 31, 2014. The Company applied a probability of occurrence to all
of the conversion scenarios associated with the derivative and estimated a weighted value of the Notes with the conversion feature. The difference between
the fair value of the Notes with and without the conversion features is the derivative. The fair value of the derivative was $1,495,000 as of December 31,
2014.

Upon issuance of the February 2015 Notes, the Company calculated the derivative liability using the same methodology and assumptions as those used
as of December 31, 2014 because there were not significant changes in the Company or in the operations of the Company that had occurred in that
intervening time period. The additional derivative liability recorded upon issuance of the February 2015 Notes was $1,196,000.

At March 31, 2015, the Company remeasured the fair value of the derivative liability for the Notes using a methodology similar to the methodology
used at December 31, 2014, with a minimal discount period. The fair value of the derivative was $2,287,000.

The Company determined that the Notes contain a beneficial conversion feature related to the conversion feature of the Notes into Series B convertible
preferred stock. The beneficial conversion feature results from the difference between the fair value of the Company’s common stock at the date of issuance
and the Series B Preferred Stock Conversion price of $4.8104 at the date of issuance. The beneficial conversion feature amounted to $2,275,000 for the
September 2014 Notes and $158,000 for the February 2015 Notes as of the date of issuance of the respective Notes, and was recorded as a debt discount that
would be amortized through the maturity date of the Notes.
 

8. Convertible Preferred Stock Warrants

The Company issued warrants to purchase shares of the Company’s convertible preferred stock at various times in connection with loans payable.
Immediately prior to the closing of the initial public offering, all convertible preferred stock warrants were converted in to warrants exercisable for common
stock.

The convertible preferred stock warrants outstanding as of March 31, 2015 were as follows (in thousands, except share and per share amounts:
 

  

Number of Shares
Underlying
Warrants   

Exercise
Price per

Share   

Fair Value, as
of March
31, 2015  

Series A preferred stock   20,788  $ 4.81  $ 30 
Series B preferred stock   103,941  $ 4.81  $ 319 
   124,729      $ 349

 

 
The fair value of the convertible preferred stock warrant liability was remeasured as of each period end. As of March 31, 2015, the Company

remeasured the fair value of the convertible preferred stock warrant liability using a Black-Scholes option-pricing method with the following assumptions: the
Company’s initial public offering price of $5.00 per share, a weighted average remaining life of 6.5 years, an expected volatility of 58.3%, a weighted average
risk-free interest rate of 1.55% and no expected dividend. The Company evaluated the down-round protection provisions of the warrant agreements by using a
Monte Carlo simulation model and determined that the impact of such provisions was immaterial to the fair value of the warrants at the reporting dates. The
assumptions are further described as follows:

Expected Time to liquidity event — The Company estimated the time to liquidity event based on management’s analysis of the business, market
conditions and clinical development.

Expected Volatility — The Company estimates the expected volatility based on the average volatility for comparable publicly traded
biopharmaceutical companies over a period equal to the expected time to liquidity event. When selecting the publicly traded biopharmaceutical companies,
the Company selected companies with comparable characteristics to it, including enterprise value and risk profiles, and with historical share price information
sufficient to meet the time to liquidity event. The Company will continue to apply this process until a sufficient amount of historical information regarding the
volatility of its own stock price becomes available.

13



Risk-Free Interest Rate — The risk-free interest rate is based on U.S. Treasury zero-coupon issues with remaining terms similar to the expected time to
the liquidity event.

Expected Dividend Rate — The Company has never paid any dividends and does not plan to pay dividends in the foreseeable future, and, therefore,
used an expected dividend rate of zero in the valuation model.

  
9. Common Stock

As of March 31, 2016 the Company’s Amended and Restated Certificate of Incorporation, as amended, has authorized 100,000,000 shares of common
stock at $0.001 par value.

Each share of common stock entitles the holder to one vote on all matters submitted to a vote of the Company’s stockholders. Common stockholders
are entitled to receive dividends, as may be declared by the board of directors, if any, subject to the preferential dividend rights of the holders of the Series A
and B convertible preferred stock. As of March 31, 2016, no dividends have been declared.

10. Stock Option Plan

Incentive stock options are granted with exercise prices not less than the estimated fair value of common stock, and non-statutory stock options may be
granted with an exercise price of not less than 100% of the estimated fair value of the common stock on the date of grant. Options granted under the Plan
expire no later than 10 years from the date of grant. Incentive stock options granted under the Plan vest over periods determined by the Board of Directors,
generally over four years. Non-statutory stock options vest based on the terms of the individual agreement, generally from nine months to four years.

As of March 31, 2016, options for 1,310,806 shares have been issued under the 2015 Equity Plan. The number of shares available for issuance under
the Company’s 2015 Equity Plan will be increased on the first day of each fiscal year beginning in 2016, by an amount equal to the lessor of (1) 1,200,000
shares of stock and (2) four percent (4%) of the outstanding shares of stock on the last day of the immediately preceding year. The maximum number of
shares of the Company’s common stock that may be delivered in satisfaction of awards under the 2015 Equity Plan is 2,585,833 shares, inclusive of 750,000
shares authorized upon creation of the 2015 Plan and 1,053,299 shares added January 1, 2016.  

As of March 31, 2016, the Company had 2,552,550 shares issuable upon exercise of outstanding option awards.

Total stock-based compensation expense related to options and awards granted was allocated as follows (in thousands):
 

  Three Months Ended March 31,   
  2016   2015   

Research and Development  $ 151  $ 9  
General and administrative   217   109  
Total  $ 368  $ 118 

 

 

11. Related Party Transactions

In September 2014 and February 2015, the Company issued the Notes to several related parties that own more than 10% of the Company’s capital
stock (see Note 7). Upon completion of the initial public offering, those Notes were converted in to shares of the Company’s common stock.

12. Income Taxes

The Company’s effective tax rate is 0% for income tax for the three months ended March 31, 2016 and the Company expects that its effective tax rate
for the full year 2016 will be 0%. Based on the weight of available evidence, including cumulative losses since inception and expected future losses, the
Company has determined that it is more likely than not that the deferred tax asset amount will not be realized and therefore a valuation allowance has been
provided on net deferred tax assets.

The Company has substantial net operating loss carry forwards available to offset future taxable income for federal and state income tax purposes. The
ability to utilize the net operating losses may be limited due to changes in our ownership as defined by Section 382 of the Internal Revenue Code (the
“Code”). Under the provisions of Sections 382 and 383 of the Code, a change of control, as defined in the Code, may impose an annual limitation on the
amount of the Company’s net operating loss and tax credit carryforwards, and other tax attributes that can be used to reduce future tax liabilities.
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The Company files tax returns for U.S. Federal and State of California. The Company is not currently subject to any income tax examinations. Since
the Company’s inception, the Company had incurred losses from operations, which generally allows all tax years to remain open.

The gross amount of unrecognized tax benefits as of March 31, 2016 is approximately $0.8 million related to the reserve on R&D credits, none of
which will affect the effective tax rate if recognized due to the valuation allowance. The Company does not expect any material changes in the next twelve
months in unrecognized tax benefits.

The Company recognizes interest and/or penalties related to uncertain tax positions. To the extent accrued interest and penalties do not ultimately
become payable, amounts accrued will be reduced and reflected in the period that such determination is made. Any interest and penalties are recognized in
income tax expense. The Company currently has no interest and penalties related to uncertain tax positions.
 

13. Subsequent Events

In April 2016, the Company announced that it had suspended further clinical development of Hydros-TA and that it is actively pursuing a strategic
transaction, including a merger or acquisition of the Company.

In April 2016, the board of directors approved a restructuring plan effective as of April 15, 2016 resulting in a reduction in force affecting 14 of the
Company’s 17 employees, including two executive officers. The restructuring plan is intended to reduce operational costs to preserve capital and streamline
the Company’s operations as it pursues a strategic transaction.

The positions impacted are across all of the Company’s departments. As a result of the restructuring plan, the Company estimates that it will incur one-
time cash severance payments of approximately $0.3 million and an aggregate of $0.7 million in severance expenses, including the severance payments to the
two executive officers. The charges associated with the restructuring plan will be recorded in the year ended December 31, 2016.

In April 2016, the Board of Directors approved an Executive Retention Bonus Plan (the “Retention Plan”), which provides for grants of cash retention
bonuses to the remaining eligible executive officers who continue employment with the Company through the earlier to occur of (i) the closing of a Change in
Control (as defined the Retention Plan) and (ii) March 8, 2017 (the “Retention Date”). The Retention Plan is intended to help assure that the Company’s
remaining executive officers following the above described reduction in force continue their employment with the Company in order to complete a strategic
transaction. The aggregate retention bonus, assuming all other terms and conditions are satisfied, is approximately $0.3 million.
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Item 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

You should read the following discussion in conjunction with our condensed financial statements (unaudited) and related notes included elsewhere in
this report. This Quarterly Report on Form 10-Q contains forward-looking statements that involve risks and uncertainties. All statements other than
statements of historical facts contained in this report are forward-looking statements. In some cases, you can identify forward-looking statements by
terminology such as “may,” “could,” “will,” “would,” “should,” “expect,” “plan,” “anticipate,” “believe,” “estimate,” “intend,” “predict,” “seek,”
“contemplate,” “potential” or “continue” or the negative of these terms or other comparable terminology. These forward-looking statements, include, but
are not limited to, the success, cost and timing of our product development activities and clinical trials and projections as to the timing and success of any
potential strategic transaction.  Any forward-looking statements in this Quarterly Report on Form 10-Q reflect our current views with respect to future events
or our future financial performance, are based on assumptions, and involve known and unknown risks, uncertainties and other factors which may cause our
actual results, performance or achievements to be materially different from any future results, performance or achievements expressed or implied by the
forward-looking statements. Given these uncertainties, you should not place undue reliance on these forward-looking statements. Factors that may cause
actual results to differ materially from current expectations include, among other things, those listed under “Risk Factors” in the Prospectus or described
elsewhere in this Quarterly Report on Form 10-Q. These forward-looking statements speak only as of the date hereof. Except as required by law, we assume
no obligation to update or revise these forward-looking statements for any reason, even if new information becomes available in the future. Unless the context
requires otherwise, in this Quarterly Report on Form 10-Q, the terms “Carbylan,” “Company,” “we,” “us” and “our” refer to Carbylan Therapeutics, Inc.,
a Delaware corporation.

Overview

We are a clinical-stage specialty pharmaceutical company. Our initial focus was on the development of Hydros-TA, our proprietary, potentially best-in-
class intra-articular (“IA”), injectable product candidate to treat pain associated with osteoarthritis (“OA”), of the knee. Current joint injection, or intra-
articular, treatments for OA pain include corticosteroids, which provide short-term relief, and viscosupplements, which provide relief over the longer-term. In
contrast, Hydros-TA utilizes our proprietary cross-linking technology to deliver both rapid pain relief with a low dose corticosteroid triamcinolone acetonide,
or TA, and sustained pain relief from our novel hyaluronic acid viscosupplement.

In February 2016, we announced topline results of our COR1.1 trial, a Phase 3, multi-center, international, randomized, double-blind, three-arm trial
that enrolled 560 patients with grade two and grade three OA of the knee, comparing treatment with Hydros-TA to treatment with Hydros and with TA, on a
standalone basis. The primary endpoints of the trial were changes from baseline in the WOMAC A pain scores at week 2 for Hydros-TA versus Hydros and at
week 26 for Hydros-TA versus TA, as well as a safety assessment of adverse events. Hydros-TA met the first of its two primary endpoints, demonstrating a
statistically significant improvement from baseline in the WOMAC A pain score at week 2 versus Hydros.  In addition, Hydros-TA maintained a significant
reduction in pain from baseline over 26 weeks. However, patients in the TA arm continued to show an unexpected significant reduction in pain through 26
weeks. Given the comparable effectiveness at 26 weeks, COR1.1 did not meet its second primary endpoint. Hydros-TA was generally well tolerated with no
treatment related serious adverse events, or SAEs, and adverse events, or AEs, were mostly mild and included arthralgia (knee pain) and swelling.

In March 2016, we engaged a financial and strategic advisor, Wedbush PacGrow, to advise us on strategic alternatives.  Wedbush PacGrow is
providing a range of advisory services aimed to enhance shareholder value.

In April 2016, we announced that we have suspended further clinical development of Hydros-TA and that we are actively pursuing a strategic
transaction, including a merger or acquisition of the Company. In connection with this decision, we recorded an aggregate of $1.5 million in asset impairment
charges in the three months ended March 31, 2016 related to our determination in March 2016 not to occupy our recently leased facility in Newark and
impairment of certain assets related to Hydros-TA. We are devoting substantially all of our time and resources to identifying and consummating a strategic
transaction, however, there can be no assurance that such activities will result in any agreements or transactions that will enhance shareholder value. Further,
any strategic transaction that is completed ultimately may not deliver the anticipated benefits or enhance shareholder value.

In April 2016, we approved a restructuring plan effective as of April 15, 2016 resulting in a reduction in force affecting 14 of our 17 employees,
including two executive officers.  The restructuring plan is intended to reduce operational costs to preserve capital and streamline our operations as we pursue
a strategic transaction. Non-executive employees directly affected by the reduction in force have been terminated as of April 15, 2016 and will be provided
with severance payments and continuation of benefits for a limited term. The positions impacted are across all of our departments. As a result of the
restructuring plan, we estimate that we will incur one-time cash severance payments of approximately $0.3 million and an aggregate of $0.7 million in
severance expenses, including the severance payments to the two executive officers. The charges associated with the restructuring plan will be recorded in
fiscal 2016.
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We have never been profitable and, as of March 31, 2016, we had an accumulated deficit of $79.2 million. We incurred net losses of approximately
$6.6 million and $5.2 million in the three months ended March 31, 2016 and 2015, respectively.

Financial Overview

Revenue

We do not have any products approved for sale, and we have not generated any revenue from product sales since our inception and do not expect to
generate any revenue from the sale of products in the near future. Our revenue to date has been generated from license revenue pursuant to our agreement
with Jingfeng. We expect that any revenue we generate will fluctuate from year to year as a result of the timing and amount of milestone payments from our
license agreement with Jingfeng and any future collaboration partner.

Operating Expenses

Most of our operating expenses to date have been related to the research and development activities of Hydros-TA.

Research and Development Expenses. Since our inception, we have focused our resources on our research and development activities, including
nonclinical and pre-clinical studies, clinical trials and chemistry manufacturing and controls. Our development expenses consist primarily of:

 · expenses incurred under agreements with consultants, CROs and investigative sites that conduct our pre-clinical studies and clinical trials;

 · costs of acquiring, developing and manufacturing clinical trial materials;

 · personnel costs, including salaries, benefits, stock-based compensation and travel expenses for employees engaged in scientific research and
development functions;

 · costs related to compliance with regulatory requirements; and

 · allocated expenses for rent and maintenance of facilities, insurance and other general overhead.

Research and development costs are expensed as incurred. Costs for certain development activities, such as clinical trials, are recognized based on an
evaluation of the progress to completion of specific tasks using data such as subject enrollment, clinical site activations or information provided to us by our
third-party vendors.

We do not currently utilize a formal time allocation system to capture expenses on a project-by-project basis, as the majority of our past expenses have
been in support of Hydros-TA.

The following table summarizes our research and development expenses by functional area:
 

  Three Months Ended March 31,   
  2016   2015   
  (in thousands)   

Clinical development  $ 940  $ 967  
Regulatory   309   392  
Preclinical R&D   288   674  
Personnel related   847   604  
Manufacturing   1,148   1,265  
Total research and development expenses  $ 3,532  $ 3,902 

 

 

General and administrative expenses. General and administrative expenses consist of personnel costs, travel expenses and other expenses for outside
professional services, including legal, human resources, audit and accounting services. Personnel costs consist of salaries, bonus, benefits and stock-based
compensation. General and administrative expenses are expensed as incurred.

For the three months ended March 31, 2016 and 2015 our general and administrative expenses totaled approximately $1.5  million and $1.0 million,
respectively. We have implemented operating cost reductions to reduce overall cash burn as we pursue a strategic transaction. Our strategic process is both
active and ongoing and includes a range of interactions with transaction counterparties. We anticipate that our general and administrative expenses will
increase in the future as a result of expenses related to these strategic activities.
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Asset impairment. Whenever events or changes in circumstances suggest that the carrying amount of long-lived assets may not be recoverable, the
future undiscounted cash flows expected to be generated by the asset from its use or eventual disposition is estimated.  If the sum of the expected future
undiscounted cash flows is less than the carrying amount of those assets, an impairment loss is recognized based on the excess of the carrying amount over
the fair value of the assets.

During the three months ended March 31, 2016, we recorded an impairment charge of $1.5 million in connection with our determination not to occupy
the Newark Lease facility and to suspend further clinical development of Hydros-TA.

Other Income (Expense), Net

Interest income. Interest income consists of interest earned on our cash and cash equivalents balances. The primary objective of our investment policy
is capital preservation.

Interest expense. Interest expense consists of interest expense on amounts outstanding under our debt facility with Silicon Valley Bank (“SVB”), and
convertible promissory notes that were issued, as well as non-cash interest expense related to the amortization of loan discounts and final loan interest
payments.

Other income (expense), net. Other income (expense), net primarily consists of changes in the estimated fair value of the convertible preferred stock
warrants and the derivative liability.

Income Taxes

The Company’s effective tax rate is 0% for income tax for the three months ended March 31, 2016 and the Company expects that its effective tax rate
for the full year 2016 will be 0%. Based on the weight of available evidence, including cumulative losses since inception and expected future losses, the
Company has determined that it is more likely than not that the deferred tax asset amount will not be realized and therefore a valuation allowance has been
provided on net deferred tax assets.

The Company files tax returns for U.S. Federal and State of California. The Company is not currently subject to any income tax examinations. Since
the Company’s inception, the Company had incurred losses from operations, which generally allows all tax years to remain open.

The Company recognizes the financial statement effects of a tax position when it becomes more likely than not, based upon the technical merits, that
the position will be sustained upon examination. The Company does not expect any material changes in the next twelve months in unrecognized tax benefits.

The Company recognizes interest and/or penalties related to uncertain tax positions. To the extent accrued interest and penalties do not ultimately
become payable, amounts accrued will be reduced and reflected in the period that such determination is made. Any interest and penalties are recognized as a
component of other expense and interest expense, respectively, as necessary. The Company currently has no interest and penalties related to uncertain tax
positions.
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Results of Operations

Comparison of the Three Months Ended March 31, 2016 and 2015

The following table summarizes our results of operations for the three months ended March 31, 2016 and 2015:
 

  Three Months Ended  
  March 31,  

  2016   2015  
License Revenue  $ 7  $ 7 
Operating Expenses:         
Research and development   3,532   3,902 
General and administrative   1,543   1,006 
Impairment of long-lived assets   1,460   - 

Total operating expenses   6,535   4,908 
Loss from Operations   (6,528)   (4,901)
Other Income (expense):         
Interest income   12   - 
Interest expense   (88)   (836)
Other income (expense), net   (3)   553 

Total other income (expense)   (79)   (283)
Net Loss and Comprehensive Loss  $ (6,607)  $ (5,184)
Net loss per share to common stockholders, basic and diluted  $ (0.25)  $ (7.38)
Weighted average common shares outstanding, basic and diluted   26,332,494   701,980

 

 

License revenue

Revenues from the deferred upfront payments related to our license agreement for the three months ended March 31, 2016 and 2015 were $7,000 and
$7,000 respectively, in each period.

Research and development expenses

Research and development expenses were $3.5 million and $3.9 million for the three months ended March 31, 2016 and 2015, respectively. The
decrease in research and development expenses period over period of $0.4 million, or (9%), was primarily due to the following:

 · a decrease in regulatory expenses of $0.1 million primarily related to the decreased use of outside services and the declining activity in the
COR1.1 clinical trial;

 · a decrease in manufacturing related expenses of $0.1 million, primarily related to the declining activity for the COR 1.1 clinical trial;

 · a decrease in preclinical research and development expenses of $0.4 million as the COR 1.1 trial commenced during 2015 and there is no
ongoing preclinical activity to support development of Hydros-TA: and

 · an increase in personnel related costs of $0.2 million primarily related to stock-based compensation expense.

General and administrative expenses

General and administrative expenses were $1.5 million and $1.0 million for the three months ended March 31, 2016 and 2015, respectively. The
increase in general and administrative expenses period over period of $0.5 million, or 53%, was primarily due to increased expenditures on insurance and
outside services associated with being a public company, as well as payroll and related expenses, including stock-based compensation.

Long-lived asset impairment

During the three months ended March 31, 2016, we recorded an impairment charge of $1.5 million in connection with our determination not to occupy
the Newark Lease facility and to suspend further clinical development of Hydros-TA. An impairment charge of $1.1 million was recorded, primarily related
to leasehold improvements, furniture and fixtures for the Newark Lease facility that have no future use. Additionally, we determined that certain equipment
used in the development of Hydros-TA was impaired and recorded an impairment charge of $0.4 million, reducing the carrying value of the assets to $0.1
million, which is their fair value.  
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Interest expense

Interest expense is attributable to our debt facility with SVB and non-cash amortization of debt discounts and final interest payments. Interest expense
was $0.1 million and $0.8 million for the three months ended March 31, 2016 and 2015, respectively. The decrease in interest expense of $(0.7) million was
primarily attributable to convertible promissory notes discount amortization recorded in the three months ended March 31, 2015.  

Other income (expense), net

Other income (expense), net was $0.0 million and $0.6 million for the three months ended March 31, 2016 and 2015, respectively. The decrease in
income of $(0.6) million resulted primarily from changes in fair value of the Company’s derivative liability and convertible preferred stock warrant liability.

Liquidity and Capital Resources

To date, we have not generated any revenue and have incurred losses since our inception in 2004. As of March 31, 2016, we had an accumulated
deficit of $79.2 million. We anticipate that we will continue to incur losses for the foreseeable future.

Since our inception and prior to our initial public offering, we funded our operations principally through the receipt of funds from private placements
of our equity, the issuance of convertible promissory notes and borrowings under our loan and security agreement with SVB. As of March 31, 2016, we had
cash and cash equivalents of $48.5 million. Cash in excess of immediate requirements is invested in accordance with our investment policy, primarily with a
view to capital preservation.

Indebtedness

In October 2011, we entered into a loan and security agreement with SVB that provided for us to borrow $3.0 million. In September 2014, we entered
into a fourth amendment to the loan and security agreement to provide for a new loan of $4.5 million and repayment in full of amounts owing under the prior
loans, with net proceeds to us of $0.5 million. We also issued a warrant to purchase 18,709 shares of Series B convertible preferred stock. The interest rate is
3.95% per annum and the loan is repayable in thirty-six equal monthly installments, following a nine month interest-only period. The amendment provided
for an extension of the interest-only period by an additional nine months, to April 1, 2016, which became effective upon the completion of our initial public
offering.  

The loan and security agreement is collateralized by our personal property but excludes our intellectual property. The agreement also contains
customary representations and warranties, covenants, closing and advancing conditions, events of defaults and termination provisions. The negative covenants
preclude, among other things, disposing of certain assets, engaging in any merger or acquisition, incurring additional indebtedness, encumbering any
collateral or making prohibited investments, in each case, without the prior consent of SVB.

The loan and security agreement provides that an event of default will occur if, among other events, we default in the payment of any amount payable
under the agreement when due. As of March 31, 2016, we were in compliance with all the covenants in the loan and security agreement.  

On September 29, 2014 and February 19, 2015, we entered into convertible note purchase agreements and issued convertible promissory notes
(collectively, the “Notes”) in an aggregate principal amount of $5.0 million and $4.0 million, respectively, to several related parties that own more than 10%
of our capital stock. The Notes automatically converted into 2,287,120 shares of our common stock immediately prior to the closing of our initial public
offering.

The convertible preferred stock warrants converted in to warrants exercisable for common stock at the completion of our initial public offering. During
June 2015, SVB exercised its common stock warrants and received 56,545 shares of common stock in a cashless exercise.
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Cash Flows

The following table shows a summary of our cash flows for each of the three months ended March 31, 2016 and 2015:
 

  Three Months Ended March 31,  
  2016   2015  
  ($ in thousands)  
Cash flows used in operating activities   (5,084)   (4,049)
Cash flows used in investing activities   (184)   (180)
Cash flows provided by financing activities   -   3,513 

Net increase/(decrease) in cash and cash equivalents   (5,268)   (716)
 

Operating Activities. Operating activities used $5.1 million of cash in the three months ended March 31, 2016. The cash flow used in operating
activities resulted primarily from our net loss of $6.6 million for the period, offset by net non-cash charges of $1.9 million and net cash used by changes in
our operating assets and liabilities of $0.4 million. Our non-cash charges consisted primarily of $0.4 million related to stock-based compensation expense and
impairment of assets of $1.5 million. Net cash used by changes in our operating assets and liabilities consisted primarily of a $0.3 million decrease in our
accounts payable, a $0.2 million decrease in accruals and a decrease in prepaid expenses of $0.1 million.

Operating activities used $4.0 million of cash in the three months ended March 31, 2015. The cash flow used in operating activities resulted primarily
from our net loss of $5.2 million for the period, offset by net non-cash charges of $0.4 million and net cash provided by changes in our operating assets and
liabilities of $0.7 million. Our non-cash charges consisted primarily of $0.5 million related to a decrease in the fair value of the preferred stock warrant
liability and derivative liability, $0.1 million related to stock-based compensation expense and $0.7 million related to the amortization of the convertible
promissory notes discount. Net cash provided by changes in our operating assets and liabilities consisted primarily of a $1.0 million increase in our accounts
payable and a $0.1 million increase in accruals, offset by a decrease in prepaid expenses of $0.4 million.

Investing activities. Net cash used in investing activities was $0.2 million and $0.2 million in the three months ended March 31, 2016 and 2015,
respectively. Net cash used in investing activities consisted primarily of cash paid to purchase property and equipment.

Financing activities. Net cash provided by financing activities was $0.0 million and $3.5 million in the three months ended March 31, 2016 and 2015,
respectively. Net cash provided by financing activities in the three months ended March 31, 2016 consisted of the receipt of $4.0 million from the issuance of
the Notes and $0.1 million from the issuance of common stock related to option exercise, offset by the payment of deferred offering costs of $0.6 million.

Future Funding Requirements

We do not have any products approved for sale, and we have not generated any revenue from product sales since our inception and do not expect to
generate any revenue from the sale of products in the near future. Our revenue to date has been generated from license revenue pursuant to our agreement
with Jingfeng.

We have implemented operating cost reductions to reduce overall cash burn as we pursue a strategic transaction. Our strategic process is both active
and ongoing. We anticipate that our general and administrative expenses will increase in the future as a result expenses related to these activities.

We believe that with our existing cash and cash equivalents, we will be able to fund our operating expenses and capital requirements for at least the
next 12 months. We have based our estimates on assumptions that may prove to be wrong, and we may use our available capital resources sooner than we
currently expect.

Our future capital requirements will depend on many factors, including:

 · our ability to identify and consummate a strategic transaction for the company;

 · the timing and nature of any strategic transactions that we undertake;

 · whether, as a result of our strategic and financial review with Wedbush PacGrow, we enter into a partnership or business combination;

 · our ability to establish and maintain collaboration partnerships, in-license/out-license or other similar arrangements and the financial terms of
such agreements;
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 · the costs of filing, prosecuting, maintaining, defending and enforcing any patent claims and other intellectual property rights, including
litigation costs and the outcome of such litigation, including costs of defending any claims of infringement brought by others in connection with
the development, manufacture or commercialization of Hydros-TA or any other future product candidates; and

 · the cost incurred in responding to disruptive actions by activist stockholders.

To the extent that we raise additional capital through the sale of equity or convertible debt securities, the ownership interests of our common
stockholders will be diluted, and the terms of these securities may include liquidation or other preferences that adversely affect the rights of our common
stockholders. Debt financing, if available, may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as
incurring additional debt, making capital expenditures or declaring dividends. If we raise additional funds through government or other third-party funding,
marketing and distribution arrangements or other collaborations, strategic alliances or licensing arrangements with third parties, we may have to relinquish
valuable rights to our technologies, future revenue streams, research programs or product candidates or to grant licenses on terms that may not be favorable to
us.

Contractual Obligations and Commitments

The following table summarizes our contractual obligations at March 31, 2016:
 

  Payments Due By Period  

  Total   
Less Than

1 Year   1 – 3 Years   3 – 5 Years   
More Than

5 Years  
  (in thousands)  

Long-term debt (including interest)(1)  $ 5,321  $ 1,137  $ 4,184  $ —  $ — 
               —   — 
Operating lease obligations(2)   4,386   580   1,875   1,346   585 
Total(3)  $ 9,707  $ 1,717  $ 6,059  $ 1,346  $ 585 
 

(1) Represents the contractually required principal and interest payments on our credit facility in accordance with the required payment schedule.
Amounts associated with future interest payments to be made were calculated based on a stated loan rate of 3.95% plus a final interest payment of $0.5
million.

(2) Represents the contractually required payments under our operating lease obligations in existence as of March 31, 2016 in accordance with the
required payment schedule. No assumptions were made with respect to renewing the lease terms at the expiration date of their initial terms or with
respect to the termination or sublease of our operating lease obligations notwithstanding our decision not to occupy our recently leased facility in
Newark.

(3) This table does not include a liability for unrecognized tax benefits related to various federal and state income tax matters of $0.8 million at March 31,
2016. The timing of the settlement of these amounts was not reasonably estimable at March 31, 2016. We do not expect payment of amounts related to
the unrecognized tax benefits within the next twelve months.

The tables above reflect only payment obligations that are fixed or determinable. We enter into contracts in the normal course of business with CROs
for clinical trials and clinical supply manufacturing and with vendors for pre-clinical research studies, research supplies and other services and products for
operating purposes. These contracts generally provide for termination on notice, and therefore we believe that our non-cancellable obligations under these
agreements are not material.

Critical Accounting Policies and Significant Judgments and Estimates

Our management’s discussion and analysis of our financial condition and results of operations is based on our financial statements, which we have
prepared in accordance with generally accepted accounting principles in the United States, (“GAAP”). The preparation of our financial statements requires us
to make estimates and assumptions that affect the reported amounts of assets and liabilities, the disclosure of contingent assets and liabilities at the date of our
financial statements and the reported revenue and expenses during the reported periods. We evaluate these estimates and judgments, including those described
below, on an ongoing basis. We base our estimates on historical experience, known trends and events, contractual milestones and various other factors that we
believe are reasonable under the circumstances, the results of which form the basis for making judgments about the carrying value of assets and liabilities that
are not readily apparent from other sources. Actual results may differ from these estimates under different assumptions or conditions.
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Preclinical and Clinical Trial Accruals

We base our accrued expenses related to clinical trials on estimates of patient enrollment and related expenses at clinical investigator sites, as well as
estimates for services received and efforts expended pursuant to contracts with multiple research institutions and contract research organizations that conduct
and manage clinical trials on our behalf. We make estimates of our accrued expenses as of each balance sheet date in our financial statements based on facts
and circumstances known to us and based on contracted amounts applied to the level of patient enrollment and activity according to the protocol. If timelines
or contracts are modified based upon changes in the clinical trial protocol or scope of work to be performed, we modify our estimates of accrued expenses
accordingly on a prospective basis.

If we do not identify costs that we have begun to incur, or if we underestimate or overestimate the level of services performed or the costs of these
services, our actual expenses could differ from our estimates. To date, we have not adjusted our estimates at any particular balance sheet date in any material
amount.

Income Taxes

We account for income taxes under the asset and liability method. Under this method, deferred tax assets and liabilities are determined based on the
difference between the financial statement and tax bases of assets and liabilities using enacted tax rates in effect for the year in which the differences are
expected to affect taxable income. Valuation allowances are established when necessary to reduce deferred tax assets to the amounts expected to be realized.

We account for uncertain tax positions in accordance with ASC 740-10, Accounting for Uncertainty in Income Taxes. We assess all material positions
taken in any income tax return, including all significant uncertain positions, in all tax years that are still subject to assessment or challenge by relevant taxing
authorities. Assessing an uncertain tax position begins with the initial determination of the position’s sustainability and is measured at the largest amount of
benefit that is greater than fifty percent likely of being realized upon ultimate settlement. As of each balance sheet date, unresolved uncertain tax positions are
reassessed, and we determine whether (i) the factors underlying the sustainability assertion have changed and (ii) the amount of the recognized tax benefit is
still appropriate. The recognition and measurement of tax benefits requires significant judgment. Judgments concerning the recognition and measurement of a
tax benefit might change as new information becomes available.

Off-Balance Sheet Arrangements

Since our inception, we have not engaged in any off-balance sheet arrangements, as defined in the rules and regulations of the SEC. Refer to Note 5,
“Commitments and Contingencies” regarding the Company’s indemnification arrangements.  

Recent Accounting Pronouncements

For information regarding recent accounting pronouncements, please refer to Note 2, Summary of Significant Accounting Policies and Basis of
Presentation within our condensed financial statements.
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Item 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

Our primary exposure to market risk is interest income sensitivity, which is affected by changes in the general level of U.S. interest rates. Due to the
short-term duration of our investment portfolio and the low risk profile of our investments, an immediate 10.0% change in interest rates would not have a
material effect on the fair market value of our portfolio. Accordingly, we would not expect our operating results or cash flows to be affected to any significant
degree by a sudden change in market interest rates on our investment portfolio.

We do not believe that our cash and cash equivalents have significant risk of default or illiquidity. While we believe our cash and cash equivalents and
certificates of deposit do not contain excessive risk, we cannot provide absolute assurance that in the future our investments will not be subject to adverse
changes in market value. In addition, we maintain significant amounts of cash and cash equivalents at a financial institution that are in excess of federally
insured limits.

Item 4. CONTROLS AND PROCEDURES

Evaluation of Disclosure Controls and Procedures

As required by Rule 13a-15(b) under the Securities Exchange Act of 1934, as amended (the “Exchange Act”), our management, under the supervision
and with the participation of our Chief Executive Officer and Principal Accounting Officer, has evaluated the effectiveness of the design and operation of our
disclosure controls and procedures as of March 31, 2016. The term “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under
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. Disclosure controls and procedures include, without limitation, controls and procedures designed to ensure that information required to be
disclosed by a company in the reports that it files or submits under the Exchange Act is accumulated and communicated to the company’s management,
including its principal executive and principal financial officers, as appropriate, to allow timely decisions regarding required disclosure. 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
our disclosure controls and procedures as of March 31, 2016, our Chief Executive Officer and Principal Accounting Officer have concluded that, as of March
31, 2016, our disclosure controls and procedures were effective at the reasonable assurance level.

Changes in Internal Controls over Financial Reporting

There has been no change in our internal control over financial reporting (as defined in Rule 13a-15(f) under the Exchange Act) during the quarter
ended March 31, 2016, that has materially affected, or is reasonably likely to materially affect our internal control over financial reporting.
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PART II OTHER INFORMATION
 
 

Item  1. LEGAL PROCEEDINGS

We are not party to any material legal proceeding. We have been informed that certain law firms are investigating possible violations of federal
securities laws by certain Company officers and directors. However, to date, we have not been served with a complaint regarding these matters.

Item  1A. RISK FACTORS

Our business involves significant risks, some of which are described below. You should carefully consider these risks, as well as other information in
this Quarterly Report on Form 10-Q, including our financial statements and the related notes and “Management’s Discussion and Analysis of Financial
Condition and Results of Operations.” The occurrence of any of the events or developments described below could harm our business, financial condition,
results of operations, cash flows, the trading price of our common stock and our growth prospects. Additional risks and uncertainties not presently known to
us or that we currently deem immaterial may also impair our business operations.

Risks Related to Our Business

Our strategic initiatives and process may not be successful.

In March 2016, we engaged a financial and strategic advisor, Wedbush PacGrow, to advise us on strategic alternatives. In April 2016, we announced
that we have suspended further clinical development of Hydros-TA and that we are actively pursuing a strategic transaction, including a merger or acquisition
of the Company. We are devoting substantially all of our time and resources to identifying and consummating a strategic transaction, however, there can be no
assurance that such activities will result in any agreements or transactions that will enhance shareholder value. Further, any strategic transaction that is
completed ultimately may not deliver the anticipated benefits or enhance shareholder value.

We have a limited operating history, have incurred significant losses since our inception and we will incur losses in the future. We have only one product
candidate in clinical trials and no product sales, which, together with our limited operating history, makes it difficult to assess our future viability.

We are a clinical-stage specialty pharmaceutical company with a limited operating history. Pharmaceutical product development is a highly speculative
undertaking and involves a substantial degree of risk. To date, we have focused substantially all of our efforts on our research and development activities on
our lead product candidate, Hydros-TA. To date, we have not commercialized any products or generated any revenue from product sales. We are not
profitable and have incurred losses in each year since our inception in 2004. We have only a limited operating history upon which to evaluate our business
and prospects. In April 2016, we announced that we have suspended further clinical development of Hydros-TA and that we are actively pursuing a strategic
transaction, including a merger or acquisition of the Company.

In addition in April 2016, we approved a restructuring plan effective as of April 15, 2016 resulting in a reduction in force affecting 14 of our 17
employees, including two executive officers.  The restructuring plan is intended to reduce operational costs to preserve capital and streamline our operations
as we pursue a strategic transaction. Non-executive employees directly affected by the reduction in force have been terminated as of April 15, 2016 and will
be provided with severance payments and continuation of benefits for a limited term. The positions impacted are across all of our departments. As a result of
the restructuring plan, we estimate that we will incur one-time cash severance payments of approximately $0.3 million and an aggregate of $0.7 million in
severance expenses, including the severance payments to the two executive officers. The charges associated with the restructuring plan will be recorded in
fiscal 2016.

Our net losses for the three months ended March 31, 2016 and 2015 were $6.6 million and $5.2 million, respectively. As of March 31, 2016, we had an
accumulated deficit of $79.3 million. To date, we have financed our operations primarily through the sale of equity securities and debt facilities. The amount
of our future net losses will depend, in part, on the rate of our future expenditures and our ability to obtain funding through equity and/or debt financings and
strategic collaborations.

Our history of net losses and our expectation of future losses, together with our limited operating history, may make it difficult to evaluate our current
business and predict our future performance. In addition, the net losses we incur may fluctuate significantly from quarter to quarter and year to year, such that
a period-to-period comparison of our results of operations may not be a good indication of our future performance. In any particular quarter or quarters, our
operating results could be below the expectations of securities analysts or investors, which could cause our stock price to decline.

 

25



If we do not successfully consummate a strategic transaction, we will require substantial additional funding and may need to curtail operations if we have
insufficient capital.

To date, we have not generated any revenue from product sales, and we do not know when, or if, we will generate any revenue from product sales.
While we are exploring the potential for an acquisition, merger, strategic partnership or other strategic transactions, our operating plan may change or ability
to consummate a transaction may be delayed.

Based upon our current operating plan, we believe that our existing cash and cash equivalents, will enable us to fund our operating expenses and
capital requirements for at least the next 12 months.  We have based our estimates on assumptions that may prove to be wrong, and we may use our available
capital resources sooner than we currently expect. However, if our current operating plans change we may require substantial additional funding to operate.

Our future capital requirements will depend on many factors, including:  

 · our ability to identify and consummate a strategic transaction for the company;

 · the timing and nature of any strategic transactions that we undertake;

 · whether, as a result of our strategic and financial review with Wedbush PacGrow, we enter into a partnership or business combination;

 · our ability to establish and maintain collaboration partnerships, in-license/out-license or other similar arrangements and the financial terms of
such agreements;

 · the costs of filing, prosecuting, maintaining, defending and enforcing any patent claims and other intellectual property rights, including
litigation costs and the outcome of such litigation, including costs of defending any claims of infringement brought by others in connection with
the development, manufacture or commercialization of Hydros-TA or any other future product candidates; and

 · the cost incurred in responding to disruptive actions by activist stockholders.

To the extent that we raise additional capital through the sale of equity or convertible debt securities, the ownership interests of our common
stockholders will be diluted, and the terms of these securities may include liquidation or other preferences that adversely affect the rights of our common
stockholders. Debt financing, if available, may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as
incurring additional debt, making capital expenditures or declaring dividends. If we raise additional funds through government or other third-party funding,
marketing and distribution arrangements or other collaborations, strategic alliances or licensing arrangements with third parties, we may have to relinquish
valuable rights to our technologies, future revenue streams, research programs or product candidates or to grant licenses on terms that may not be favorable to
us.

Additional funds may not be available when we need them on terms that are acceptable to us, or at all. If adequate funds are not available to us on a
timely basis, we may be required to curtail our operations.

If we do not successfully consummate a strategic transaction, our board of directors may decide to pursue a dissolution and liquidation of our company.
In such an event, the amount of cash available for distribution to our stockholders will depend heavily on the timing of such liquidation as well as the
amount of cash that will need to be reserved for commitments and contingent liabilities.

There can be no assurance that the process to identify a merger or sale will result in a completed merger or sale transaction.  If no transaction is
completed, our board of directors may decide to pursue a dissolution and liquidation of our company. In such an event, the amount of cash available for
distribution to our stockholders will depend heavily on the timing of such decision and, ultimately, such liquidation, since the amount of cash available for
distribution continues to decrease as we fund our operations while we seek a merger or sale. In addition, if our board of directors were to approve and
recommend, and our stockholders were to approve, a dissolution and liquidation of our company, we would be required under Delaware corporate law to pay
our outstanding obligations, as well as to make reasonable provision for contingent and unknown obligations, prior to making any distributions in liquidation
to our stockholders. Our commitments and contingent liabilities may include (i) regulatory and clinical obligations remaining under our COR1.1 trial;
(ii) obligations under our employment and separation agreements with certain employees that provide for severance and other payments following a
termination of employment occurring for various reasons, including a change in control of our company; (iii) potential litigation against us, and other various
claims and legal actions arising in the ordinary course of business; and (iv) non-cancelable facility lease obligations. As a result of this requirement, a portion
of our assets may need to be reserved pending the resolution of such obligations. In addition, we may be subject to litigation or other claims related to a
dissolution and liquidation of our company. If a dissolution and liquidation were pursued, our board of directors, in consultation with its advisors, would need
to evaluate these matters and make a determination about a reasonable amount to reserve. Accordingly, holders of our common stock could lose all or a
significant portion of their investment in the event of a liquidation, dissolution or winding up of our company.

26



Our business to date has been almost entirely dependent on the success of Hydros-TA, and we have recently decided to suspend further clinical
development of Hydros-TA and devote all of our resources in pursuit of strategic alternatives, which may not be successful.

To date, we have invested substantially all of our efforts and financial resources in the research and development of Hydros-TA, which is our only
product candidate in clinical trials. Hydros-TA is a new approach to treating osteoarthritis, or OA, pain in the knee by using a combination therapy treatment.

In February 2016, we announced topline results of our COR1.1 trial, a Phase 3, multi-center, international, randomized, double-blind, three-arm trial
that enrolled 560 patients with grade two and grade three OA of the knee, comparing treatment with Hydros-TA to treatment with Hydros and with TA, on a
standalone basis.  The primary endpoints of the trial were changes from baseline in the WOMAC A pain scores at week 2 for Hydros-TA versus Hydros and
at week 26 for Hydros-TA versus TA, as well as a safety assessment of adverse events. Hydros-TA met the first of its two primary endpoints, demonstrating a
statistically significant improvement from baseline in the WOMAC A pain score at week 2 versus Hydros.  In addition, Hydros-TA maintained a significant
reduction in pain from baseline over 26 weeks.  However, patients in the TA arm continued to show an unexpected significant reduction in pain through 26
weeks. Given the comparable effectiveness at 26 weeks, COR1.1 did not meet its second primary endpoint. Hydros-TA was generally well tolerated with no
treatment related serious adverse events, or SAEs, and adverse events, or AEs, were mostly mild and included arthralgia (knee pain) and swelling.

In April 2016, we announced that we have suspended further clinical development of Hydros-TA and that we are actively pursuing a strategic
transaction, including a merger or acquisition of the Company.

There can be no assurance that our process to identify and evaluate potential strategic alternatives will result in any definitive offer to acquire our
company or any of its assets, or if made what the terms thereof will be or that any transaction will be approved or consummated. If any definitive offer to
acquire our company or assets is received, there can be no assurance that a definitive agreement will be executed or that, if a definitive agreement is executed,
the transaction will be consummated. In addition, there can be no assurance that any transaction, involving our company and/or assets, that is consummated
would enhance shareholder value. There also can be no assurance that we will conduct drug development activities in the future.

If we fail to continue to meet all applicable NASDAQ Global Market requirements and NASDAQ determines to delist our common stock, the delisting
could adversely affect the market liquidity of our common stock and the market price of our common stock could decrease.

Our common stock is listed on The NASDAQ Global Market. In order to maintain our listing, we must meet minimum financial and other
requirements, including requirements for a minimum amount of capital, a minimum price per share and continued business operations so that we are not
characterized as a “public shell company.” On March 16, 2016, we received a deficiency letter from the Listing Qualifications Department of The NASDAQ
Stock Market notifying us that, for the last 30 consecutive business days, the bid price for our common stock had closed below the minimum $1.00 per share
requirement for continued inclusion on The NASDAQ Global Market pursuant to NASDAQ Listing Rule 5450(a)(1). We have an initial period of 180
calendar days, or until September 12, 2016, to regain compliance with this listing rule. If, at any time before September 12, 2016, the bid price for our
common stock closes at $1.00 or more for a minimum of 10 consecutive business days as required under Listing Rule 5810(c)(3)(A), NASDAQ will provide
written notification to us that it is in compliance with the listing rule. We intend to actively monitor the bid price for our common stock between now and
September 12, 2016, and will consider available options, including a reverse stock split, to resolve the deficiency and regain compliance with the listing rule.
If we are unable to comply with NASDAQ’s listing standards, NASDAQ may determine to delist our common stock from The NASDAQ Global Market. If
our common stock is delisted for any reason, it could reduce the value of our common stock and its liquidity.

We are substantially dependent on our remaining employees to facilitate the consummation of a strategic transaction.

Our ability to successfully complete a strategic transaction depends in large part on our ability to retain our remaining personnel, particularly David M.
Renzi, our president and chief executive officer, Marcee M. Maroney, our vice president of clinical affairs, and John McKune our vice president of finance. In
order to retain these employees, our Board of Directors approved an Executive Retention Bonus Plan in April 2016, which provides for grants of cash
retention bonuses to the remaining eligible executive officers who continue employment with the Company through the earlier to occur of (i) the closing of a
Change in Control and (ii) March 8, 2017. However, despite our efforts to retain these members of our management, one or more may terminate their
employment with us on short notice. The loss of the services of any of these employees could potentially harm our ability to consummate a strategic
transaction, as well as fulfill our reporting obligations as a public company.
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The terms of our loan and security agreement may restrict our ability to engage in certain transactions.

In October 2011, we entered into a loan and security agreement with Silicon Valley Bank, or SVB. Pursuant to the terms of the loan and security
agreement subject to certain exceptions, we cannot engage in certain transactions, unless certain conditions are met or we receive the prior approval of SVB.
Such transactions include:

 · disposing of our business or certain assets;

 · changing our business, management, ownership or business locations;

 · incurring additional debt or liens or making payments on other debt;

 · making certain investments and declaring dividends;

 · acquiring or merging with another entity;

 · engaging in transactions with affiliates; or

 · encumbering intellectual property.

If SVB does not provide its consent to such actions we could be prohibited from engaging in transactions that could be beneficial to our business and
our stockholders unless we were to repay the loans, which may not be desirable or possible. The loan and security agreement is collateralized by a pledge of
substantially all of our assets, except for intellectual property. If we were to default under the loan and security agreement, including for an inability to repay
amounts as they become due, and were unable to obtain a waiver for such a default, SVB would have a right to accelerate our obligation to repay the entire
loan and foreclose on these assets in order to satisfy our obligations under the loan and security agreement. In addition, SVB would also have the right to
place a hold on our accounts maintained at SVB and refuse to fund any then unfunded commitments under the loan and security agreement. Any such action
on the part of SVB against us could have a materially adverse impact on our business, financial condition and results of operations.

We may be involved in lawsuits to protect or enforce our patents or the patents of our licensors, which could be expensive, time-consuming and
unsuccessful.

Competitors may infringe our patents or the patents of our licensors. To counter infringement or unauthorized use, we may be required to file
infringement claims, which can be expensive and time-consuming. In addition, in an infringement proceeding, a court may decide that a patent of ours or our
licensors is not valid, is unenforceable and/or is not infringed, or may refuse to stop the other party from using the technology at issue on the grounds that our
patents do not cover the technology in question. A third-party defendant may also request post grant review or inter partes review by the U.S. PTO of any
patent we assert. An adverse result in any litigation or defense proceedings could put one or more of our patents at risk of being invalidated or interpreted
narrowly and could put our patent applications at risk of not issuing.

Interference proceedings provoked by third parties or brought by us may be necessary to determine the priority of inventions with respect to our patents
or patent applications or those of our licensors. An unfavorable outcome could require us to cease using the related technology or to attempt to license rights
to it from the prevailing party. Our business could be harmed if the prevailing party does not offer us a license on commercially reasonable terms. Our defense
of litigation or interference proceedings may fail and, even if successful, may result in substantial costs and distract our management and other employees. We
may not be able to prevent, alone or with our licensors, misappropriation of our intellectual property rights, particularly in countries where the laws may not
protect those rights as fully as in the United States.

Changes in U.S. patent law could diminish the value of patents in general, thereby impairing our ability to protect our products.

As is the case with other biopharmaceutical companies, our success is heavily dependent on intellectual property, particularly patents. Obtaining and
enforcing patents in the biopharmaceutical industry involve both technological and legal complexity. Therefore, obtaining and enforcing biopharmaceutical
patents is costly, time consuming and inherently uncertain. In addition, the United States has recently enacted and is currently implementing wide-ranging
patent reform legislation, including the Leahy-Smith America Invents Act signed into law on September 16, 2011. That Act includes a number of significant
changes to U.S. patent law. These include provisions that affect the way patent applications are prosecuted and new venues and opportunities for competitors
to challenge patent portfolios. Because of that Act, the U.S. patent system is now a “first to file” system, which may make it more difficult to obtain patent
protection for inventions and increase the uncertainties and costs surrounding the prosecution of our or a collaboration partners’ patent applications and the
enforcement or defense of our or a collaboration partners’ issued patents, all of which could materially adversely affect our business, results of operations and
financial condition.
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The United States Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available in certain
circumstances or weakening the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our ability to obtain patents
in the future, this combination of events has created uncertainty with respect to the value of patents once obtained. Depending on future actions by the U.S.
Congress, the federal courts, and the USPTO, the laws and regulations governing patents could change in unpredictable ways that would weaken our ability to
obtain new patents or to enforce our existing patents and patents that we might obtain in the future.

Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-compliance with these
requirements.

The USPTO and various foreign patent agencies require compliance with a number of procedural, documentary, fee payment and other provisions to
maintain patent applications and issued patents. Noncompliance with these requirements can result in abandonment or lapse of a patent or patent application,
resulting in partial or complete loss of patent rights in the relevant jurisdiction. In such an event, competitors might be able to enter the market earlier than
would otherwise have been the case.

We may not be able to enforce our intellectual property rights throughout the world.

The laws of some foreign countries do not protect intellectual property rights to the same extent as the laws of the United States. Many companies
have encountered significant problems in protecting and defending intellectual property rights in certain foreign jurisdictions. The legal systems of some
countries, particularly developing countries, do not favor the enforcement of patents and other intellectual property protection, especially those relating to life
sciences. This could make it difficult for us to stop the infringement of our patents or the misappropriation of our other intellectual property rights. For
example, many foreign countries have compulsory licensing laws under which a patent owner must grant licenses to third parties.

Proceedings to enforce our patent rights in foreign jurisdictions, whether or not successful, could result in substantial costs and divert our efforts and
attention from other aspects of our business. Furthermore, while we intend to protect our intellectual property rights in our expected significant markets, we
cannot ensure that we will be able to initiate or maintain similar efforts in all jurisdictions in which we may wish to market our products. Accordingly, our
efforts to protect our intellectual property rights in such countries may be inadequate. In addition, changes in the law and legal decisions by courts in the
United States and foreign countries may affect our ability to obtain and enforce adequate intellectual property protection for our technology.

We may be subject to claims challenging the inventorship or ownership of our patents and other intellectual property.

We may also be subject to claims that former employees, collaborators or other third parties have an ownership interest in our patents or other
intellectual property. We may be subject to ownership disputes in the future arising, for example, from conflicting obligations of consultants or others who are
involved in developing our product candidates. Litigation may be necessary to defend against these and other claims challenging inventorship or ownership. If
we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights, such as exclusive ownership
of, or right to use, valuable intellectual property. Such an outcome could have a material adverse effect on our business. Even if we are successful in
defending against such claims, litigation could result in substantial costs and be a distraction to management and other employees.

Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-compliance with these
requirements.

Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees on patents and/or applications will be due to be paid to the
U.S. PTO and various governmental patent agencies outside of the United States in several stages over the lifetime of the patents and/or applications. We have
systems in place to remind us to pay these fees, and we employ an outside firm and rely on our outside counsel to pay these fees due to non-U.S. patent
agencies. The U.S. PTO and various non-U.S. governmental patent agencies require compliance with a number of procedural, documentary, fee payment and
other similar provisions during the patent application process. We employ reputable law firms and other professionals to help us comply, and in many cases,
an inadvertent lapse can be cured by payment of a late fee or by other means in accordance with the applicable rules. However, there are situations in which
non-compliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant
jurisdiction. In such an event, our competitors might be able to enter the market and this circumstance would have a material adverse effect on our business.
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Risks Related to Ownership of our Common Stock

Our stock price is volatile and our stockholders may not be able to resell shares of our common stock at or above the price they paid.

The trading price of our common stock is highly volatile and could be subject to wide fluctuations in response to various factors, some of which are
beyond our control. These factors include those discussed in this “Risk Factors” section of this Quarterly Report on Form 10-Q and others such as:  

 · announcement of a strategic transaction, including the acquisition of our company or its assets;

 · departures of key personnel;

 · further communications or notifications from NASDAQ regarding the potential delisting of our common stock as a result of a failure to meet
the NASDAQ listing requirements;

 · announcements related to the implementation of a reverse stock split in order to regain compliance with the minimum bid requirements of the
NASDAQ listing requirements;

 · announcements relating to collaboration partnerships or other strategic transactions undertaken by us;

 · any intellectual property infringement actions in which we may become involved;

 · changes in financial estimates or recommendations by securities analysts;

 · trading volume of our common stock;

 · sales of our common stock by us, our executive officers and directors or our stockholders in the future; and

 · general economic and market conditions and overall fluctuations in the United States equity markets.

In addition, the stock markets in general, and the markets for pharmaceutical, biopharmaceutical and biotechnology stocks in particular, have
experienced extreme volatility that may have been unrelated to the operating performance of the issuer. These broad market fluctuations may adversely affect
the trading price or liquidity of our common stock. In the past, when the market price of a stock has been volatile, holders of that stock have sometimes
instituted securities class action litigation against the issuer. If any of our stockholders were to bring such a lawsuit against us, we could incur substantial costs
defending the lawsuit and the attention of our management would be diverted from the operation of our business, which could seriously harm our financial
position. Any adverse determination in litigation could also subject us to significant liabilities.

An active, liquid and orderly market for our common stock may not develop or be sustained.

We completed our initial public offering in April 2015. Prior to that, there had been no public market for shares of our common stock. Following our
initial public offering, the trading volume of our common stock on The NASDAQ Global Market has been limited, and an active public market for our shares
may not develop or, if it develops, be sustained. We cannot predict the extent in which investor interest in our company will lead to the development of, or
sustain an active trading market on The NASDAQ Global Market or otherwise or how liquid that market might become. The lack of an active market may
impair our stockholders’ to sell their shares at the time they wish to sell them or at a price that they consider reasonable. An inactive market may also impair
our ability to raise capital by selling shares.  
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We incur significant costs as a result of operating as a public company, and our management devotes substantial time to compliance initiatives. We may
fail to comply with the rules that apply to public companies, including Section 404 of the Sarbanes-Oxley Act of 2002, which could result in sanctions or
other penalties that would harm our business.

We incur significant legal, accounting and other expenses as a public company, including costs resulting from public company reporting obligations
under the Securities Exchange Act of 1934, as amended, or the Exchange Act, and regulations regarding corporate governance practices. The listing
requirements of The NASDAQ Global Market require that we satisfy certain corporate governance requirements relating to director independence,
distributing annual and interim reports, stockholder meetings, approvals and voting, soliciting proxies, conflicts of interest and a code of conduct. Our
management and other personnel will need to devote a substantial amount of time to ensure that we comply with all of these requirements, and we will likely
need to hire additional accounting and financial staff with appropriate public company reporting experience and technical accounting knowledge. Moreover,
the reporting requirements, rules and regulations increase our legal and financial compliance costs and make some activities more time consuming and costly.
Any changes we make to comply with these obligations may not be sufficient to allow us to satisfy our obligations as a public company on a timely basis, or
at all. These reporting requirements, rules and regulations, coupled with the increase in potential litigation exposure associated with being a public company,
could also make it more difficult for us to attract and retain qualified persons to serve on our board of directors or board committees or to serve as executive
officers, or to obtain certain types of insurance, including directors’ and officers’ insurance, on acceptable terms.

We are subject to Section 404 of The Sarbanes-Oxley Act of 2002, or Section 404, and the related rules of the SEC which generally require our
management and independent registered public accounting firm to report on the effectiveness of our internal control over financial reporting. Beginning with
the second annual report that we will be required to file with the SEC, Section 404 requires an annual management assessment of the effectiveness of our
internal control over financial reporting. However, for so long as we remain an emerging growth company as defined in the Jumpstart Our Business Startups
Act of 2012, or JOBS Act, we intend to take advantage of certain exemptions from various reporting requirements that are applicable to public companies that
are not emerging growth companies, including, but not limited to, not being required to comply with the auditor attestation requirements of Section 404.

To date, we have never conducted a review of our internal control for the purpose of providing the reports required by these rules. During the course of
our review and testing, we may identify deficiencies and be unable to remediate them before we must provide the required reports. Furthermore, if we have a
material weakness in our internal control over financial reporting, we may not detect errors on a timely basis and our financial statements may be materially
misstated. We or our independent registered public accounting firm may not be able to conclude on an ongoing basis that we have effective internal control
over financial reporting, which could harm our operating results, cause investors to lose confidence in our reported financial information and cause the trading
price of our stock to fall. In addition, as a public company we are required to file accurate and timely quarterly and annual reports with the SEC under the
Exchange Act. Any failure to report our financial results on an accurate and timely basis could result in sanctions, lawsuits, delisting of our shares from The
NASDAQ Global Market or other adverse consequences that would materially harm our business.  

If we fail to maintain proper internal controls, our ability to produce accurate financial statements or comply with applicable regulations could be
impaired.

Pursuant to Section 404 of the Sarbanes-Oxley Act, our management is required annually to deliver a report that assesses the effectiveness of our
internal control over financial reporting and, subject to exemptions allowed as an “emerging growth company,” our independent registered public accounting
firm is required annually to deliver an attestation report on the effectiveness of our internal control over financial reporting. If we are unable to maintain
effective internal control over financial reporting or if our independent registered public accounting firm is unwilling or unable to provide us with an
attestation report on the effectiveness of internal control over financial reporting for future periods as required by Section 404 of the Sarbanes-Oxley Act, we
may not be able to produce accurate financial statements, and investors may therefore lose confidence in our operating results, our stock price could decline
and we may be subject to litigation or regulatory enforcement actions.

Our principal stockholders and management own a significant percentage of our stock and will be able to exert significant control over matters subject to
stockholder approval.

As of March 31, 2016, our executive officers, directors, holders of 5% or more of our capital stock and their respective affiliates beneficially owned
approximately 73% of our outstanding voting stock. Therefore these stockholders have the ability to influence us through this ownership position. These
stockholders may be able to determine all matters requiring stockholder approval, including the approval of any merger, sale of assets, or other major
corporate transaction, as well as the elections of directors and amendments of our organizational documents.
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Provisions in our charter documents and under Delaware law could discourage a takeover that stockholders may consider favorable and may lead to
entrenchment of management.

Our amended and restated certificate of incorporation and amended and restated bylaws contain provisions that could significantly reduce the value of
our shares to a potential acquirer or delay or prevent changes in control or changes in our management without the consent of our board of directors. The
provisions in our charter documents include the following:

 · a classified board of directors with three-year staggered terms, which may delay the ability of stockholders to change the membership of a
majority of our board of directors;

 · no cumulative voting in the election of directors, which limits the ability of minority stockholders to elect director candidates;

 · the exclusive right of our board of directors to elect a director to fill a vacancy created by the expansion of the board of directors or the
resignation, death or removal of a director, which prevents stockholders from being able to fill vacancies on our board of directors;

 · the required approval of at least 66 2/3% of the shares entitled to vote to remove a director for cause, and the prohibition on removal of directors
without cause;

 · the ability of our board of directors to authorize the issuance of shares of preferred stock and to determine the price and other terms of those
shares, including preferences and voting rights, without stockholder approval, which could be used to significantly dilute the ownership of a
hostile acquirer;

 · the ability of our board of directors to alter our bylaws without obtaining stockholder approval;

 · the required approval of at least 66 2/3% of the shares entitled to vote at an election of directors to adopt, amend or repeal certain provisions of
our bylaws and our amended and restated certificate of incorporation regarding the election and removal of directors;

 · a prohibition on stockholder action by written consent, which forces stockholder action to be taken at an annual or special meeting of our
stockholders;

 · the requirement that a special meeting of stockholders may be called only by or at the direction of our board of directors pursuant to a
resolution adopted by a majority of the total number of directors that our board of directors would have if there were no vacancies, which may
delay the ability of our stockholders to force consideration of a proposal or to take action, including the removal of directors; and

 · advance notice procedures that stockholders must comply with in order to nominate candidates to our board of directors or to propose matters
to be acted upon at a stockholders’ meeting, which may discourage or deter a potential acquirer from conducting a solicitation of proxies to
elect the acquirer’s own slate of directors or otherwise attempting to obtain control of us.

In addition, these provisions would apply even if we were to receive an offer that some stockholders may consider beneficial.

We are also subject to the anti-takeover provisions contained in Section 203 of the Delaware General Corporation Law. Under Section 203, a
corporation may not, in general, engage in a business combination with any holder of 15% or more of its capital stock unless the holder has held the stock for
three years or, among other exceptions, the board of directors has approved the transaction.

Claims for indemnification by our directors and officers may reduce our available funds to satisfy successful third-party claims against us and may
reduce the amount of money available to us.

Our amended and restated certificate of incorporation and amended and restated bylaws provide that we will indemnify our directors and officers, in
each case to the fullest extent permitted by Delaware law.

In addition, as permitted by Section 145 of the Delaware General Corporation Law, our amended and restated bylaws and our indemnification
agreements that we have entered into with our directors and officers provide that:

 · We will indemnify our directors and officers for serving us in those capacities or for serving other business enterprises at our request, to the
fullest extent permitted by Delaware law. Delaware law provides that a corporation may indemnify such person if such person acted in good
faith and in a manner such person reasonably believed to be in or not opposed to the best interests of the registrant and, with respect to any
criminal proceeding, had no reasonable cause to believe such person’s conduct was unlawful.

 · We may, in our discretion, indemnify employees and agents in those circumstances where indemnification is permitted by applicable law.
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 · We are required to advance expenses, as incurred, to our directors and officers in connection with defending a proceeding, except that such
directors or officers shall undertake to repay such advances if it is ultimately determined that such person is not entitled to indemnification.

 · We will not be obligated pursuant to our amended and restated bylaws to indemnify a person with respect to proceedings initiated by that
person against us or our other indemnitees, except with respect to proceedings authorized by our board of directors or brought to enforce a right
to indemnification.

 · The rights conferred in our amended and restated bylaws are not exclusive, and we are authorized to enter into indemnification agreements with
our directors, officers, employees and agents and to obtain insurance to indemnify such persons.

 · We may not retroactively amend our amended and restated bylaw provisions to reduce our indemnification obligations to directors, officers,
employees and agents.

Our ability to use our net operating losses to offset future taxable income, if any, may be subject to certain limitations.

In general, under Section 382 of the Internal Revenue Code of 1986, as amended, or the Code, a corporation that undergoes an “ownership change”
(generally defined as a greater than 50-percentage-point cumulative change (by value) in the equity ownership of certain stockholders over a rolling three-
year period) is subject to limitations on its ability to utilize its pre-change net operating losses, or NOLs, to offset future taxable income. We experienced an
ownership change in December 2005 that limited our use of approximately $0.3 million of the NOLs available to us for federal income tax purposes as of
March 31, 2016. If we undergo additional ownership changes (some of which changes may be outside our control), our ability to utilize our NOLs could be
further limited by Section 382 of the Code. Our NOLs may also be impaired under state law. Accordingly, we may not be able to utilize a material portion of
our NOLs. Furthermore, our ability to utilize our NOLs is conditioned upon our attaining profitability and generating U.S. federal taxable income. We have
incurred net losses since our inception and anticipate that we will continue to incur significant losses for the foreseeable future; thus, we do not know whether
or when we will generate the U.S. federal taxable income necessary to utilize our NOLs. See the risk factors described above under “—Risks Related to Our
Limited Operating History, Financial Condition and Capital Requirements.”

Item 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS

Not applicable.

Item 3. DEFAULTS UPON SENIOR SECURITIES

Not applicable.

Item 4. MINE SAFETY DISCLOSURES

Not applicable.

Item 5. OTHER INFORMATION

None.
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Item  6. EXHIBITS

 Exhibits

 

 
   

10.1#  Carbylan Therapeutics, Inc. Executive Retention Bonus Plan, effective April 15, 2016(1)
10.2#  Amended and Restated Offer Letter Agreement with John McKune, effective April 15, 2016(2)
10.3#  Transition and Separation Agreement with David Gravett, dated April 19, 2016
10.4#  Separation Agreement with Premchandran Ramiya, Ph.D., dated April 19, 2016
  31.1  Certification of Principal Executive Officer Required Under Rule 13a-14(a) of the Securities Exchange Act of 1934, as amended.
   

  31.2  Certification of Principal Accounting Officer Required Under Rule 13a-14(a) of the Securities Exchange Act of 1934, as amended.
   

  32.1  Certification of Principal Executive Officer and Principal Accounting Officer Required Under Rule 13a-14(b) of the Securities Exchange Act of
1934, as amended, and 18 U.S.C. 1350.

   

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 Labels Linkbase Document
   

101.PRE  XBRL Taxonomy Extension Presentation Linkbase Document
 
# Indicates management compensatory plan or arrangement.
 
(1) Filed as Exhibit 10.1 to Company’s Current Report on Form 8-K filed with SEC on April 18, 2016
(2) Filed as Exhibit 10.2 to Company’s Current Report on Form 8-K filed with SEC on April 18, 2016
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned thereunto duly authorized.
 
 Carbylan Therapeutics, Inc.
   
Date: May 12, 2016 By: /s/ David M. Renzi
 

 

David M. Renzi
President Chief Executive Officer and Director
(Principal Executive Officer)
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Exhibit 10.3
TRANSITION AND SEPARATION AGREEMENT

 
This Transition and Separation Agreement (the “Agreement”) by and between David M. Gravett (“Executive”) and Carbylan

Therapeutics, Inc. (the “Company”) is made effective eight (8) days after Executive’s signature hereto (the “Effective Date”), unless Executive
revokes his acceptance of this Agreement as provided in Section 6(c) below.  Any reference to the Company throughout this Agreement shall
include the Company, its subsidiaries and any successors thereto.
 

A. Executive’s employment with the Company and status as an officer, director and employee of the Company
and each of its affiliates will end effective upon the Termination Date (as defined below).

 
B. Executive and the Company want to end their relationship amicably and also to establish the obligations of the

parties including, without limitation, all amounts due and owing to Executive.
 
C. The payments and benefits being made available to Executive pursuant to this Agreement are intended to

satisfy all outstanding obligations under that certain employment letter agreement by between Executive and the Company, dated as of July 21,
2014 (the “Employment Agreement”).

 
NOW, THEREFORE, in consideration of the mutual covenants and agreements hereinafter set forth, the parties agree as follows:

 
1. Termination Date.  Executive acknowledges and agrees that his status as an officer,

director and employee of the Company and as an officer and/or director of the Company’s subsidiaries will end effective as of April 15,
2016 (the “Termination Date”).  Executive hereby agrees to execute such further document(s) as shall be determined by the Company as
necessary or desirable to give effect to the termination of Executive’s status as an officer and, if applicable, director of the Company and
each of its subsidiaries; provided that such documents shall not be inconsistent with any of the terms of this Agreement.

2. Transition Services.

(a) Consulting Period.  During the period of time (the “Consulting Period”)
commencing on the Termination Date and ending on the six (6)-month anniversary of the Termination Date, unless (i) terminated
earlier by either party upon thirty (30) day’s written notice to the other party or (ii) extended for additional successive one (1)-
month periods upon the terms and conditions set forth in this Agreement if mutually agreed by the Company and Executive, (the
“Consulting Period End Date”) Executive shall be available to provide services to the Company, on a non-exclusive basis, as a
consultant and shall provide such transition services (the “Transition Services”) as necessary in Executive’s areas of expertise and
work experience and responsibility as may be requested by the Chief Executive Officer of the Company and/or the Board of
Directors of the Company (the “Board”).  During the Consulting Period, Executive may become an employee or consultant of any
other Company, provided, that Executive acknowledges and agrees that, during the Consulting Period, Executive shall not,
directly or indirectly, become employed by or provide assistance to any competitor of the Company without the Company’s prior
written consent to such relationship.  During the Consulting Period, Executive reaffirms his commitment to remain in compliance
with that certain Confidential Information and Invention Assignment Agreement entered into between Executive and the
Company (the

 



 
“Confidentiality Agreement”), it being understood that the term “employment” as used in the Confidentiality Agreement shall
include the Transition Services during the Consulting Period. 

(b) Consulting Fees.  In exchange for the performance of the Transition
Services, the Company shall pay to Executive consulting fees as an independent contractor in the amount of $5,000 per month
plus an additional $250 per hour worked in excess of ten (10) hours per month (the “Consulting Fees”); provided, that Executive
must have written pre-approval from the Chief Executive Officer of the Company prior to providing more than ten (10) hours of
Transition Services in any one (1)-month period.  For the avoidance of doubt, Executive is entitled to the $5,000 per month
Consulting Fees regardless of number of hours of Transition Services he provides.  The Consulting Fees will be paid to Executive
in monthly installments in accordance with the Company’s standard procedures for contracted services.  In addition, the Company
will reimburse Executive for reasonable and necessary business expenses incurred by Executive in connection with the
performance of the Transition Services, provided that all such expenses are (i) pre-approved by the Company in writing and (ii)
supported by original receipts or other reasonable documentation satisfactory to the Company.

(c) Benefits.  As an independent contractor, Executive understands and
agrees that, while performing any services for the Company after the Termination Date, Executive shall not be eligible to
participate in or accrue benefits under any Company benefit plan for which status as an employee of the Company is a condition
of such participation or accrual.  To the extent that Executive was deemed eligible to participate, as an employee, in any Company
benefit plan, he hereby waives his participation.

(d) Equity Awards. As of April 15, 2016, Executive holds vested options to
purchase 143,094 shares of Company common stock and unvested options to purchase 161,553 shares of Company common stock
pursuant to the Company’s equity incentive plans and the option agreements evidencing such grants (collectively, the “Equity
Awards”).  During the Consulting Period, Executive’s Equity Awards shall continue to vest and become exercisable in accordance
with their original vesting schedules.  Upon the Consulting Period End Date, Executive’s Equity Awards shall cease vesting;
provided, however, if and only if the Consulting Period End Date is prior to the six (6)-month anniversary of the Termination
Date, then the vesting of that number of shares that would have vested had Executive continued providing services from the
applicable Consulting Period End Date through such six (6)-month anniversary of the Termination Date shall accelerate in full
effective as of immediately prior to the Consulting Period End Date.  

In addition, Executive acknowledges and agrees that each Equity Award agreement evidencing his Equity Awards will be
amended to the extent necessary to provide that Executive’s Equity Awards (whether vested or unvested) shall remain outstanding
through the earliest to occur of (i) the consummation of a Change of Control (as defined in the Employment Agreement), (ii)
March 8, 2017 and (iii) the original expiration date of the Equity Award (such period, the “Option Period”).  For the avoidance of
doubt, Executive’s unvested Equity Awards shall not continue to vest after the Consulting Period End Date through the end of the
Option Period (except for the acceleration provided in the next sentence, if applicable), and all outstanding shares subject to the
Equity Awards (whether vested or unvested) shall automatically terminate upon the end of the Option Period.  Notwithstanding the
foregoing, in the event of a Change of Control (as defined in the Employment Agreement) while Executive’s Equity Awards are
still outstanding pursuant to
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the Option Period, the vesting and exercisability of the Equity Awards shall automatically accelerate as to one hundred percent
(100%) of the then-unvested shares subject thereto.  If Executive desires to exercise any vested Equity Awards, Executive must
follow the procedures set forth in Executive’s option agreements, including payment of the exercise price and any withholding
obligations.  If by the end of the Option Period, the Company has not received a duly executed notice of exercise and remuneration
in accordance with Executive’s option agreements, Executive’s vested Equity Awards shall automatically terminate for no
consideration and be of no further effect.  Executive acknowledges that upon his signature to this Agreement, each unexercised
“incentive stock option” within the meaning of Section 422 of the Internal Revenue Code of 1986, as amended, (the “Code”) shall
be deemed modified for the purposes of Section 424 of the Code and, to the extent the exercise price thereof is lower than the fair
market value of the Company’s common stock as of the date Executive signs this Agreement, such option shall no longer qualify
as an incentive stock option and Executive will lose the potentially favorable tax treatment associated with such option. For all
options that are incentive stock options within the meaning of the Code but have not been disqualified pursuant to the preceding
sentence, Executive acknowledges that each unexercised incentive stock option that remains unexercised following the three (3)-
month anniversary of the Termination Date shall no longer qualify as an incentive stock option.  

(e) Independent Contractor Status.  Executive and the Company
acknowledge and agree that, during the Consulting Period, Executive shall be an independent contractor.  During the Consulting
Period and thereafter, Executive shall not be an agent or employee of the Company and shall not be authorized to act on behalf of
the Company. The Company will not make deductions for taxes from any Consulting Fees paid hereunder.  Personal income and
self-employment taxes for Consulting Fees paid to Executive hereunder shall be the sole responsibility of Executive.  Executive
agrees to indemnify and hold the Company and the other entities released herein harmless for any tax claims or penalties resulting
from any failure by Executive to make required personal income and self-employment tax payments with respect to the
Consulting Fees.

(f) Protection of Information.  Executive agrees that, during the Transition
Period and thereafter, Executive will not, except for the purposes of performing the Transition Services, seek to obtain any
confidential or proprietary information or materials of the Company.

3. Final Paycheck; Payment of Accrued Wages and Expenses.  

(a) Final Paycheck.  As required by law, the Company will pay Executive
all accrued but unpaid base salary and all accrued and unused vacation earned through the Termination Date, subject to standard
payroll deductions and withholdings.  Executive is entitled to these payments regardless of whether Executive executes this
Agreement.

(b) Business Expenses.  Executive agrees that, within ten (10) business days
after the Termination Date, Executive will submit Executive’s final documented expense reimbursement statement reflecting all
business expenses Executive incurred through the Termination Date, if any, for which Executive seeks reimbursement.  The
Company will reimburse Executive for these expenses pursuant to its regular business practice.  
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4. Separation Payments and Benefits.  Without admission of any liability, fact or claim,

the Company hereby agrees, subject to Executive’s execution of this Agreement and Executive’s performance of his continuing obligations
pursuant to this Agreement, the Employment Agreement and the Confidentiality Agreement, to provide Executive the severance benefits
set forth below.  Specifically, the Company and Executive agree as follows:  

(a) Severance.  The Company shall continue to pay to Executive his base
salary at the rate in effect as of immediately prior to the Termination Date for the period of time commencing on the Termination
Date and ending on the six (6)-month anniversary of the Termination Date (such period, the “Severance Period” and such
payments, the “Cash Severance”).  Such Cash Severance payments shall be made in accordance with the Company’s standard
payroll practices, less applicable withholdings and deductions, with each payment deemed to be a separate payment for purposes
of Section 409A of the Code.  The first such Cash Severance payment shall commence on the first payroll date following the
Effective Date, which shall include amounts otherwise due and payable under this Section 4(a) on or before such date.  In the
event of Executive’s death during the Severance Period, the remaining Cash Severance shall be paid to Executive’s estate.

(b) Healthcare Continuation Coverage.  If Executive elects to receive continued healthcare coverage
pursuant to the provisions of the Consolidated Omnibus Budget Reconciliation Act of 1985, as amended (“COBRA”), the
Company shall directly pay, or reimburse Executive for, the premium for Executive and Executive’s covered dependents through
the earlier of (i) the end of the Severance Period or (ii) the date Executive and Executive’s covered dependents, if any, become
eligible for healthcare coverage under another employer’s plan(s).  After the Company ceases to pay premiums pursuant to the
preceding sentence, Executive may, if eligible, elect to continue healthcare coverage at Executive’s expense in accordance with
the provisions of COBRA.  Executive acknowledges that he shall be solely responsible for all matters relating to Executive’s
continuation of coverage pursuant to COBRA, including, without limitation, Executive’s election of such coverage and his timely
payment of premiums.

(c) Taxes.  Executive understands and agrees that all payments under this
Section 4 will be subject to appropriate tax withholding and other deductions.  To the extent any taxes may be payable by
Executive for the benefits provided to him by this Section 4 beyond those withheld by the Company, Executive agrees to pay them
himself and to indemnify and hold the Company and the other entities released herein harmless for any tax claims or penalties,
and associated attorneys’ fees and costs, resulting from any failure by him to make required payments. To the extent that any
reimbursements payable pursuant to this Agreement are subject to the provisions of Section 409A of the Code, such
reimbursements shall be paid to Executive no later than December 31 of the year following the year in which the expense was
incurred, the amount of expenses reimbursed in one year shall not affect the amount eligible for reimbursement in any subsequent
year, and Executive’s right to reimbursement under this Agreement will not be subject to liquidation or exchange for another
benefit.

(d) SEC Reporting.  Executive acknowledges that to the extent required by
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), he will have continuing obligations under Section 16(a)
and 16(b) of the Exchange Act to report his transactions in Company common stock for six (6) months following the Termination
Date.  Executive hereby agrees not to undertake, directly or indirectly, any reportable transactions
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which include, but are not limited to, buying, selling or otherwise disposing of any common stock of the Company held by
Executive until the end of such six (6) month period. 

(e) Sole Separation Benefit.  Executive agrees that the payments provided
by this Section 4 are not required under the Company’s normal policies and procedures and are provided as a severance solely in
connection with this Agreement and the Employment Agreement.  Thus, for any Company sponsored employee benefits not
referenced in this Agreement, Executive will be treated as a terminated employee effective on the Termination Date.  This
includes but is not limited to the Company’s 401(k) plan and Company sponsored life insurance and long-term disability
insurance.  Executive acknowledges and agrees that the payments referenced in this Section 4 constitute adequate and valuable
consideration, in and of themselves, for the promises contained in this Agreement.

5. Full Payment.  Executive acknowledges that the payment and arrangements herein shall
constitute full and complete satisfaction of any and all amounts properly due and owing to Executive as a result of his employment with the
Company and the termination thereof.  Executive further acknowledges that, other than the Confidentiality Agreement, this Agreement
shall supersede each agreement entered into between Executive and the Company regarding Executive’s employment, including, without
limitation, the Employment Agreement, and each such agreement shall be deemed terminated and of no further effect as of the Termination
Date.

6. Executive’s Release of the Company.  Executive understands that by agreeing to the
release provided by this Section 6, Executive is agreeing not to sue, or otherwise file any claim against, the Company or any of its
employees or other agents for any reason whatsoever based on anything that has occurred as of the date Executive signs this Agreement.

(a) On behalf of Executive and Executive’s heirs and assigns, Executive
hereby releases and forever discharges the “Releasees” hereunder, consisting of the Company, its parent and subsidiary entities,
and their respective directors, officers, employees, shareholders, stockholders, partners, agents, attorneys, predecessors,
successors, insurers, employee benefit plans, affiliates and assigns, of and from any and all claims, liabilities and obligations, both
known and unknown, arising out of or in any way related to events, acts, conduct, or omissions occurring at any time prior to or at
the time that Executive signs this Agreement (collectively, the “Released Claims”).  The Released Claims include, but are not
limited to: (1) all claims arising out of or in any way related to Executive’s employment with the Company (or its successor) or
the termination of that employment; (2) all claims related to Executive’s compensation or benefits, including salary, bonuses,
commissions, vacation pay, expense reimbursements, severance pay, fringe benefits, stock, stock options, or any other ownership
or equity interests in the Company; (3) all claims for breach of contract, wrongful termination, and breach of the implied covenant
of good faith and fair dealing (including, but not limited to, any claims based on or arising from this Agreement or the
Employment Agreement); (4) all tort claims, including claims for fraud, defamation, emotional distress, and discharge in violation
of public policy; and (5) all federal, state, and local statutory claims, including claims for discrimination, harassment, retaliation,
attorneys’ fees, or other claims arising under the federal Civil Rights Act of 1964 (as amended), the federal Americans with
Disabilities Act of 1990, the federal Age Discrimination in Employment Act (as amended) (“ADEA”), the federal Family and
Medical Leave Act (as amended) (“FMLA”), the California Family Rights Act, the California Labor Code (as amended), and the
California Fair Employment and Housing Act (as amended).
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(b) Notwithstanding the generality of the foregoing, Executive does not

release the following claims: 

(i) Executive’s rights under this Agreement;

(ii) any rights or claims for unemployment compensation or any state
disability insurance benefits pursuant to the terms of applicable state law;

(iii) any rights or claims for workers’ compensation insurance benefits under
the terms of any worker’s compensation insurance policy or fund of the Company;

(iv) any rights or claims to continued participation in certain of the
Company’s group benefit plans pursuant to the terms and conditions of COBRA;

(v) any rights or claims to any rights and benefits under this Agreement or
benefit entitlements vested as of the date of Executive’s employment termination, pursuant to written terms of any
Company employee benefit plan, including, without limitation, the terms of any Company equity compensation plan
and/or any equity compensation agreement between Executive and the Company;

(vi) any rights or claims for indemnification Executive may have pursuant to
any written indemnification agreement with the Company to which Executive a party, the charter, bylaws, or operating
agreements of the Company, applicable law, California Labor Code Section 2802, or applicable directors and officers
liability insurance;

(vii) any other rights or claims that cannot be released as a matter of law; and

(viii) Executive’s right to bring to the attention of the Equal Employment
Opportunity Commission claims of discrimination; provided, however, that Executive does release Executive’s right to
secure any damages for alleged discriminatory treatment.

(c) In accordance with the Older Workers Benefit Protection Act of 1990,
Executive has been advised of the following:  Executive acknowledges that Executive is knowingly and voluntarily waiving and
releasing any rights Executive may have under the ADEA.  Executive also acknowledges that the consideration given for the
waiver and release herein is in addition to anything of value to which Executive was already entitled.  Executive further
acknowledges that Executive has been advised by this writing, as required by the ADEA, that: (i) Executive’s waiver and release
do not apply to any rights or claims that may arise after the execution date of this Agreement; (ii) Executive has been advised
hereby that Executive has the right to consult with an attorney prior to executing this Agreement; (iii) Executive has forty-five
(45) days from the date of this Agreement to execute this Agreement (although Executive may choose to voluntarily execute this
Agreement earlier); (iv) Executive has seven (7) days following the execution of this Agreement by Executive to revoke the
Agreement, and Executive will not receive the benefits provided by Sections 2 and 4 of the Agreement unless and until such seven
(7) day period has expired; (v) this Agreement will not be effective until the date upon which the revocation period has expired,
which will be the eighth (8th) day after this Agreement is executed by Executive, provided
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that the Company has also executed this Agreement by that date; (vi) Executive has received with this Agreement a detailed list of
the job titles and ages of all employees who were terminated in this group termination and the ages of all employees of the
Company in the same job classification or organizational unit who were not terminated, attached hereto as Exhibit A; and (vii) this
Agreement does not affect Executive’s ability to test the knowing and voluntary nature of this Agreement.  If Executive wishes to
revoke this Agreement, Executive must deliver notice of Executive’s revocation in writing, no later than 5:00 p.m. Pacific Time on
the 7th day following Executive’s execution of this Agreement to Brian Cuneo, Latham & Watkins LLP, 140 Scott Drive, Menlo
Park, CA 94025, fax: (650) 463-2600. 

(d) EXECUTIVE ACKNOWLEDGES THAT EXECUTIVE HAS BEEN
ADVISED OF AND IS FAMILIAR WITH THE PROVISIONS OF CALIFORNIA CIVIL CODE SECTION 1542, WHICH
PROVIDES AS FOLLOWS:

“A GENERAL RELEASE DOES NOT EXTEND TO CLAIMS WHICH THE CREDITOR DOES NOT KNOW OR
SUSPECT TO EXIST IN HIS OR HER FAVOR AT THE TIME OF EXECUTING THE RELEASE, WHICH, IF
KNOWN BY HIM OR HER, MUST HAVE MATERIALLY AFFECTED HIS OR HER SETTLEMENT WITH THE
DEBTOR.”

BEING AWARE OF SAID CODE SECTION, EXECUTIVE HEREBY EXPRESSLY WAIVES ANY RIGHTS EXECUTIVE
MAY HAVE THEREUNDER, AS WELL AS UNDER ANY OTHER STATUTES OR COMMON LAW PRINCIPLES OF
SIMILAR EFFECT.

7. Mutual Non-Disparagement, Transition, Transfer of Company Property; and Job
References.  

(a) Mutual Non-Disparagement.  Executive agrees that Executive will not
make statements or representations to any person, entity or firm which could reasonably be expected to cast the Company or any
entity or employee affiliated with the Company in an unfavorable light or which could reasonably be anticipated to adversely
affect the name or reputation of the Company or any entity affiliated with the Company, or the name or reputation of any officer,
agent or employee of the Company or of any entity affiliated with the Company; provided that Executive will respond accurately
and fully to any question, inquiry or request for information when required by legal process.  The officers, directors, and
managing agents of the Company agree to refrain from discussing or making any derogatory or disparaging remarks or statements,
oral or written, to any third parties concerning Executive in any manner likely to be harmful to Executive’s business reputation or
personal reputation; provided that the Company officers, directors, and managing agents will respond accurately and fully to any
question, inquiry or request for information when required by legal process.

(b) Transition.  Each of the Company and Executive shall use their
respective reasonable efforts to cooperate with each other in good faith to facilitate a smooth transition of Executive’s duties to
other executive(s) of the Company.

(c) Transfer of Company Property.  Except as otherwise contemplated in
this Agreement, on or before the Termination Date, Executive shall turn over to the Company all files, memoranda, records, and
other documents, and any other physical or
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personal property which are the property of the Company and which he had in his possession, custody or control at the time he
signed this Agreement.  By executing and returning this Agreement, Executive is certifying that Executive has complied with
Executive’s obligation herein to immediately return all Company documents and information regardless of where Executive has
maintained such Company property. Executive’s compliance with the terms of this Section 7(c) is a condition precedent to
Executive’s eligibility to receive the payments and benefits described in Section 4 above. 

(d) Job References.  Executive should direct any job reference inquiries to
the Company’s Human Resources.  Pursuant to Company policy, in response to any such inquiries, the Company will provide only
the position Executive held and the dates of employment.  The Company will confirm Executive’s salary in response to any such
inquiry only if Executive submits a signed request to the Company to disclose such information.

8. Executive Representations.  Executive warrants and represents that (a) he has not filed
or authorized the filing of any complaints, charges or lawsuits against the Company or any affiliate of the Company with any governmental
agency or court, and that if, unbeknownst to Executive, such a complaint, charge or lawsuit has been filed on his behalf, he will
immediately cause it to be withdrawn and dismissed, (b) he has reported all hours worked as of the date of this Agreement and has been
paid all compensation, wages, bonuses, commissions, and/or benefits to which he may be entitled and no other compensation, wages,
bonuses, commissions and/or benefits are due to him, except as provided in this Agreement, (c) he has no known workplace injuries or
occupational diseases and has been provided and/or has not been denied any leave requested under the FMLA or any similar state law, (d)
the execution, delivery and performance of this Agreement by Executive does not and will not conflict with, breach, violate or cause a
default under any agreement, contract or instrument to which Executive is a party or any judgment, order or decree to which Executive is
subject, and (e) upon the execution and delivery of this Agreement by the Company and Executive, this Agreement will be a valid and
binding obligation of Executive, enforceable in accordance with its terms.  

9. No Assignment by Executive.  Executive warrants and represents that no portion of any
of the matters released herein, and no portion of any recovery or settlement to which Executive might be entitled, has been assigned or
transferred to any other person, firm or corporation not a party to this Agreement, in any manner, including by way of subrogation or
operation of law or otherwise.  If any claim, action, demand or suit should be made or instituted against the Company or any other Releasee
because of any actual assignment, subrogation or transfer by Executive, Executive agrees to indemnify and hold harmless the Company
and all other Releasees against such claim, action, suit or demand, including necessary expenses of investigation, attorneys’ fees and
costs.  In the event of Executive’s death, this Agreement shall inure to the benefit of Executive and Executive’s executors, administrators,
heirs, distributees, devisees, and legatees.  None of Executive’s rights or obligations may be assigned or transferred by Executive, other
than Executive’s rights to payments hereunder, which may be transferred only upon Executive’s death by will or operation of law.  

10. Governing Law.  This Agreement shall be construed and enforced in accordance with,
and the rights of the parties shall be governed by, the laws of the State of California or, where applicable, United States federal law, in each
case, without regard to any conflicts of laws provisions or those of any state other than California.

11. Miscellaneous.  This Agreement, together with the Confidentiality Agreement,
comprise the entire agreement between the parties with regard to the subject matter

8
 
SV\1750642.3



 
hereof and supersedes, in their entirety, any other agreements between Executive and the Company with regard to the subject matter hereof,
including, without limitation, the Employment Agreement.  The Company and Executive acknowledge that the termination of the
Executive’s employment with the Company is intended to constitute an involuntary separation from service for the purposes of Section
409A of the Code, and the related Department of Treasury regulations.  Executive acknowledges that there are no other agreements,
written, oral or implied, and that he may not rely on any prior negotiations, discussions, representations or agreements.  This Agreement
may be modified only in writing, and such writing must be signed by both parties and recited that it is intended to modify this
Agreement.  This Agreement may be executed in separate counterparts, each of which is deemed to be an original and all of which taken
together constitute one and the same agreement.   

12. Company Assignment and Successors.  The Company shall assign its rights and
obligations under this Agreement to any successor to all or substantially all of the business or the assets of the Company (by merger or
otherwise).  This Agreement shall be binding upon and inure to the benefit of the Company and its successors, assigns, personnel and legal
representatives.    

13. Maintaining Confidential Information.  Executive reaffirms his obligations under the
Confidentiality Agreement.  Executive acknowledges and agrees that the payments provided in Section 4 above shall be subject to
Executive’s continued compliance with Executive’s obligations under the Confidentiality Agreement.  

14. Executive’s Cooperation.  After the Termination Date, Executive shall cooperate with
the Company and its affiliates, upon the Company’s reasonable request, with respect to any internal investigation or administrative,
regulatory or judicial proceeding involving matters within the scope of Executive’s duties and responsibilities to the Company or its
affiliates during his employment with the Company (including, without limitation, Executive being available to the Company upon
reasonable notice for interviews and factual investigations, appearing at the Company’s reasonable request to give testimony without
requiring service of a subpoena or other legal process, and turning over to the Company all relevant Company documents which are or may
have come into Executive’s possession during his employment); provided, however, that any such request by the Company shall not be
unduly burdensome or interfere with Executive’s personal schedule or ability to engage in gainful employment.  

(Signature page(s) follow)
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IN WITNESS WHEREOF, the undersigned have caused this Transition and Separation Agreement to be duly executed and

delivered as of the date indicated next to their respective signatures below. 
 
DATED: April 18, 2016   
 /s/ David M. Gravett  
 David M. Gravett  
    
    
 CARBYLAN THERAPEUTICS, INC.  
DATED: April 19, 2016    
 By: /s/ David Renzi  
  David Renzi  
  Chief Executive Officer of the Company  
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Exhibit 10.4
SEPARATION AGREEMENT

 
This Separation Agreement (the “Agreement”) by and between Dr. Premchandran Ramiya, Ph.D., (“Executive”) and Carbylan

Therapeutics, Inc. (the “Company”) is made effective eight (8) days after Executive’s signature hereto (the “Effective Date”), unless Executive
revokes his acceptance of this Agreement as provided in Section 5(c) below.  Any reference to the Company throughout this Agreement shall
include the Company, its subsidiaries and any successors thereto.
 

A. Executive’s employment with the Company and status as an officer, director and employee of the Company
and each of its affiliates will end effective upon the Termination Date (as defined below).

 
B. Executive and the Company want to end their relationship amicably and also to establish the obligations of the

parties including, without limitation, all amounts due and owing to Executive.
 
C. The payments and benefits being made available to Executive pursuant to this Agreement are intended to

satisfy all outstanding obligations under that certain employment letter agreement by between Executive and the Company, dated as of June 11,
2015 (the “Employment Agreement”).

 
NOW, THEREFORE, in consideration of the mutual covenants and agreements hereinafter set forth, the parties agree as follows:

 
1. Termination Date.  Executive acknowledges and agrees that his status as an officer,

director and employee of the Company and as an officer and/or director of the Company’s subsidiaries will end effective as of April 15,
2016 (the “Termination Date”).  Executive hereby agrees to execute such further document(s) as shall be determined by the Company as
necessary or desirable to give effect to the termination of Executive’s status as an officer and, if applicable, director of the Company and
each of its subsidiaries; provided that such documents shall not be inconsistent with any of the terms of this Agreement.

2. Final Paycheck; Payment of Accrued Wages and Expenses.  

(a) Final Paycheck.  As required by law, the Company will pay Executive
all accrued but unpaid base salary and all accrued and unused vacation earned through the Termination Date, subject to standard
payroll deductions and withholdings.  Executive is entitled to these payments regardless of whether Executive executes this
Agreement.

(b) Business Expenses.  Executive agrees that, within ten (10) business days
after the Termination Date, Executive will submit Executive’s final documented expense reimbursement statement reflecting all
business expenses Executive incurred through the Termination Date, if any, for which Executive seeks reimbursement.  The
Company will reimburse Executive for these expenses pursuant to its regular business practice.  

3. Separation Payments and Benefits.  Without admission of any liability, fact or claim,
the Company hereby agrees, subject to Executive’s execution of this Agreement and Executive’s performance of his continuing obligations
pursuant to this Agreement, the Employment Agreement and that certain Confidential Information and Invention Assignment Agreement
entered

 



 
into between Executive and the Company (the “Confidentiality Agreement”), to provide Executive the severance benefits set forth
below.  Specifically, the Company and Executive agree as follows:  

(a) Severance.  The Company shall continue to pay to Executive his base
salary at the rate in effect as of immediately prior to the Termination Date for the period of time commencing on the Termination
Date and ending on the six (6)-month anniversary of the Termination Date (such period, the “Severance Period” and such
payments, the “Cash Severance”).  Such Cash Severance payments shall be made in accordance with the Company’s standard
payroll practices, less applicable withholdings and deductions, with each payment deemed to be a separate payment for purposes
of Section 409A of the Code.  The first such Cash Severance payment shall commence on the first payroll date following the
Effective Date, which shall include amounts otherwise due and payable under this Section 3(a) on or before such date.  In the
event of Executive’s death during the Severance Period, the remaining Cash Severance shall be paid to Executive’s estate.

(b) Healthcare Continuation Coverage.  If Executive elects to receive continued healthcare coverage
pursuant to the provisions of the Consolidated Omnibus Budget Reconciliation Act of 1985, as amended (“COBRA”), the
Company shall directly pay, or reimburse Executive for, the premium for Executive and Executive’s covered dependents through
the earlier of (i) the end of the Severance Period or (ii) the date Executive and Executive’s covered dependents, if any, become
eligible for healthcare coverage under another employer’s plan(s).  After the Company ceases to pay premiums pursuant to the
preceding sentence, Executive may, if eligible, elect to continue healthcare coverage at Executive’s expense in accordance with
the provisions of COBRA.  Executive acknowledges that he shall be solely responsible for all matters relating to Executive’s
continuation of coverage pursuant to COBRA, including, without limitation, Executive’s election of such coverage and his timely
payment of premiums.

(c) Equity Awards:  As of April 15, 2016, Executive holds vested options to
purchase 0 shares of Company common stock and unvested options to purchase 165,903 shares of Company common stock
pursuant to the Company’s equity incentive plans and the option agreement evidencing such grant (the “Equity Award”).  The
Company shall accelerate the vesting of the Equity Award as of the Termination Date with respect to that number of unvested
shares as otherwise would have vested had Executive continued service with the Company through the end of the Severance
Period. The Equity Award shall otherwise remain subject in all respects to the restrictions of the applicable Equity Award
agreement between the Executive and the Company and the Company’s applicable equity incentive plan. All unvested shares
subject to the Equity Award as of the Termination Date (after giving effect to the accelerated vesting provided under this Section
3(c)) shall terminate and be forfeited as of the Termination Date.  If Executive desires to exercise any vested shares subject to the
Equity Award, Executive must follow the procedures set forth in Executive’s option agreement, including payment of the exercise
price and any withholding obligations.  If by the earliest date specified in such option agreements, the Company has not received a
duly executed notice of exercise and remuneration in accordance with Executive’s option agreement, Executive’s vested shares
subject to the Equity Award shall automatically terminate for no consideration and be of no further effect.

(d) Taxes.  Executive understands and agrees that all payments under this
Section 3 will be subject to appropriate tax withholding and other deductions.  To the extent any taxes may be payable by
Executive for the benefits provided to him by this Section 3 beyond those withheld by the Company, Executive agrees to pay them
himself and
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to indemnify and hold the Company and the other entities released herein harmless for any tax claims or penalties, and associated
attorneys’ fees and costs, resulting from any failure by him to make required payments. To the extent that any reimbursements
payable pursuant to this Agreement are subject to the provisions of Section 409A of the Code, such reimbursements shall be paid
to Executive no later than December 31 of the year following the year in which the expense was incurred, the amount of expenses
reimbursed in one year shall not affect the amount eligible for reimbursement in any subsequent year, and Executive’s right to
reimbursement under this Agreement will not be subject to liquidation or exchange for another benefit. 

(e) SEC Reporting.  Executive acknowledges that to the extent required by
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), he will have continuing obligations under Section 16(a)
and 16(b) of the Exchange Act to report his transactions in Company common stock for six (6) months following the Termination
Date.  Executive hereby agrees not to undertake, directly or indirectly, any reportable transactions which include, but are not
limited to, buying, selling or otherwise disposing of any common stock of the Company held by Executive until the end of such
six (6) month period.

(f) Sole Separation Benefit.  Executive agrees that the payments provided by
this Section 3 are not required under the Company’s normal policies and procedures and are provided as a severance solely in
connection with this Agreement and the Employment Agreement.  Thus, for any Company sponsored employee benefits not
referenced in this Agreement, Executive will be treated as a terminated employee effective on the Termination Date.  This
includes but is not limited to the Company’s 401(k) plan and Company sponsored life insurance and long-term disability
insurance.  Executive acknowledges and agrees that the payments referenced in this Section 3 constitute adequate and valuable
consideration, in and of themselves, for the promises contained in this Agreement.

4. Full Payment.  Executive acknowledges that the payment and arrangements herein shall
constitute full and complete satisfaction of any and all amounts properly due and owing to Executive as a result of his employment with the
Company and the termination thereof.  Executive further acknowledges that, other than the Confidentiality Agreement, this Agreement
shall supersede each agreement entered into between Executive and the Company regarding Executive’s employment, including, without
limitation, the Employment Agreement, and each such agreement shall be deemed terminated and of no further effect as of the Termination
Date.

5. Executive’s Release of the Company.  Executive understands that by agreeing to the
release provided by this Section 5, Executive is agreeing not to sue, or otherwise file any claim against, the Company or any of its
employees or other agents for any reason whatsoever based on anything that has occurred as of the date Executive signs this Agreement.

(a) On behalf of Executive and Executive’s heirs and assigns, Executive
hereby releases and forever discharges the “Releasees” hereunder, consisting of the Company, its parent and subsidiary entities,
and their respective directors, officers, employees, shareholders, stockholders, partners, agents, attorneys, predecessors,
successors, insurers, employee benefit plans, affiliates and assigns, of and from any and all claims, liabilities and obligations, both
known and unknown, arising out of or in any way related to events, acts, conduct, or omissions occurring at any time prior to or at
the time that Executive signs this Agreement (collectively, the “Released Claims”).  The Released Claims include,
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but are not limited to: (1) all claims arising out of or in any way related to Executive’s employment with the Company (or its
successor) or the termination of that employment; (2) all claims related to Executive’s compensation or benefits, including salary,
bonuses, commissions, vacation pay, expense reimbursements, severance pay, fringe benefits, stock, stock options, or any other
ownership or equity interests in the Company; (3) all claims for breach of contract, wrongful termination, and breach of the
implied covenant of good faith and fair dealing (including, but not limited to, any claims based on or arising from this Agreement
or the Employment Agreement); (4) all tort claims, including claims for fraud, defamation, emotional distress, and discharge in
violation of public policy; and (5) all federal, state, and local statutory claims, including claims for discrimination, harassment,
retaliation, attorneys’ fees, or other claims arising under the federal Civil Rights Act of 1964 (as amended), the federal Americans
with Disabilities Act of 1990, the federal Age Discrimination in Employment Act (as amended) (“ADEA”), the federal Family
and Medical Leave Act (as amended) (“FMLA”), the California Family Rights Act, the California Labor Code (as amended), and
the California Fair Employment and Housing Act (as amended). 

(b) Notwithstanding the generality of the foregoing, Executive does not
release the following claims:

(i) Executive’s rights under this Agreement;

(ii) any rights or claims for unemployment compensation or any state
disability insurance benefits pursuant to the terms of applicable state law;

(iii) any rights or claims for workers’ compensation insurance benefits under
the terms of any worker’s compensation insurance policy or fund of the Company;

(iv) any rights or claims to continued participation in certain of the
Company’s group benefit plans pursuant to the terms and conditions of COBRA;

(v) any rights or claims to any rights and benefits under this Agreement or
benefit entitlements vested as of the date of Executive’s employment termination, pursuant to written terms of any
Company employee benefit plan, including, without limitation, the terms of any Company equity compensation plan
and/or any equity compensation agreement between Executive and the Company;

(vi) any rights or claims for indemnification Executive may have pursuant to
any written indemnification agreement with the Company to which Executive a party, the charter, bylaws, or operating
agreements of the Company, applicable law, California Labor Code Section 2802, or applicable directors and officers
liability insurance;

(vii) any other rights or claims that cannot be released as a matter of law; and

(viii) Executive’s right to bring to the attention of the Equal Employment
Opportunity Commission claims of discrimination; provided, however, that Executive does release Executive’s right to
secure any damages for alleged discriminatory treatment.
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(c) In accordance with the Older Workers Benefit Protection Act of 1990,

Executive has been advised of the following:  Executive acknowledges that Executive is knowingly and voluntarily waiving and
releasing any rights Executive may have under the ADEA.  Executive also acknowledges that the consideration given for the
waiver and release herein is in addition to anything of value to which Executive was already entitled.  Executive further
acknowledges that Executive has been advised by this writing, as required by the ADEA, that: (i) Executive’s waiver and release
do not apply to any rights or claims that may arise after the execution date of this Agreement; (ii) Executive has been advised
hereby that Executive has the right to consult with an attorney prior to executing this Agreement; (iii) Executive has forty-five
(45) days from the date of this Agreement to execute this Agreement (although Executive may choose to voluntarily execute this
Agreement earlier); (iv) Executive has seven (7) days following the execution of this Agreement by Executive to revoke the
Agreement, and Executive will not receive the benefits provided by Section 3 of the Agreement unless and until such seven (7)
day period has expired; (v) this Agreement will not be effective until the date upon which the revocation period has expired,
which will be the eighth (8th) day after this Agreement is executed by Executive, provided that the Company has also executed
this Agreement by that date; (vi) Executive has received with this Agreement a detailed list of the job titles and ages of all
employees who were terminated in this group termination and the ages of all employees of the Company in the same job
classification or organizational unit who were not terminated, attached hereto as Exhibit A; and (vii) this Agreement does not
affect Executive’s ability to test the knowing and voluntary nature of this Agreement.  If Executive wishes to revoke this
Agreement, Executive must deliver notice of Executive’s revocation in writing, no later than 5:00 p.m. Pacific Time on the 7th
day following Executive’s execution of this Agreement to Brian Cuneo, Latham & Watkins LLP, 140 Scott Drive, Menlo Park,
CA 94025, fax: (650) 463-2600. 

(d) EXECUTIVE ACKNOWLEDGES THAT EXECUTIVE HAS BEEN
ADVISED OF AND IS FAMILIAR WITH THE PROVISIONS OF CALIFORNIA CIVIL CODE SECTION 1542, WHICH
PROVIDES AS FOLLOWS:

“A GENERAL RELEASE DOES NOT EXTEND TO CLAIMS WHICH THE CREDITOR DOES NOT KNOW OR
SUSPECT TO EXIST IN HIS OR HER FAVOR AT THE TIME OF EXECUTING THE RELEASE, WHICH, IF
KNOWN BY HIM OR HER, MUST HAVE MATERIALLY AFFECTED HIS OR HER SETTLEMENT WITH THE
DEBTOR.”

BEING AWARE OF SAID CODE SECTION, EXECUTIVE HEREBY EXPRESSLY WAIVES ANY RIGHTS EXECUTIVE
MAY HAVE THEREUNDER, AS WELL AS UNDER ANY OTHER STATUTES OR COMMON LAW PRINCIPLES OF
SIMILAR EFFECT.

6. Mutual Non-Disparagement, Transition, Transfer of Company Property; and Job
References.  

(a) Mutual Non-Disparagement.  Executive agrees that Executive will not
make statements or representations to any person, entity or firm which could reasonably be expected to cast the Company or any
entity or employee affiliated with the Company in an unfavorable light or which could reasonably be anticipated to adversely
affect the name or reputation of the Company or any entity affiliated with the Company, or the name or reputation of any officer,
agent or employee of the Company or of any entity affiliated with the Company; provided that Executive will respond accurately
and fully to any question,

5
SV\1753596.1



 
inquiry or request for information when required by legal process.  The officers, directors, and managing agents of the Company
agree to refrain from discussing or making any derogatory or disparaging remarks or statements, oral or written, to any third
parties concerning Executive in any manner likely to be harmful to Executive’s business reputation or personal reputation;
provided that the Company officers, directors, and managing agents will respond accurately and fully to any question, inquiry or
request for information when required by legal process. 

(b) Transition.  Each of the Company and Executive shall use their
respective reasonable efforts to cooperate with each other in good faith to facilitate a smooth transition of Executive’s duties to
other executive(s) of the Company.

(c) Transfer of Company Property.  Except as otherwise contemplated in
this Agreement, on or before the Termination Date, Executive shall turn over to the Company all files, memoranda, records, and
other documents, and any other physical or personal property which are the property of the Company and which he had in his
possession, custody or control at the time he signed this Agreement.  By executing and returning this Agreement, Executive is
certifying that Executive has complied with Executive’s obligation herein to immediately return all Company documents and
information regardless of where Executive has maintained such Company property. Executive’s compliance with the terms of this
Section 6(c) is a condition precedent to Executive’s eligibility to receive the payments and benefits described in Section 3 above.

(d) Job References.  Executive should direct any job reference inquiries to
the Company’s Human Resources.  Pursuant to Company policy, in response to any such inquiries, the Company will provide only
the position Executive held and the dates of employment.  The Company will confirm Executive’s salary in response to any such
inquiry only if Executive submits a signed request to the Company to disclose such information.

7. Executive Representations.  Executive warrants and represents that (a) he has not filed
or authorized the filing of any complaints, charges or lawsuits against the Company or any affiliate of the Company with any governmental
agency or court, and that if, unbeknownst to Executive, such a complaint, charge or lawsuit has been filed on his behalf, he will
immediately cause it to be withdrawn and dismissed, (b) he has reported all hours worked as of the date of this Agreement and has been
paid all compensation, wages, bonuses, commissions, and/or benefits to which he may be entitled and no other compensation, wages,
bonuses, commissions and/or benefits are due to him, except as provided in this Agreement, (c) he has no known workplace injuries or
occupational diseases and has been provided and/or has not been denied any leave requested under the FMLA or any similar state law, (d)
the execution, delivery and performance of this Agreement by Executive does not and will not conflict with, breach, violate or cause a
default under any agreement, contract or instrument to which Executive is a party or any judgment, order or decree to which Executive is
subject, and (e) upon the execution and delivery of this Agreement by the Company and Executive, this Agreement will be a valid and
binding obligation of Executive, enforceable in accordance with its terms.  

8. No Assignment by Executive.  Executive warrants and represents that no portion of any
of the matters released herein, and no portion of any recovery or settlement to which Executive might be entitled, has been assigned or
transferred to any other person, firm or corporation not a party to this Agreement, in any manner, including by way of subrogation or
operation of law or otherwise.  If any claim, action, demand or suit should be made or instituted against the Company or any other Releasee
because of any actual assignment, subrogation or
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transfer by Executive, Executive agrees to indemnify and hold harmless the Company and all other Releasees against such claim, action,
suit or demand, including necessary expenses of investigation, attorneys’ fees and costs.  In the event of Executive’s death, this Agreement
shall inure to the benefit of Executive and Executive’s executors, administrators, heirs, distributees, devisees, and legatees.  None of
Executive’s rights or obligations may be assigned or transferred by Executive, other than Executive’s rights to payments hereunder, which
may be transferred only upon Executive’s death by will or operation of law.   

9. Governing Law.  This Agreement shall be construed and enforced in accordance with,
and the rights of the parties shall be governed by, the laws of the State of California or, where applicable, United States federal law, in each
case, without regard to any conflicts of laws provisions or those of any state other than California.

10. Miscellaneous.  This Agreement, together with the Confidentiality Agreement,
comprise the entire agreement between the parties with regard to the subject matter hereof and supersedes, in their entirety, any other
agreements between Executive and the Company with regard to the subject matter hereof, including, without limitation, the Employment
Agreement.  The Company and Executive acknowledge that the termination of the Executive’s employment with the Company is intended
to constitute an involuntary separation from service for the purposes of Section 409A of the Code, and the related Department of Treasury
regulations.  Executive acknowledges that there are no other agreements, written, oral or implied, and that he may not rely on any prior
negotiations, discussions, representations or agreements.  This Agreement may be modified only in writing, and such writing must be
signed by both parties and recited that it is intended to modify this Agreement.  This Agreement may be executed in separate counterparts,
each of which is deemed to be an original and all of which taken together constitute one and the same agreement.  

11. Company Assignment and Successors.  The Company shall assign its rights and
obligations under this Agreement to any successor to all or substantially all of the business or the assets of the Company (by merger or
otherwise).  This Agreement shall be binding upon and inure to the benefit of the Company and its successors, assigns, personnel and legal
representatives.    

12. Maintaining Confidential Information.  Executive reaffirms his obligations under the
Confidentiality Agreement.  Executive acknowledges and agrees that the payments provided in Section 3 above shall be subject to
Executive’s continued compliance with Executive’s obligations under the Confidentiality Agreement.  

13. Executive’s Cooperation.  After the Termination Date, Executive shall cooperate with
the Company and its affiliates, upon the Company’s reasonable request, with respect to any internal investigation or administrative,
regulatory or judicial proceeding involving matters within the scope of Executive’s duties and responsibilities to the Company or its
affiliates during his employment with the Company (including, without limitation, Executive being available to the Company upon
reasonable notice for interviews and factual investigations, appearing at the Company’s reasonable request to give testimony without
requiring service of a subpoena or other legal process, and turning over to the Company all relevant Company documents which are or may
have come into Executive’s possession during his employment); provided, however, that any such request by the Company shall not be
unduly burdensome or interfere with Executive’s personal schedule or ability to engage in gainful employment.  

(Signature page(s) follow)
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IN WITNESS WHEREOF, the undersigned have caused this Separation Agreement to be duly executed and delivered as of the date

indicated next to their respective signatures below. 
 
DATED: April 19, 2016   
 /s/ Premchandran Ramiya  
 Dr. Premchandran Ramiya, Ph.D.  
    
    
 CARBYLAN THERAPEUTICS, INC.  
DATED: April 19, 2016    
 By: /s/ David Renzi  
  David Renzi  
  Chief Executive Officer of the Company  
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Exhibit 31.1

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

I, David M. Renzi, certify that:

1. I have reviewed this quarterly report on Form 10-Q of Carbylan Therapeutics, 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, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during
the period in which this report is being prepared;

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

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

5. The registrant’s other certifying officer 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 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.
 
Dated: May 12, 2016  /s/ David M. Renzi
  David M. Renzi
  President and Chief Executive Officer
 



Exhibit 31.2

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

I, John McKune, certify that:

1. I have reviewed this quarterly report on Form 10-Q of Carbylan Therapeutics, 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, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during
the period in which this report is being prepared;

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

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

5. The registrant’s other certifying officer 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 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.
 
Dated: May 12, 2016  /s/ John McKune

  
John McKune
Principal Accounting Officer

 



Exhibit 32.1

CERTIFICATION PURSUANT TO SECTION 906 OF
THE SARBANES-OXLEY ACT OF 2002 (18 U.S.C. SECTION 1350)

In connection with the accompanying Quarterly Report of Carbylan Therapeutics, Inc. (the “Company”) on Form 10-Q for the fiscal quarter ended
March 31, 2016 (the “Report”), I, David M. Renzi, as President and Chief Executive Officer of the Company, and   John McKune, as Principal Accounting
Officer of the Company, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

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

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

Dated: May 12, 2016  /s/ David M. Renzi
  David M. Renzi
  President and Chief Executive Officer
   
Dated: May 12, 2016  /s/ John McKune

  
John McKune
Principal Accounting Officer

 


