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PART I – FINANCIAL INFORMATION

Item 1.     Financial Statements

VENTRUS BIOSCIENCES, INC.
A Development Stage Company

CONDENSED BALANCE SHEETS

  

September 30,
2011   

December 31,
2010  

   (Unaudited)   (Note 1)  
ASSETS       
Current assets:       
Cash and cash equivalents  $ 53,294,262   $ 14,571,055  
Other current assets   84,983    18,915  
Total current assets   53,379,245    14,589,970  
         
Computer equipment, net   9,215    -  
Deferred financing and offering costs, net   -    26,631  
         
Total assets  $ 53,388,460   $ 14,616,601  
         
LIABILITIES AND STOCKHOLDERS’ EQUITY         
Current liabilities:         
Accounts payable and accrued expenses  $ 1,183,442   $ 312,896  
         
Borrowings under line of credit   -    419,380  
Term note – bank   -    800,000  
Interest payable –  Paramount Credit Partners, LLC   -    187,536  
         

Total current liabilities   1,183,442    1,719,812  
         
Notes payable - Paramount Credit Partners, LLC (net of discount of  $302,327 in 2010)   -    1,270,673  
         
Total liabilities   1,183,442    2,990,485  
         
Commitments         
Stockholders’ equity:         
Preferred stock, $.001 par value; 5,000,000 shares authorized, none issued   -    -  
Common stock, $.001 par value; 25,000,000 shares authorized; 12,404,323 and 6,746,365 issued and outstanding at

September 30, 2011 and December 31, 2010 respectively   12,404    6,746  
Additional paid-in capital   100,862,340    44,803,724  
Deficit accumulated during the development stage   (48,669,726)    (33,184,354)
         
Total stockholders’ equity   52,205,018    11,626,116  
         
Total liabilities and stockholders’ equity  $ 53,388,460   $ 14,616,601  

See Notes to Condensed Financial Statements
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VENTRUS BIOSCIENCES, INC.
 

A Development Stage Company

CONDENSED STATEMENTS OF OPERATIONS (UNAUDITED)

    

Three
Months
Ended

September 30,
2011   

Three
Months
Ended

September 30,
2010   

Nine
Months
Ended

September 30,
2011   

Nine
Months

Ended September
30,

 2010   

Period from
October 7, 2005
(Inception) to
September 30,

2011  
Operating expenses:                
Research and development  $ 3,667,179   $ 193,183   $ 7,737,523   $ 1,128,113   $ 21,989,084  
General and administrative   1,878,718    317,132    7,376,738    492,418    12,897,416  
                     
Loss from operations   (5,545,897)    (510,315)    (15,114,261)    (1,620,531)    (34,886,500)  
                     
Interest income   28,423    378    47,880    1,705    67,599  
Interest expense:                     

Beneficial conversion feature                   (6,001,496)  
Amortization of debt  discount and warrants   (253,302)    (580,217)    (302,327)    (2,484,927)    (2,865,758)  
Interest expense   (30,605)    (686,091)    (116,664)    (1,820,628)    (4,983,571)  

   (283,907)    (1,266,308)    (418,991)    (4,305,555)    (13,850,825)  
                     
Net loss   $ (5,801,381)   $ (1,776,245)  $ (15,485,372)   $ (5,924,381)   $ (48,669,726)  
                     
Basic and diluted net loss per common share  $ ($0.50)   $ (3.97)   $ ($1.79)   $ ($13.24)      
                     
Weighted average common shares outstanding – basic

and diluted   11,616,786    447,347    8,672,858    447,347      

See Notes to Condensed Financial Statements
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VENTRUS BIOSCIENCES, INC.
A Development Stage Company

CONDENSED STATEMENT OF CHANGES IN STOCKHOLDERS’ EQUITY (UNAUDITED)
For the Nine Months Ended September 30, 2011

        Deficit     
   Common Stock      Accumulated     
         Additional   During the     
         Paid-in   Development     
   Shares   Amount   Capital   Stage   Total  
Balance at January 1, 2011   6,746,365  $ 6,746  $ 44,803,724  $ (33,184,354)  $ 11,626,116 
Common Stock sold to fulfill over-allotment option from IPO

at $6.00 per share, net of related costs   435,000   435   2,420,341   -   2,420,776 
Warrants exercised between March 1, 2011 and August 31,

2011 from the 2010 Senior Convertible Notes at $5.73  per
share   47,951   48   274,935   -   274,983 

Additional shares issued in January 2011 in connection with
the December 22, 2010 conversion of notes into common
stock   7               - 

Common stock issued in a  public offering in July 19, 2011 at
$10.00 per share, net of costs   5,175,000   5,175   47,562,872       47,568,047 

Stock- based compensation for the period from January 1 to
September 30, 2011 for options issued to employees and
directors   -   -   2,168,071   -   2,168,071 

Stock- based payments for the period from January 1 to
September 30, 2011 for options issued to consultants   -   -   3,632,397       3,632,397 

Net Loss               (15,485,372)   (15,485,372)
Balance at September 30,  2011   12,404,323  $ 12,404  $ 100,862,340  $ (48,669,726)  $ 52,205,018 

See Notes to Condensed Financial Statements
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VENTRUS BIOSCIENCES, INC.
A Development Stage Company

CONDENSED STATEMENTS OF CASH FLOWS (UNAUDITED)

  

Nine Months
Ended September

30, 2011   

Nine Months
Ended September

30, 2010   

Period from
October 7, 2005
(Inception) to

September 30, 2011  
          
Cash flows from operating activities:          

Net loss  $ (15,485,372)   (5,924,381)  $ (48,669,726)
             

Adjustments to reconcile net loss to net cash used in operating activities:             
Stock-based compensation to employees and directors   2,168,071   -   4,094,751 
Stock-based payments to consultants   3,632,397   (82,446)   4,663,038 
Stock issued in connection with license agreement   -   -   414,825 
Charge resulting from beneficial Note Conversion   -   -   6,001,496 
Stock issued to vendor   -   -   5,000 
Warrants issued in connection with related party note conversion   -   944,274   1,255,978 
Amortization of deferred financing costs and debt discount   328,958   2,307,284   3,466,010 
Non-cash research and development   -   -   1,087,876 
Interest payable - 2007 Senior convertible notes   -   465,095   1,598,104 
Interest payable - 2010 Senior convertible notes   -   251,907   354,269 
Expenses paid on behalf of the Company satisfied through the issuance of notes   -   -   227,910 
Interest payable - related parties   -   80,004   266,279 
Interest payable - Paramount Credit Partners, LLC   -   40,370   187,536 
Depreciation   2,749   3,702   30,009 

Changes in operating assets and liabilities:             
Other current assets   (66,068)   (1,507)   (84,983)
Accounts payable and accrued expenses   683,010   (2,080,328)   995,907 

             
Net cash used in operating activities   (8,736,255)   (3,996,026)   (24,105,721)

             
Cash flows from investing activities:             

Purchase of computer equipment   (11,964)   -   (39,224)
             
Cash flows from financing activities:             

Net Proceeds from July 2011 public offering   47,568,047   -   47,568,047 
Net Proceeds from IPO and the over-allotment option exercise   2,420,776   -   17,605,119 
Proceeds from 2010 Senior convertible notes   -   3,425,000   3,425,000 
Proceeds from notes payable to Paramount Credit Partners, LLC   -   -   1,573,000 
Proceeds from notes payable to related parties   -   950,562   5,041,953 
Proceeds from 2007 Senior convertible notes   -   -   5,305,000 
Proceeds from private placement   -   -   1,146,024 
Payment for deferred financing costs   -   (989,749)   (1,431,603)
Proceeds from utilization of line of credit   -   -   419,380 

See Notes to Condensed Financial Statements
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VENTRUS BIOSCIENCES, INC.
A Development Stage Company

CONDENSED STATEMENTS OF CASH FLOWS (continued)
 

  

Nine Months
Ended

September
30, 2011   

Nine Months
Ended

September
30, 2010   

Period from
October 7, 2005
(Inception) to

September 30, 2011  
          

Proceeds from term note payable   -   800,000    800,000  
Repayment of term note   (800,000)   -       (800,000)  
Repayment of Paramount Credit Partners Note   (1,573,000)   -    (1,573,000)  
Repayment of notes payable - related party   -   -    (1,500,000)  
Repayment of line of credit   (419,380)   -    (419,380)  
Proceeds from exercise of warrants   274,983   -    274,983  
Proceeds from receipt of subscriptions   -   -    4,684  

            
Net cash provided by financing activities   47,471,426    4,185,813    77,439,207  

             
Net  increase in cash and cash equivalents   38,723,207    189,787    53,294,262  
             
Beginning of period   14,571,055    81,288    -0-  
             
End of period   53,294,262    271,075    53,294,262  
             
Supplemental schedule of non-cash financing activities:             
Warrants issued to placement agent  $ -    -   $ 341,334  

Warrants issued to investors in connection with convertible notes  $ -   $ 1,468,254   $ 1,468,254  

Debt discount on Paramount Credit Partners, LLC notes  $ 302,327    -   $ 782,376  

Related party notes and accrued interest converted to 2010 Senior convertible notes  $ -   $ 2,192,433   $ 3,995,667  

Notes and accrued interest converted to common stock  $ -    -   $ 14,003,158  
             
Supplemental disclosure – cash paid for interest  $ 277,324   $ 216,621   $ 685,397  

See Notes to Condensed Financial Statements
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements
(September 30, 2011)

 
Note 1 — Organization, Business and Basis of Presentation:
 

Organization and business:
 

Ventrus BioSciences, Inc. (a development stage company), (“Ventrus” or the “Company”) was incorporated in the State of Delaware on October 7,
2005 and commenced operations in April 2007.  Ventrus is a specialty pharmaceutical company focused on the late-stage development and commercialization
of gastrointestinal products.
 

On December 22, 2010, the Company issued 2,900,000 shares of its common stock in an initial public offering (the “IPO”) and raised net proceeds
of $15,184,344.  On January 7, 2011, the Company issued an additional 435,000 shares of its common stock to fulfill the over-allotment option that it granted
to the underwriters as part of the IPO and raised net proceeds of $2,420,776.  In addition, on December 22, 2010, in connection with the consummation of the
IPO, the Company converted $14,003,158 of convertible notes and accrued interest by issuing an aggregate of 3,334,085 shares to holders of the convertible
notes.
 

On July 19, 2011, the Company issued 5,175,000 shares of its common stock in a secondary public offering and raised net proceeds of $47,562,872.
 

Basis of presentation:
 

The accompanying condensed balance sheet as of December 31, 2010, which has been derived from the Company’s audited financial statements, and
the unaudited interim condensed financial statements have been prepared in accordance with U.S. generally accepted accounting principles and the rules and
regulations of the Securities and Exchange Commission (“SEC”) related to a quarterly report on Form 10-Q.  Certain information and note disclosures
normally included in annual financial statements prepared in accordance with accounting principles generally accepted in the United States have been
condensed or omitted pursuant to those rules and regulations, although the Company believes that the disclosures made are adequate to make the information
presented not misleading.  The unaudited interim condensed financial statements reflect all adjustments which, in the opinion of management, are necessary
for a fair statement of the results for the periods presented.  All such adjustments are of a normal and recurring nature.  These unaudited condensed financial
statements should be read in conjunction with the financial statements and the notes thereto included in the Company’s Annual Report on Form 10-K for the
year ended December 31, 2010.  The operating results presented in these unaudited condensed financial statements are not necessarily indicative of the results
that may be expected for any future periods.
 

Capital Resources:
 

The Company has not derived any revenue from product sales to date as our products have not been approved for sale by the U.S. Food and Drug
Administration (“FDA”) or any foreign regulatory agency.  Since inception, the Company’s operations have been financed primarily through the sale of
equity securities, the proceeds from the exercise of warrants and stock options and issuance of debt.  The Company has incurred losses from operations and
negative cash flows since the inception of the Company, and expects to continue to incur substantial losses for the foreseeable future as it continues product
development.  As a result, the Company may need to obtain additional funds to finance its operations in the future. In July 2011, the Company raised net
proceeds of approximately $47,600,000 in a secondary offering of its equity securities. Until the Company can generate significant cash from its operations, it
intends to obtain any additional funding it requires through strategic relationships, public or private equity or debt financings, or other arrangements and it
cannot assure such funding will be available on reasonable terms, or at all.  The Company currently has sufficient funds to meet its operating requirements
and scheduled regulatory and development activities for the next 12 months.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
 

Note 2 — Summary of Significant Accounting Policies:
 

Cash and Cash Equivalents:
 

All highly liquid investments with maturities of three months or less at the time of purchase are considered to be cash equivalents.  All of the
Company’s cash equivalents have liquid markets and high credit ratings.  The Company maintains its cash in bank deposit and other accounts, the balances of
which, at times and at September 30, 2011, exceed Federally insured limits.
 

Use of estimates:
 

The preparation of financial statements in conformity with accounting principles generally accepted in the United States of America requires
management to make estimates and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at
the date of the financial statements and reported amounts of revenue and expenses during the reporting period.  Actual results could differ from those
estimates.
 

Significant estimates inherent in the preparation of the accompanying financial statements include the fair value of stock options and warrants
granted to employees, consultants, directors, investors, licensors, placement agents and underwriters.
 

Stock-based compensation:
 

The Company’s share-based compensation cost is measured at grant date, using the Black-Scholes option pricing model to estimate the fair value of
the award, and is recognized as expense over the employee’s requisite service period on a straight-line basis.  The Company accounts for stock options and
warrants granted to non-employees on a fair value basis which is estimated using the Black-Scholes option pricing model.  The initial non-cash charge to
operations for non-employee options and warrants with vesting are revalued at the end of each reporting period based upon the change in the fair value of the
options and recognized as consulting expense over the related vesting period.
 

Research and development:
 

Research and development expenses include personnel and facility-related expenses, third party contracted services including clinical trial costs,
manufacturing and process development costs, research costs and other consulting services. Research and development costs are expensed as incurred.  In
instances where the Company enters into agreements with third parties for clinical trials, manufacturing and process development, research and other
consulting activities, costs are expensed as services are performed. Amounts due under such arrangements may be either fixed fee or fee for service, and may
include upfront payments, monthly payments, and payments upon the completion of milestones or receipt of deliverables.
 

The Company’s accruals for clinical trials are based on estimates of the services received and pursuant to contracts with the respective clinical trial
centers and clinical research organizations. In the normal course of business, the Company contracts with third parties to perform various clinical trial
activities in the ongoing development of potential products.  The financial terms of these agreements are subject to negotiation and variation from contract to
contract and may result in uneven payment flows.  Payments under the contracts depend on factors such as the achievement of certain events, the successful
enrollment of patients, and the completion of portions of the clinical trial or similar conditions.  The objective of the Company’s accrual policy is to match the
recording of expenses in its financial statements to the actual services received.  As such, expense accruals related to clinical trials are recognized based on the
estimate of the degree of completion of the event or events specified in the specific clinical study or trial contract.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
Income taxes:

 
The Company’s income tax expense consists of current and deferred income tax expense or benefit. Current income tax expense or benefit is the

amount of income taxes expected to be payable or refundable for the current year.  Deferred tax assets and liabilities are recognized for the future tax
consequences attributable to temporary differences between the financial statement carrying amounts of existing assets and liabilities and their respective tax
bases.  Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary
differences are expected to be recovered or settled.  The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the
period that includes the enactment date.  Valuation allowances are established when it is more likely than not that some or all of the deferred tax assets will
not be realized.
 

Loss per common share:
 

Basic net loss per common share excludes dilution and is computed by dividing net loss by the weighted average number of common shares
outstanding during the period.  Diluted net loss per common share reflects the potential dilution that could occur if securities or other contracts to issue
common stock were exercised or converted into common stock or resulted in the issuance of common stock that then shared in the earnings of the entity
unless inclusion of such shares would be anti-dilutive.  Since the Company has only incurred losses, basic and diluted net loss per share is the same.  The
number of potentially dilutive securities excluded from the diluted loss per share calculation at September 30, 2011 and 2010 was 2,916,981 and 816,090,
respectively.
 

Fair value measurements:
 

Prior to their repayment on July 19, 2011 (see Note 3, “Notes Payable”), the carrying value of the Paramount Credit Partners, LLC notes
approximated fair value due to the short-term nature of the notes and the related interest rates approximate market rates.
 
Note 3 — Related Party Transactions:
 

The Company has entered into various related party transactions as more fully described in Note 3 to the Company’s financial statements in its
Annual Report on Form 10-K for the year ended December 31, 2010.  The following are descriptions of the Company’s related party transactions that have
been entered into, modified, terminated, or are still in effect in 2011.
 

Notes payable:
 

During 2009, the Company issued four separate 10% promissory notes (collectively, the “PCP Notes”) to Paramount Credit Partners, LLC (“PCP”),
an entity whose managing member is Dr. Rosenwald.  Specifically, the PCP Notes consist of a note in the principal amount of $1,100,000 issued on January
23, 2009, a note in the principal amount of $100,000 issued on March 25, 2009, a note in the principal amount of $250,000 issued on June 1, 2009 and a note
in the principal amount of $123,000 issued on June 24, 2009.   Interest on the PCP Notes is payable quarterly, in arrears, and the principal matures on the
earlier of (i) December 31, 2013 or (ii) the completion by the Company of a transaction, subsequent to the Company’s IPO, including an equity offering, sale
of assets, licensing or strategic partnership, in which the Company raises at least $5,000,000 in gross cash proceeds.  In addition, PCP received five-year
warrants (“PCP Warrants”) to purchase 104,867 shares of common stock at an exercise price of $6.60.  The Company allocated proceeds of $480,049 from
the sale of the PCP Notes to the warrants at the time of issuance, which are recorded as a debt discount and reduced the carrying values of the PCP
Notes.  Such discount is being amortized to interest expense over the term of the PCP Notes. On July 19, 2011, the Company paid off these notes in full, and
the remaining debt discount was fully charged to interest expense.
 

Line of Credit:
 

On September 23, 2010, the Company borrowed $800,000 from Israel Discount Bank of New York (“Israel Discount Bank”).  The promissory note
the Company issued to Israel Discount Bank to evidence the loan was guaranteed by Dr. Rosenwald.  In consideration of his guaranteeing the $800,000
promissory note, the Company entered into a letter agreement with Dr. Rosenwald whereby Dr. Rosenwald has the right to attend meetings of the Company’s
board of directors and to appoint two directors to the board.  Dr. Rosenwald has not exercised his right to appoint these directors.  If and when appointed,
these directors would be subject to stockholder approval at the expiration of their terms.  The rights granted to Dr. Rosenwald in connection with his
guarantee continue until specified termination conditions.  On November 5, 2010, the Company borrowed an additional $419,000 under a line of credit from
Israel Discount Bank of New York.  The promissory note issued to Israel Discount Bank to evidence the loan was guaranteed by Dr. Rosenwald.  The
Company used the proceeds from the note to pay off a line of credit with Bank of America, N.A. in November 2010.  The Company repaid the Israel Discount
Bank promissory note and the amount owed under the line of credit in full in January 2011.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
Note 4 — Commitments:
 

Employment agreements:
 

Dr. Russell Ellison serves as the Company’s Chief Executive Officer pursuant to an employment agreement entered into in June 2010, and amended
and restated in July 2010 that became effective on December 22, 2010, upon the closing of the IPO.  The employment agreement provides for a base salary of
$375,000 per year, a guaranteed bonus of $75,000 per year and an annual performance-based bonus of up to 50% of his base salary.  The agreement also
provides incentive bonuses of $250,000 and $500,000 in the event that the Company’s market capitalization exceeds specified levels.  The first threshold was
met and the $250,000 bonus was paid in the third quarter of 2011. The second threshold has not yet occurred.
 

Mr. David Barrett serves as our Chief Financial Officer pursuant to an employment agreement entered into in June 2010, and amended and restated
in July 2010 that became effective on December 22, 2010, upon the closing of the IPO.  The employment agreement provides for a base salary of $250,000
per year.  The agreement also provides incentive bonuses of $250,000 and $500,000 in the event that the Company’s market capitalization exceeds specified
levels.  The first threshold was met and the $250,000 bonus was paid in the third quarter of 2011. The second threshold has not yet occurred.
 

On August 24, 2011, Ventrus entered into an amendment to each of Dr. Ellison’s and Mr. Barrett’s agreements to provide that if the second market
capitalization threshold is attained, the second market capitalization bonus of $500,000 will be paid in a combination of shares of the Company’s common
stock worth $300,000 and $200,000 in cash.  The valuation of the shares of common stock was determined by the closing price of the Company’s common
stock as reported on NASDAQ on August 24, 2011 ($9.85), and resulted in a share amount to which each Dr. Ellison and Mr. Barrett are entitled if the second
market capitalization threshold is attained of 30,457 shares of the Company’s common stock. In addition, the amendment to Mr. Barrett’s agreement provides
that he will be eligible for an incentive cash bonus in the discretion of the Company’s Compensation Committee of up to 25% of his base salary.
 

On August 24, 2011, Ventrus entered into an employment agreement with Thomas Rowland that became effective on September 1, 2011 and
pursuant to which Mr. Rowland serves as the Company’s Chief Business Officer.  The employment agreement provides for a base salary of $250,000 per year
and an annual performance-based bonus of up to 20% of his base salary.  
 

Consulting Agreement:
 

Effective May 11, 2010, the Company entered into a consulting agreement with Timothy Hofer.  The Company did not renew the agreement at the
end of its one year term.  Pursuant to the agreement, Mr. Hofer provided the Company with consulting services focused on general business and company
development.  Mr. Hofer is also a former employee of Paramount BioSciences, LLC (“PBS”), a related party.
 
Note 5 — License Agreements:
 

In March 2007, pursuant to an Exclusive License Agreement, S.L.A. Pharma, AG (“S.L.A. Pharma”) granted PBS a royalty-bearing license to sell,
make and use diltiazem for treatment, through topical administration, of anal fissures and phenylepherine for treatment, through topical administration, of
fecal incontinence in the United States, Canada and Mexico. Pursuant to the Exclusive License Agreement, PBS was obligated to form a company to develop
the technologies referenced in the Exclusive License Agreement and issue a number of shares equal to 5% of such company’s outstanding common stock as
of the effective date of the Exclusive License Agreement.  On August 2, 2007, the Company issued 18,401 shares to S.L.A. Pharma to satisfy this
obligation.  In addition, the Company was obligated to issue to S.L.A. Pharma that number of additional shares of common stock so that the number of shares
following specific transactions would have a fair market value equal to $500,000.  On December 22, 2010, the Company issued S.L.A Pharma an additional
64,933 shares to satisfy this obligation.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
 

In August 2007, pursuant to an Assignment and Assumption Agreement, PBS sold all of its rights in and arising out of the Exclusive License
Agreement with S.L.A. Pharma to Ventrus for $1,087,876.  The corresponding U.S. and foreign patents and applications for the two compounds have been
licensed to Ventrus under the Assignment and Assumption Agreement (the technology referred to collectively as the “Compound Technology”).  As
consideration in part for the rights to the Compound Technology, an initial licensing fee of $250,000 was paid to S.L.A. Pharma and $50,000 for
reimbursement of clinical development costs incurred by S.L.A. Pharma (these amounts were paid by PBS and were included in the consideration paid by the
Company to PBS in connection with the Assignment and Assumption Agreement).  In the event that the Compound Technology is commercialized, the
Company is obligated to pay to S.L.A. Pharma annual royalties, based upon net sales of the product. In addition, the Company is required to make payments
to S.L.A. Pharma up to an aggregate amount of $20 million upon the achievement of various milestones related to regulatory events.  Should the Company
make any improvements regarding the Compound Technology, the Company is required to grant S.L.A. Pharma licenses to use such improvements.
 

As compensation for S.L.A. Pharma’s participation in the management and the development of the technologies, Ventrus is required to make
separate payments to S.L.A. Pharma equal to $41,500 per month (“Monthly Payments”) for each of diltiazem and phenylephrine.  Per the agreement, Ventrus’
obligation to make these monthly payments was to terminate upon a new drug application (“NDA”) filing.  Pursuant to amendments to the Exclusive License
Agreement, the Company, as of September 30, 2010, was no longer required to make additional payments for phenylephrine.  At September 30, 2011, the
Company had no amounts due to S.L.A. Pharma.
 

Ventrus is also required to reimburse S.L.A. Pharma for clinical development costs associated with the technology development of both diltiazem
and phenylephrine. Ventrus’ total payment obligation for the diltiazem project is limited to  $4,000,000.  Ventrus made $3,700,000 of payments to S.L.A.
Pharma from August 2007 through September 30, 2011. Both Ventrus and S.L.A. Pharma have agreed to add additional services outside the scope of the
agreement for $400,000.  The services have not yet been provided by S.L.A. Pharma.  S.L.A. Pharma has been paid $600,000 of services for the
phenylephrine project through September 30, 2011.  S.L.A. Pharma did not provide or bill Ventrus for any services for the phenylephrine project in 2010 or
the first three quarters of 2011 and management does not expect to be billed for any services for the phenylephrine project in the foreseeable future.
 

On June 6, 2011, Ventrus further amended the Exclusive License Agreement with S.L.A. Pharma.  The amendment eliminates its potential $800,000
milestone payment to S.L.A. Pharma for the development of diltiazem, previously payable upon the completion of enrollment into the Phase III clinical trial
that S.L.A. Pharma is conducting in Europe.  It also eliminates S.L.A. Pharma’s ability to terminate the license agreement at any time, with one month’s
notice, in the event that Ventrus had failed to make a required payment and a third party wished to enter into a license agreement for diltiazem and
phenylephrine, provided the termination would not have been effective if within that one-month period Ventrus paid all then required payments under the
agreement. Pursuant to the amendment, Ventrus must pay S.L.A. Pharma up to $1,000,000 in milestone payments, payable in four equal installments of
$250,000 once specified thresholds of randomized patients are achieved in the Phase III trial for diltiazem that S.L.A. Pharma is conducting in Europe. The
first two milestones were met and paid in the third quarter of 2011. As of September 30, 2011, Ventrus’ total remaining payment obligation for the
phenylephrine project shall not exceed $900,000, consisting of two potential milestone payments aggregating $500,000 and $400,000 of to-be-agreed-upon
services. Additionally, upon Ventrus’ receipt of a quality controlled final study report of the Phase III trial for diltiazem in Europe, Ventrus must pay S.L.A.
Pharma $400,000 in development costs for diltiazem.
 

In March 2008, Ventrus entered into an exclusive worldwide license agreement with Sam Amer & Co., Inc., a California company (“Amer”),
whereby Ventrus acquired certain patent rights to iferanserin for the topical treatment of any anorectal disorders. Ventrus is obligated to pay Amer (i) a
monthly consulting fee of $7,500 through May 2010, (ii) a license fee of $2,050,000, (iii) late fees of $7,500 per month starting July 2009 until the successful
completion of the Phase III trials, (iv) interest payments totaling $595,000 and (v) additional late fees of $7,500 per month as an NDA was not submitted by
September 2010. In addition, Ventrus may be required to make future milestone and royalty payments totaling up to $20 million upon the achievement of
various milestones related to regulatory or commercial events. The license agreement is terminable by either party for cause and, upon 30 days notice in the
event any safety, efficacy or regulatory issues prevent development or commercialization of iferanserin. At September 30, 2011, the Company had made all
contractual payments relating to the license agreement.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
 

In December 2009, the Company and Amer supplemented the license agreement and added an additional licensing fee of $20,000 for six months.
After the fourth month, the Company and Amer agreed that the additional license would not be needed and, therefore, the Company was not required to pay
the last two months.
 

On June 5, 2011, the Company entered into an agreement with Amer to acquire all rights, title and interest to iferanserin.  Ventrus paid $500,000 on
execution and will pay $12 million for the asset at closing, which Ventrus expects to occur by November 15, 2011. Closing is subject to Ventrus raising net
proceeds of a certain minimum amount, which the Company met upon its sale of common stock in July 2011.  Closing is also subject to, in respect of the first
pivotal Phase III trial and any recurrence treatment for iferanserin, the absence through November 10, 2011 of any serious severe adverse events, as defined.
Ventrus will pay Amer royalties of between 3.0% and 4.0% on net annual sales in the U.S. and between 1.0% and 1.33% on gross annual sales outside the
U.S. (subject to a minimum royalty payment on both U.S. and ex-U.S. sales.)
 
Note 6 — Stockholders’ Transactions:
 

 Common Stock Transactions:
 

On January 7, 2011, the Company issued 435,000 shares of its common stock to fulfill the over-allotment option that it granted to the underwriters as
part of the IPO and raised net proceeds of $2,420,776.
 

During the nine months ended September 30, 2011, the Company issued an aggregate of 47,951 shares of common stock pursuant to the exercise of
warrants with an average exercise price of $5.73.
 

  On July 19, 2011, the Company issued 5,175,000 shares of its common stock in an underwritten public offering and raised net proceeds of
$47,562,872.
 

Common Stock Options and Warrants:
 

In August 2010, the Company’s stockholders approved the 2010 Equity Incentive Plan (the “2010 Plan”). In May 2011, the Company’s stockholders
approved an amendment to the 2010 Plan to increase the shares reserved for issuance from 2,467,200 to 3,967,200 shares of the Company’s common stock.
The 2010 Plan authorizes the Company to issue equity incentive awards in the form of shares, options or other awards based on Ventrus common stock as part
of an overall compensation package to provide performance-based compensation to attract and retain qualified personnel.
 

In November 2010, the Company granted options to non-employee directors to purchase an aggregate of 160,000 shares under the 2010 Plan. In
addition, under Dr. Ellison’s and Mr. Barrett’s respective employment agreements, in connection with the closing of the Company’s IPO, the Company
granted to Dr. Ellison and Mr. Barrett options to purchase shares of the Company’s common stock with an exercise price of $6.00, which was equal to the
initial public offering price per share, in an amount equal to 7.5% (573,599 shares) and 4.0% (305,920 shares), respectively, of the Company’s fully diluted
capitalization on that date.
 

In the first nine months of 2011, the Company granted options to purchase 250,000 shares to one of its directors, options to purchase an aggregate of
264,440 shares to two employees and options to purchase an aggregate of 364,240 shares to five consultants, all pursuant to the 2010 Plan with exercise
prices at or greater than the then market value of the Company’s common stock ($6.00 - $15.77).
 
 

11



 
 

VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
 

A summary of the Company’s option activity and related information is as follows:
 

  Period Ended     
   September 30, 2011     

   Shares   

Weighted Average
Exercise Price   

Aggregate Intrinsic
Value  

Outstanding at January 1, 2011   1,079,775   $ 6.01     
Granted   878,680   $ 6.66     
Outstanding at September  30, 2011   1,958,455   $ 6.30   $ 5,340,193  

Options exercisable at end of period   1,122,101   $ 6.14   $ 3,238,928  
 

The Company expects that all outstanding unvested options will vest. The fair value of the options granted for the nine-month period ended
September 30, 2011, was based on the following assumptions:
 

Risk-free interest rate  1.43%-3.03%  
Expected volatility  88.05%-94.74%  
Expected life of options  7 years  
Expected dividend yield  0%  

 
Estimated future stock-based compensation expense relating to unvested stock options (for consultants based on the fair value at September 30,

2011) is as follows:
 

Calendar Years Ending December 31,  

Future Stock Option
Compensation

Expense  
2011 (3 months)  $ 865,504  
2012   2,456,066  
2013   942,390  
2014   101,629  
Total estimated future stock-based     
compensation expense – stock options  $ 4,365,589  

 
The weighted average remaining contractual life of options outstanding at September 30, 2011 is approximately 9.25 years.

 
Stock-based compensation expensed to research and development expense for the three months ended September 30, 2011 and 2010 was $270,560

and $2,595 respectively, and was $819,954 and ($82,446) respectively, for the nine months ended September 30, 2011 and 2010.  Stock-based compensation
expensed to general and administrative expense for three months ended September 30, 2011 and 2010 was $ 733,599 and $0, respectively, and for the nine
months ended September 30, 2011 and 2010 was $4,980,514 and $0, respectively.
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VENTRUS BIOSCIENCES, INC.
(A Development Stage Company)

Notes to Condensed Financial Statements (continued)
(September 30, 2011)

 
A summary of the Company’s warrant activity and related information is as follows:

 
  Period Ended  
   September 30, 2011  

   Shares   

Weighted Average
Exercise Price  

Outstanding at January 1, 2011   1,013,291   $ 7.59  
Granted   -0-    -0-  
Exercised   (54,765)   $ 5.73  
Outstanding at end of period   958,526   $ 7.61  

Warrants exercisable September 30,2011   958,526   $ 7.61  
 

Included in the exercise of 54,765 warrants are some warrants that were exercised utilizing a cashless exercise feature.
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Item 2.   Management’s Discussion and Analysis of Financial Condition and Results of Operations
 

The interim financial statements and this Management’s Discussion and Analysis of Financial Condition and Results of Operations should be read in
conjunction with the financial statements and notes thereto for the year ended December 31, 2010, and the related Management’s Discussion and Analysis of
Financial Condition and Results of Operations, both of which are contained in our Annual Report on Form 10-K for the year ended December 31, 2010.  In
addition to historical information, this discussion and analysis contains forward-looking statements within the meaning of Section 27A of the Securities Act of
1933 and Section 21E of the Securities Exchange Act of 1934.  These forward-looking statements are subject to risks and uncertainties, including those set
forth under “Part I. Item 1. Business - Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2010, and elsewhere in this
report, that could cause actual results to differ materially from historical results or anticipated results.
 
Overview
 

We are a specialty pharmaceutical company currently focused on the development and commercialization of late stage prescription drugs for the
treatment of gastrointestinal disorders, specifically hemorrhoids, anal fissures and fecal incontinence.  We have in-licensed all of the products in our current
pipeline.
 

We have several proprietary product candidates that we have licensed that are in clinical development that address large market opportunities,
including our most advanced product candidates, VEN 309 (iferanserin) and VEN 307 (diltiazem cream). VEN 309, a topical form of iferanserin which
blocks a specific serotonin receptor (5HT2a), is being developed for the topical treatment of symptomatic hemorrhoids, where it can reduce the bleeding,
itchiness, and pain associated with the condition.  Approximately 12.5 million people in the U.S. currently suffer from hemorrhoids and we are not aware of
any prescription drugs approved by the U.S. Food and Drug Administration, or FDA, for this condition. VEN 307 is a proprietary topical formulation of the
drug diltiazem which we are developing for the treatment of anal fissures.  We estimate that over four million people in the U.S. currently suffer from anal
fissures and that there are approximately 1.1 million office visits per year and yet, to our knowledge, there is only one drug with FDA approval for this
condition.
 

We have met with the FDA regarding our plans for the development of VEN 309, VEN 307 and VEN 308 (phenylephrin).  We initiated one of two
pivotal Phase III clinical trials in the U.S. with VEN 309 in August 2011 and intend to initiate a long-term carcinogenicity study.  Depending on our
assessment of the data generated by the Phase III trial, which is expected in the first half of 2012, as well as on other factors, including our access to capital,
clinical and regulatory considerations, and our assessment of the then-current state of our intellectual property estate, we intend to initiate and conduct the
second Phase III trial, and a double blind recurrence trial which, together with the first trial, a clinical pharmacology program, one 9-month and one 6-month
toxicology study, and the carcinogenicity study (which we plan to complete after the second trial) will comprise the data needed to be able to submit a new
drug application, or NDA, to the FDA, which we anticipate could occur as early as 2014.
 

Our development partner for VEN 307, S.L.A. Pharma, began conducting a Phase III clinical trial with VEN 307 in Europe in November 2010 and
expects to continue it into 2012.  At the same time we intend to conduct a formulation program with contract manufacturers to create a new, improved
formulation of topical diltiazem, with new intellectual property protections.  We expect to receive the data from the first Phase III trial in Europe in the second
quarter of 2012 and aim to have completed our formulation program by that time. Depending on our assessment of the data generated by this trial and on
whether the new formulation is superior to the existing version, as well as on other factors, including our access to capital, clinical and regulatory
considerations, and our assessment of the then-current state of our intellectual property estate, we intend to initiate either one additional Phase III trial in the
U.S. with the existing formulation or two additional Phase III clinical trials in the U.S. with the new formulation, to be run in parallel.  We anticipate that both
program options could provide sufficient data for a NDA submission to the FDA in 2013.
 

Since our inception, we have had no revenue from product sales, and have funded our operations principally through debt financings, our initial
public offering in December 2010 and our July 2011 underwritten public offering.  Our operations to date have been primarily limited to organizing and
staffing our company, licensing our product candidates, developing clinical trials for our product candidates, establishing manufacturing for our product
candidates and maintaining and improving our patent portfolio.  We have generated significant losses to date, and we expect to continue to generate losses as
we progress towards the commercialization of our product candidates, including VEN 307 and VEN 309. As of September 30, 2011, we had a deficit
accumulated during the development stage of $48,669,726 . Because we do not generate revenue from any of our product candidates, our losses will continue
as we advance our product candidates towards regulatory approval and eventual commercialization. As a result, our operating losses are likely to be
substantial over the next several years. We are unable to predict the extent of any future losses or when we will become profitable, if at all.
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We believe that, our existing cash as of September 30, 2011 will be sufficient to fund our projected operating requirements into 2014, while we
anticipate receiving data from the key clinical trials with VEN 309 in the first half of 2012 and VEN 307 in the second quarter of 2012. Until we can generate
a sufficient amount of product revenue, if ever, we expect to finance future cash needs through public or private equity offerings, debt financings or corporate
collaborations and licensing arrangements.
 
Critical Accounting Policies
 

Our management’s discussion and analysis of our financial condition and results of operations is based on our financial statements, which have been
prepared in accordance with U.S. generally accepted accounting principles, or GAAP. The methods, estimates and judgments we use in applying the
accounting policies most critical to our financial statements have a significant impact on our reported results. The SEC has defined the most critical
accounting policies as the ones that are most important to the portrayal of our financial condition and results, and/or require us to make our most difficult and
subjective judgments. Although we believe that our estimates and assumptions are reasonable, they are based upon information available at the time the
estimates and assumptions were made. We review the factors that influence our estimates and, if necessary, adjust them. Actual results may differ
significantly from our estimates.  We believe the following accounting policies to be critical to the judgments and estimates used in the preparation of our
condensed financial statements.
 

Use of Estimates
 

The preparation of financial statements in conformity with U.S. GAAP requires our management to make estimates and assumptions that affect the
reported amounts of assets and liabilities and the disclosure of contingent liabilities at the date of the financial statements as well as the reported revenue, if
any, and expenses during the reporting periods. On an ongoing basis, our management evaluates their estimates and judgments. Management bases estimates
on historical experience and on various other factors that they 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 might differ from these estimates
under different assumptions or conditions.
 

Stock-Based Compensation
 

We account for stock options granted to employees, which are measured at grant date, based on the estimated fair value of the award using the
Black-Scholes option pricing model, and are recognized as expense over the employee’s requisite service period on a straight-line basis.  We account for stock
options and warrants granted to non-employees on a fair value basis using the Black-Scholes option pricing model.  The initial non-cash charge to operations
for non-employee options and warrants with vesting are revalued at the end of each reporting period based upon the change in the fair value of the options and
recognized as consulting expense over the related service period. To determine the risk-free interest rate, we utilize the U.S. Treasury yield curve in effect at
the time of grant with a term consistent with the expected term of the awards. We estimate the expected life of the options granted based on anticipated
exercises in the future periods assuming the success of our business model as currently forecasted. For warrants and non-employee options, we use the
contractual term of the warrant, the length of the note or option as the expected term.  The expected dividend yield reflects our current and expected future
policy for dividends on our common stock. The expected stock price volatility for our stock options will be calculated by examining historical volatilities for
publicly traded industry peers as we do not now and for the near future will not have any significant trading history for our common stock. Forfeiture rates
will be calculated based on the expected service period for our employees.
 

Research and Development Expense
 

Research and development expenses consist primarily of costs associated with (i) internal costs associated with our development activities; (ii)
payments we make to third party contract research organizations, contract manufacturers, and consultants; (iii) technology and intellectual property license
costs; and (iv) patent reimbursements. All research and development is expensed as incurred. License fees and pre-approved milestone payments due under
each research and development arrangement that are paid prior to regulatory approval are expensed when the license is entered into or the milestone is
achieved.
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Conducting a significant amount of research and development is central to our business model.  Since our inception on October 7, 2005 to September
30, 2011, we incurred $21,989,084 in research and development expenses. Product candidates in later-stage clinical development generally have higher
development costs than those in earlier stages of development, primarily due to the significantly increased size and duration of the clinical trials.  We plan to
increase our research and development expenses for the foreseeable future in order to complete development of our two most advanced product candidates,
VEN 309 and VEN 307.  The following table summarizes the research and development expenses related to our two most advanced product candidates and
other projects.  The table reflects expenses directly attributable to each development candidate, which are tracked on a project basis.
 

  

3 Months
ended

9/30/2011   

3 Months
ended

9/30/2010   

9 Months
ended

9/30/2011   

9 Months
ended

9/30/2010   

Period from
October 7, 2005

(inception) to
September 30, 2011  

VEN 307   633,535   $ 269,407    1,003,057   $ 812,200    4,805,058  
VEN 309   2,763,084   $ (78,819)    5,914,512   $ 398,359    14,354,495  
Other   270,560   $ 2,595    819,954   $ (82,446)    2,829,531  
 

The process of conducting pre-clinical studies and clinical trials necessary to obtain FDA approval is costly and time consuming.  The probability of
success for each product candidate and clinical trial may be affected by a variety of factors, including, among others, the quality of the product candidate’s
early clinical data, investment in the program, competition, manufacturing capabilities and commercial viability.  As a result of the uncertainties discussed
above, the uncertainty associated with clinical trial enrollments and the risks inherent in the development process, we are unable to determine with certainty
the duration and completion costs of current or future clinical stages of our product candidates or when, or to what extent, we will generate revenues from the
commercialization and sale of any of our product candidates. Development timelines, probability of success and development costs vary widely.  Based on
their current status, we anticipate that to complete the clinical trial process and commercialize our product candidates (excluding milestone payments) will
cost approximately $20 million for VEN 307, $15 million for VEN 308 and $40 million for VEN 309 (which includes the$12 million payment to acquire all
rights, title and interest to iferanserin). These estimates could change significantly depending on the progress, timing and results of non-clinical and clinical
trials.  We will need to raise additional funds in order to fully complete the development of VEN 307 and VEN 309.
 
Results of Operations
 
Comparison of the Three Months Ended September 30, 2011 and September 30, 2010
 

Research and Development Expense
 

Research and development expense was $3,667,179 for the quarter ended September 30, 2011, an increase of $3,473,996, or 1,798 %, from
$193,183 for the quarter ended September 30, 2010. We had limited operations and related operating expenses in the first three quarters of 2010 due to the
lack of funds.  The primary reason for the increase was our ability to increase development of VEN 309, for which we commenced one of two planned Phase
III trials in August 2011, using proceeds from our equity offerings. We expect to incur higher development costs in the future due to initiation of the Phase III
clinical trial as well as product development and manufacturing costs to support the clinical study.

 
General and Administrative Expense

 
General and administrative expense was $1,878,718 for the quarter ended September 30, 2011, an increase of $1,561,586 or approximately 492 %,

from $317,132 for the quarter ended September 30, 2010.  We had limited operations and related operating expenses in the first three quarters of 2010 due to
the lack of funds.  We began increasing our operating activities in the second half of 2010.  The largest General and administrative expense incurred in the
third quarter of 2011 was associated with stock-based compensation expense for employees and directors of $500,281 and stock-based payments to
consultants for services rendered of $301,927.
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Interest Expense
 

Interest expense was $30,605 for the quarter ended September 30, 2011, a decrease of $655,486, or 96 %, from $686,091 for the quarter ended
September 30, 2010.  The decrease was primarily due to the conversion to common stock of convertible notes in December 2010 in connection with our
initial public offering.
 
Comparison of the Nine Months Ended September 30, 2011 and September 30, 2010
 

Research and Development Expense
 

Research and development expense was $ 7,737,523 for the nine months ended September 30, 2011, an increase of $6,609,410, or 585 %, from
$1,128,113 for same period in 2010. We had limited operations and related operating expenses in the first three quarters of 2010 due to lack of funds.  The
primary reason for the increase was our ability to increase development of VEN 309 which commenced after we received the proceeds from our initial
public offering and is continuing using proceeds from both our equity offerings.  We expect to incur higher development costs in the future due to initiation of
the Phase III clinical trial as well as product development and manufacturing costs to support the clinical study.
 

General and Administrative Expense
 

General and administrative expense was $7,376,738 for the nine months ended September 30, 2011, an increase of $6,884,320 or approximately
1398 %, from $492,418 for the nine months ended September 30, 2010.  We had limited operations and related operating expenses in the first three quarters
of 2010 due to the lack of funds.  We began increasing our operating activities in the second half of 2010.  The largest General and administrative expense
incurred in the first nine months of 2011 was associated with stock-based compensation expense for employees and directors of $2,168,071 and stock-based
payments to consultants for services rendered of $3,632,397.
 

Interest Expense
 
           Interest expense was $116,664 for the nine months ended September 30, 2011, a decrease of $1,703,964, or 94%, from $1,820,628 for the nine months
ended September 30, 2010.  The decrease was primarily due to the conversion to common stock of convertible notes in December 2010 in connection with
our initial public offering.
 
Liquidity and Capital Resources
 

Sources of Liquidity
 

As a result of our significant research and development expenditures and the lack of any FDA-approved products to generate product sales revenue,
we have not been profitable and have generated operating losses since we were incorporated in October 2005.  We have funded our operations through
September 30, 2011 principally with debt and equity financing, including raising approximately $15.2 million in net proceeds in our initial public offering,
which closed on December 22, 2010, approximately $2.4 million in net proceeds upon the exercise on January 7, 2011 of the over-allotment option granted to
the underwriters of our initial public offering, and raising approximately $47.6 million in net proceeds in our underwritten registered public offering, which
closed on July 19, 2011. In connection with the initial public offering, all of the convertible notes, and accrued interest thereon converted into an aggregate of
3,334,085 shares of common stock.
 
Notes Payable
 

During 2009, we issued four separate 10% promissory notes, referred to as the PCP Notes, to Paramount Credit Partners, LLC, an entity whose
managing member is Lindsay A. Rosenwald, our largest stockholder.  Specifically, the PCP Notes consist of a note in the principal amount of $1,100,000
issued on January 23, 2009, a note in the principal amount of $100,000 issued on March 25, 2009, a note in the principal amount of $250,000 issued on June
1, 2009 and a note in the principal amount of $123,000 issued on June 24, 2009. Interest on the PCP Notes was payable quarterly, in arrears, and the principal
was to mature on the earlier of (i) December 31, 2013 or (ii) the completion by us of a transaction, subsequent to our initial public offering, involving the sale
of equity securities, sale of assets, licensing, strategic partnership or otherwise, in which we raise at least $5,000,000 in gross cash proceeds.  The closing of
our July 2011 underwritten public offering triggered the maturity of the PCP Notes and, accordingly, on July 19, 2011, we repaid the PCP Notes with the
proceeds from that offering.  As a result, as of September 30, 2011, the principal amount outstanding under these notes was $0. The PCP Notes were not
convertible.
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In connection with the issuance of the PCP Notes, Paramount Credit Partners received five-year warrants, referred to as the PCP Warrants, to
purchase, at an exercise price of 110% of the lowest price paid for securities in a qualified financing (as defined in the PCP Warrants), a number of shares of
our common stock equal to 40% of the principal amount of each PCP Note purchased divided by the lowest price paid for securities in a qualified financing
prior to the two-year anniversary of such PCP Note.  As a result of our initial public offering, the PCP warrants are exercisable for an aggregate of 104,867
shares, at a per share exercise price of $6.60.
 
Net Cash Used in Operating Activities
 

Net cash used in operating activities was $8,736,255 for the nine months ended September 30, 2011 to fund our research and development program
build out and general and administrative expenses.  The net loss of $15,485,372 for the nine months ended September 30, 2011 was greater than cash used in
operating activities by $6,749,117.  The primary reasons for the difference are primarily attributed to a stock-based compensation charge of $2,168,071 and
stock-based payments to consultants for services rendered of $3,632,397.
 
Net Cash Used in Investing Activities
 

Net cash used in investing activities was $11,964 for the nine months ended September 30, 2011.  The cash was used to purchase computer
equipment for new employees, all of which occurred in the first quarter.
 
Net Cash Provided by Financing Activities
 

Net cash provided by financing activities was $47,471,426 for the nine months ended September 30, 2011.  Net cash provided by financing activities
during the nine months ended September 30, 2011 consisted of the sale of common stock in our July 2011 underwritten public offering in which we received
net proceeds of $47,568,047, and the sale of common stock pursuant to the exercise of the over-allotment option issued to the underwriters of our IPO,
through which we received net proceeds of $2,420,776.  Additionally, we received $274,983 from the exercise of warrants.  Net cash provided by financing
activities for the nine months was reduced by repayment of term note of $800,000, repayment of PCP Notes of $1,573,000 and repayment of line of credit of
$419,380.
 
Funding Requirements
 

We expect to incur losses for the foreseeable future.  We expect to incur increasing research and development expenses, including expenses related to
our recently hired personnel and planned additional clinical trials.  We expect that our general and administrative expenses will also increase as we expand
our finance and administrative staff, add infrastructure, and incur additional costs related to being a public company, including directors’ and officers’
insurance, investor relations programs, and increased professional fees.  Our future capital requirements will depend on a number of factors, including the
timing and outcome of clinical trials and regulatory approvals, the costs involved in preparing, filing, prosecuting, maintaining, defending, and enforcing
patent claims and other intellectual property rights, the acquisition of licenses to new products or compounds, the status of competitive products, the
availability of financing, and our success in developing markets for our product candidates.
 

Based on our capital position at September 30, 2011, and our analysis of our development costs as of the date of this report, we estimate our future
expenditures related to product development, through the date of receipt of data from our planned first pivotal Phase III trial for VEN 309 and the ongoing
Phase III trial for VEN 307 in Europe, as follows:
 
 · complete the double blind portion of the Phase III clinical trials of VEN 309 in the treatment of hemorrhoids, carcinogenicity testing and

developing new intellectual property: $32,000,000;
 · payment to S.L.A. Pharma of our licensing obligations for VEN 307 of $41,500 per month until the filing of an NDA with the FDA, up to

$1,000,000 in milestone payments, payable in four equal installments of $250,000 once specified thresholds of randomized patients have been
achieved in the Phase III clinical trial that S.L.A. Pharma is conducting in Europe (two of which milestone payments were made in the third
quarter of 2011), $400,000 in development costs upon receipt of a quality controlled final study report for the Phase III clinical trial, and
completion of the double blind portion of the Phase III clinical trial: $14,000,000; and
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 · complete the purchase with Amer to acquire all rights, title and interest to iferanserin: $12,000,000
 

We believe that our existing cash and cash equivalents at September 30, 2011, will be sufficient to enable us to fund our operating expenses and
capital expenditure requirements into 2014.  We have based this estimate on assumptions that may prove to be wrong, and we could use our available capital
resources sooner than we currently expect, which would cause us to require additional capital earlier. Because of the numerous risks and uncertainties
associated with the development and commercialization of our product candidates, our estimate of capital outlays and operating expenditures associated with
our current and anticipated clinical trials could change.
 

We do not anticipate that we will generate product revenue for at least the next several years. In the absence of additional funding, we expect our
continuing operating losses to result in increases in our cash used in operations over the next several quarters and years.
 

We may need to finance our future cash needs through public or private equity offerings, debt financings or corporate collaboration and licensing
arrangements.  We do not currently have any commitments for future external funding.  We may need to raise additional funds more quickly if one or more of
our assumptions prove to be incorrect or if we choose to expand our product development efforts more rapidly than we presently anticipate, and we may
decide to raise additional funds even before we need them if the conditions for raising capital are favorable.  We may seek to sell additional equity or debt
securities or obtain a bank credit facility.  The sale of additional equity or debt securities, if convertible, could result in dilution to our stockholders.  The
incurrence of indebtedness would result in increased fixed obligations and could also result in covenants that would restrict our operations.
 

Additional equity or debt financing, grants, or corporate collaboration and licensing arrangements may not be available on acceptable terms, if at
all.  If adequate funds are not available, we may be required to delay, reduce the scope of or eliminate our research and development programs, reduce our
planned commercialization efforts or obtain funds through arrangements with collaborators or others that may require us to relinquish rights to certain product
candidates that we might otherwise seek to develop or commercialize independently.
 
Item 3.  Quantitative and Qualitative Disclosures about Market Risk
 

Not applicable.
 
Item 4.   Controls and Procedures
 
Evaluation of Disclosure Controls and Procedures
 

We maintain a system of disclosure controls and procedures, as defined in Exchange Act Rule 13a-15(e),which is designed to provide reasonable
assurance that information, which is required to be disclosed in our reports filed pursuant to the Securities and Exchange Act of 1934, as amended (the
“Exchange Act”), is accumulated and communicated to management in a timely manner.  At the end of the period covered by this report, we carried out an
evaluation, under the supervision and with the participation of our management, including our Chief Executive Officer and our Chief Financial Officer, of the
effectiveness of the design and operation of our disclosure controls and procedures pursuant to Exchange Act Rule 13a-15(b). Based upon that evaluation, our
Chief Executive Officer and Chief Financial Officer concluded that our disclosure controls and procedures as of the end of the period covered by this report
were not effective as a result of the material weaknesses described in the Form 10-K for the year ended December 31, 2010 which continued to exist at
September 30, 2011.
 
Changes in Internal Control over Financial Reporting
 

During the second quarter of 2011, we took the following measures to address the material weaknesses that we identified in 2010 and improve our
periodic financial statement reporting process:
 
 · formalized policies and procedures for accounting controls; and
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 · hired a full-time controller.
 

To further address those materials weaknesses, during the third quarter of 2011, we hired an independent accounting firm to review our procedures
and test our controls.
 

Other than the matters discussed above, there were no other significant changes in our internal control over financial reporting or in other factors that
have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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PART II – OTHER INFORMATION
 Item 6.    Exhibits
 

Exhibit
Number  Description of Document  

Registrant’s
Form  Dated  

Exhibit
Number  

Filed
Herewith

31.1  Certification of Chief Executive Officer Pursuant to Section
302 of the Sarbanes-Oxley Act of 2002.

 
      X

31.2  Certification of Chief Financial Officer Pursuant to Section
302 of the Sarbanes-Oxley Act of 2002.

 
      X

32.1  Certification of Chief Executive Officer Pursuant to Section
906 of the Sarbanes-Oxley Act of 2002.

 
      X

32.2  Certification of Chief Financial Officer Pursuant to Section
906 of the Sarbanes-Oxley Act of 2002.

 
      X

101  Financials in XBRL format.        X
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SIGNATURES

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

thereunto duly authorized.
 
 Ventrus Biosciences, Inc.
Date: November   , 2011   
   
 By: /s/ David J. Barrett
  David J. Barrett
  Chief Financial Officer
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EXHIBIT 31.1
 

CERTIFICATION
 
I, Russell H. Ellison, certify that:
 

1.           I have reviewed this Quarterly Report on Form 10-Q of Ventrus Biosciences, 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)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) 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.           designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed

under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 
c.           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
 

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

 
5.           The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial

reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
 

a.           all significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b.           any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s

internal control over financial reporting.
 
Date: November    , 2011
 By: /s/ Russell H. Ellison
  Russell H. Ellison
  Chief Executive Officer



EXHIBIT 31.2
 

CERTIFICATION
 
I, David J. Barrett, certify that:
 

1.           I have reviewed this Quarterly Report on Form 10-Q of Ventrus Biosciences, 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)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) 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.           designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed

under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 
c.           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
 

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

 
5.           The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial

reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
 

a.           all significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b.           any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s

internal control over financial reporting.
 
Date: November    , 2011
 By: /s/ David J. Barrett
  David J. Barrett
  Chief Financial Officer



EXHIBIT 32.1
 

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350, AS ADOPTED
PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

 
In connection with the Quarterly Report on Form 10-Q of Ventrus Biosciences, Inc. (the “Company”) for the period ended September 30, 2011 as

filed with the Securities and Exchange Commission on or about the date hereof (the “Report”), I, Russell H. Ellison, Chief Executive Officer, hereby certify,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to my knowledge:
 

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

(2)           The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Company as of, and for, the periods presented in the Report.
 
 
 /s/ Russell H. Ellison
 Russell H. Ellison
 Chief Executive Officer
  
 November    , 2011



 
EXHIBIT 32.2

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

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report on Form 10-Q of Ventrus Biosciences, Inc. (the “Company”) for the period ended September 30, 2011 as
filed with the Securities and Exchange Commission on or about the date hereof (the “Report”), I, David J. Barrett, Chief Financial Officer, hereby certify,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to my knowledge:
 

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

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

 /s/ David J. Barrett
 David J. Barrett
 Chief Financial Officer
  
 November    , 2011
 

 

 


