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File Number 333-178308

PROSPECTUS SUPPLEMENT NO. 7

(To Prospectus Dated April 16, 2012)

Puma Biotechnology, Inc.

16,000,000

Shares of Common Stock

This prospectus supplement no. 7 further supplements and updates the prospectus dated April 16, 2012, as supplemented by prospectus
supplement no. 1 dated April 19, 2012, prospectus supplement no. 2 dated April 30, 2012, prospectus supplement no. 3 dated May 25, 2012,
prospectus supplement no. 4 dated June 26, 2012, prospectus supplement no. 5 dated August 14, 2012 and prospectus supplement no. 6 dated
October 24, 2012, relating to the offering of up to 16,000,000 shares of our common stock that were privately issued to selling stockholders in
connection with a merger transaction and a private placement.

This prospectus supplement incorporates into our prospectus the information contained in our attached quarterly report on Form 10-Q (the �Form
10-Q�), which was filed with the Securities and Exchange Commission on November 14, 2012.

You should read this prospectus supplement together with the prospectus, and all other supplements and amendments thereto. This prospectus
supplement is qualified by reference to the prospectus and the other prospectus supplements except to the extent that the information in the
prospectus supplement supersedes the information contained in the prospectus or the other prospectus supplements.

This prospectus supplement is not complete without, and may not be delivered or utilized except in connection with, the prospectus, and all other
supplements and amendments thereto.

Our common stock trades on the New York Stock Exchange (the �NYSE�) under the symbol �PBYI.� On November 13, 2012, the closing price of
our common stock on the NYSE was $19.86 per share.

You should carefully consider matters discussed in the section entitled �Risk Factors� in the Form 10-Q attached
to this prospectus supplement.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
determined if this prospectus supplement or the prospectus is truthful or complete. Any representation to the contrary is a criminal
offense.

The date of this prospectus supplement is November 14, 2012.
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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-Q

x QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the quarterly period ended September 30, 2012

OR

¨ TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the transition period from            to            

Commission File Number: 001-35703

PUMA BIOTECHNOLOGY, INC.
(Exact name of registrant as specified in its charter)
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Delaware 77-0683487
(State or other jurisdiction of

incorporation or organization)

(I.R.S. Employer

Identification Number)
10880 Wilshire Boulevard, Suite 2150, Los Angeles, CA 90024

(Address of principal executive offices)

(424) 248-6500

(Registrant�s telephone number, including area code)

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act
of 1934 during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject
to such filing requirements for the past 90 days.    Yes  x    No  ¨.

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate website, if any, every Interactive Data
File required to be submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or
for such shorter period that the registrant was required to submit and post such files).    Yes  x    No  ¨

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer or a smaller reporting
company. See definitions of �large accelerated filer,� �accelerated filer� and �smaller reporting company� in Rule 12b-2 of the Exchange Act. (Check
one):

Large accelerated filer ¨ Accelerated filer ¨

Non-accelerated filer ¨  (Do not check if a smaller reporting company) Smaller reporting company x
Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act).    Yes  ¨    No  x.

Indicate the number of shares outstanding of each of the registrant�s classes of common stock, as of the latest practicable date. 28,665,000 shares
of Common Stock, par value $0.0001 per share, were outstanding as of November 9, 2012.
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CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, or the
Securities Act, and Section 21E of the Securities Exchange Act of 1934, as amended, or the Exchange Act. Any statements about our
expectations, beliefs, plans, objectives, assumptions or future events or performance are not historical facts and may be forward looking. These
forward-looking statements include, but are not limited to, statements about:

� the development of our drug candidates, including when we expect to undertake, initiate and complete clinical trials of our product
candidates;

� the regulatory approval of our drug candidates;

� our use of clinical research centers and other contractors;

� our ability to find collaborative partners for research, development and commercialization of potential products;

� our ability to market any of our products;

� our history of operating losses;

� our expectations regarding our costs and expenses;

� our anticipated capital requirements and estimates regarding our needs for additional financing;

� our ability to compete against other companies and research institutions;

� our ability to secure adequate protection for our intellectual property;

� our ability to attract and retain key personnel; and

� our ability to obtain adequate financing.
These statements are often, but not always, made through the use of words or phrases such as �anticipate,� �estimate,� �plan,� �project,� �continuing,�
�ongoing,� �expect,� �believe,� �intend� and similar words or phrases. Accordingly, these statements involve estimates, assumptions and uncertainties
that could cause actual results to differ materially from those expressed in them. Discussions containing these forward-looking statements may
be found throughout this Quarterly Report on Form 10-Q, including, in Part I, the section entitled �Item 2. Management�s Discussion and Analysis
of Financial Condition and Results of Operations.� These forward-looking statements involve risks and uncertainties, including the risks
discussed in this Quarterly Report on Form 10-Q in Part II in the section entitled �Item 1A. Risk Factors,� that could cause our actual results to
differ materially from those in the forward-looking statements. Such risks should be considered in evaluating our prospects and future financial
performance. We undertake no obligation to update the forward-looking statements or to reflect events or circumstances after the date of this
document.
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PART I � FINANCIAL INFORMATION:

Item 1. Financial Statements:
PUMA BIOTECHNOLOGY, INC.

(A Development Stage Company)

CONDENSED BALANCE SHEETS

September 30,
2012

(unaudited)

December 31,

2011
(Note 1)

ASSETS
Current assets:
Cash and cash equivalents $ 33,346,638 $ 53,381,734
Prepaid expenses and other assets 769,879 281,096

Total current assets 34,116,517 53,662,830
Property and equipment, net 1,168,963 682,053
Restricted cash 1,211,787 1,053,284

Total assets $ 36,497,267 $ 55,398,167

LIABILITIES AND STOCKHOLDERS� EQUITY
Current liabilities:
Accounts payable $ 1,018,052 $ 86,669
Accrued expenses 25,641,870 499,542

Total current liabilities 26,659,922 586,211
Deferred rent 834,809 439,421

Total liabilities 27,494,731 1,025,632

Commitments and contingencies (Note 6)
Stockholders� equity:
Common stock - $.0001 par value; 100,000,000 shares authorized; 20,040,000 shares issued and
outstanding at September 30, 2012 and December 31, 2011 2,004 2,004
Additional paid-in capital 71,680,257 64,610,340
Deficit accumulated during the development stage (62,679,725) (10,239,809) 

Total stockholders� equity 9,002,536 54,372,535

Total liabilities and stockholders� equity $ 36,497,267 $ 55,398,167

SEE ACCOMPANYING NOTES TO THE CONDENSED FINANCIAL STATEMENTS

1
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PUMA BIOTECHNOLOGY, INC.

(A DEVELOPMENT STAGE COMPANY)

CONDENSED STATEMENTS OF OPERATIONS

(unaudited)

Period from
September 15, 2010

Three Months Ended Nine Months Ended (date of inception) to

September 30, 2012 September 30, 2011 September 30, 2012 September 30, 2011
September 30,

2012
Operating expenses:
General and administrative $ 8,025,241 $ 333,766 $ 10,961,744 $ 371,804 $ 20,288,262
Research and development 17,779,419 �  41,353,708 �  42,180,080
Depreciation and amortization 68,824 168 187,060 336 197,762

Totals 25,873,484 333,934 52,502,512 372,140 62,666,104

Loss from operations (25,873,484) (333,934) (52,502,512) (372,140) (62,666,104) 

Other income (expenses):
Interest income 14,444 �  62,596 �  66,379
Other expense �  (13,500) �  (13,500) (80,000) 

Totals 14,444 (13,500) 62,596 (13,500) (13,621) 

Net loss $ (25,859,040) $ (347,434) $ (52,439,916) $ (385,640) $ (62,679,725) 

Net loss applicable to common stock $ (25,859,040) $ (347,434) $ (52,439,916) $ (385,640) $ (62,679,725) 

Net loss per common share�basic and
diluted $ (1.29) $ (0.09) $ (2.62) $ (0.10) 

Weighted-average common shares
outstanding�basic and diluted 20,040,000 4,000,000 20,040,000 4,000,000

SEE ACCOMPANYING NOTES TO THE CONDENSED FINANCIAL STATEMENTS

2
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PUMA BIOTECHNOLOGY, INC.

(A DEVELOPMENT STAGE COMPANY)

CONDENSED STATEMENTS OF STOCKHOLDERS� EQUITY

THE PERIOD FROM SEPTEMBER 15, 2010 (DATE OF INCEPTION) THROUGH SEPTEMBER 30, 2012

(unaudited)

Deficit
Accumulated

Additional During the
Common Stock Paid-in Development

Shares Amount Capital Stage Total
Balances, beginning �  $ �  $ �  $ �  $ �  
Common stock issued for cash at $0.0001 per share 4,000,000 400 �  �  400
Paid-in capital �  �  6,531 �  6,531
Net loss �  �  �  (6,931) (6,931) 

Balance at December 31, 2010 4,000,000 400 6,531 (6,931) �  
Paid-in capital �  �  61,983 �  61,983
Issuance of shares of common stock through private
placements at $3.75 per share, net of issuance costs 16,000,000 1,600 56,739,208 �  56,740,808
Conversion of stockholder�s note payable to equity 40,000 4 149,996 �  150,000
Stock option compensation �  �  67,022 �  67,022
Anti-dilutive warrant �  �  7,585,600 �  7,585,600
Net loss �  �  �  (10,232,878) (10,232,878) 

Balance at December 31, 2011 20,040,000 2,004 64,610,340 (10,239,809) 54,372,535
Stock option compensation �  �  820,052 �  820,052
Anti-dilutive warrant �  �  6,249,865 �  6,249,865
Net loss �  �  �  (52,439,916) (52,439,916) 

Balance at September 30, 2012 20,040,000 $ 2,004 $ 71,680,257 $ (62,679,725) $ 9,002,536

SEE ACCOMPANYING NOTES TO THE CONDENSED FINANCIAL STATEMENTS

3
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PUMA BIOTECHNOLOGY, INC.

(A DEVELOPMENT STAGE COMPANY)

CONDENSED STATEMENTS OF CASH FLOWS

(unaudited)

Period from
September 15, 2010

(date of
Nine Months Ended inception) to

September 30, September 30,
2012 2011 2012

Operating activities:
Net loss $ (52,439,916) $ (385,640) $ (62,679,725) 
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation and amortization 187,060 336 197,762
Build-out allowance received from landlord 236,533 �  675,954
Stock option expense 820,052 �  887,074
Anti-dilutive warrant 6,249,865 �  13,835,465
Changes in operating assets and liabilities:
Prepaid expenses and other assets (488,783) (9,897) (769,879) 
Accounts payable and accrued expenses 26,073,711 212,048 26,659,922
Accrual of deferred rent 158,856 �  158,856

Net cash used in operating activities (19,202,622) (183,153) (21,034,571) 

Investing activities:
Purchase of property and equipment (437,438) (3,363) (690,772) 
Expenditures for leasehold improvements (236,533) �  (675,954) 
Restricted cash (158,503) �  (1,211,787) 

Net cash used in investing activities (832,474) (3,363) (2,578,513) 

Financing activities:
Proceeds from issuance of stockholder�s convertible note payable �  150,000 150,000
Net proceeds from issuance of common stock �  �  56,741,208
Capital contributions by stockholder �  61,983 68,514

Net cash provided by financing activities �  211,983 56,959,722

Net increase (decrease) in cash and cash equivalents (20,035,096) 25,467 33,346,638
Cash and cash equivalents, beginning of period 53,381,734 �  �  

Cash and cash equivalents, end of period $ 33,346,638 $ 25,467 $ 33,346,638

Supplemental disclosures of non-cash investing and financing activities:
Conversion of stockholder�s note payable to common stock $ �  $ �  $ 150,000

SEE ACCOMPANYING NOTES TO THE CONDENSED FINANCIAL STATEMENTS
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PUMA BIOTECHNOLOGY, INC.

(A Development Stage Company)

NOTES TO CONDENSED FINANCIAL STATEMENTS

Note 1�Business and Basis of Presentation:

Business:

Puma Biotechnology, Inc. is a development-stage biopharmaceutical company based in Los Angeles, California. References in these Notes to
Condensed Financial Statements to the �Company� refer to Puma Biotechnology, Inc., a private Delaware company formed on September 15,
2010, for periods prior to the Merger (as defined below), which took place on October 4, 2011, and Puma Biotechnology, Inc., a Delaware
company formed on April 27, 2007 and formerly known as Innovative Acquisitions Corp., for periods following the Merger. The Company�s
strategy is to license and develop novel therapeutics for the treatment of cancer that have previously been tested in clinical trials, enabling it to
obtain an initial indication of the drug�s safety and biological activity in humans before committing capital to the drug�s development.

Basis of Presentation:

The Company is a development-stage enterprise since it has not yet generated any revenue from the sale of products and, through September 30,
2012, its primary focus has been the transition of operational responsibility for its lead drug candidate from the licensor to the Company (see the
Company�s Annual Report on Form 10-K for the fiscal year ended December 31, 2011 for details of the license agreement). The accompanying
unaudited condensed interim financial statements have been prepared in accordance with accounting principles generally accepted in the United
States of America (�GAAP�), pursuant to the rules and regulations of the Securities and Exchange Commission, or the SEC, for interim financial
information. Accordingly, the financial statements do not include all information and footnotes required by GAAP for complete annual financial
statements. In the opinion of management, the accompanying unaudited condensed interim financial statements reflect all adjustments,
consisting of normal recurring adjustments, considered necessary for a fair presentation. Interim operating results are not necessarily indicative
of results that may be expected for the year ending December 31, 2012, or for any subsequent period. These unaudited condensed interim
financial statements should be read in conjunction with the Company�s audited financial statements and notes thereto included in the Company�s
Annual Report on Form 10-K for the year ended December 31, 2011. The condensed balance sheet at December 31, 2011 has been derived from
the audited financial statements included in the Annual Report on Form 10-K for the fiscal year ended December 31, 2011.

The Company has reported a net loss of approximately $25.9 million and approximately $52.4 million for the three and nine months ended
September 30, 2012, respectively. The Company also reported negative cash flows from operating activities of approximately $19.2 million for
the nine months ended September 30, 2012. The net loss from the date of inception, September 15, 2010 to September 30, 2012, amounted to
approximately $62.7 million and negative cash flows from operating activities amounted to approximately $21.0 million for the same period.
Management believes that the Company will continue to incur net losses and negative net cash flows from operating activities through the drug
development process.

The Company�s continued operations will depend on its ability to raise funds through various potential sources such as equity and debt financing.
Through September 30, 2012, the Company�s financing was primarily through private equity placements. Given the current and desired pace of
clinical development of its three product candidates, management estimates that the Company has sufficient cash on hand (see Note 7 �
Subsequent Events - Financing) to fund clinical development through 2014 and into 2015. The Company will need additional financing
thereafter until it can achieve profitability, if ever. The Company may choose to raise additional capital before 2015 in order to fund its future
development activities. There can be no assurance that such capital will be available on favorable terms or at all or that any additional capital
that the Company is able to obtain will be sufficient to meet its needs. If it is unable to raise additional capital, the Company could likely be
forced to curtail desired development activities, which will delay the development of its product candidates.

Merger with Public Company:

On September 29, 2011, the Company entered into an agreement and plan of merger (the �Merger Agreement�) with Innovative Acquisitions
Corp. (�IAC�) and IAC�s wholly-owned subsidiary, IAC Merger Corporation (�Merger Sub�). On October 4, 2011, the Company completed a reverse
merger in which Merger Sub merged with and into the Company and the Company became a wholly-owned subsidiary of IAC (the �Merger�).
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At the effective time of the Merger, the Company�s then issued and outstanding 18,666,733 shares of common stock were exchanged for
18,666,733 shares of common stock of IAC and each share of the Company�s common stock that was outstanding immediately prior to the
effective time was cancelled, with one share of the Company common stock issued to IAC. Concurrently, IAC redeemed all of its shares from its
pre-Merger stockholders in exchange for an aggregate consideration of $40,000 paid by the Company. The Company also paid $40,000 for IAC�s
professional fees associated with the Merger, directly to legal counsel for IAC�s former stockholders. Following the Merger and the redemption,
the Company�s prior stockholders owned the same percentage of IAC�s common stock as they held of the Company�s common stock prior to the
Merger.

Upon completion of the Merger, the Company merged with and into IAC, and IAC adopted the Company�s business plan and changed its name
to �Puma Biotechnology, Inc.� Further, upon completion of the Merger, the existing officers and directors of IAC resigned and the existing
officers and directors of the Company were appointed officers and directors of IAC.

The Merger was accounted for as a reverse acquisition with the Company as the accounting acquirer and IAC as the accounting acquiree. The
merger of a private operating company into a non-operating public shell corporation with nominal net assets is considered to be a capital
transaction, in substance, rather than a business combination for accounting purposes. Accordingly, the Company treated this transaction as a
capital transaction without recording goodwill or adjusting any of its other assets or liabilities. Consideration in the amount of $80,000 paid to
the former stockholders of IAC and their attorney was recorded as an other expense item and included in the Company�s net loss for the year
ending December 31, 2011.

Note 2�Significant Accounting Policies:

The significant accounting policies followed in the preparation of these financial statements are as follows:

Use of Estimates:

The preparation of financial statements in conformity with GAAP requires management to make estimates and assumptions that affect reported
amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of the balance sheet and reported amounts of
expenses for the period presented. Accordingly, actual results could differ from those estimates. Through September 30, 2012, significant
estimates included the valuation of the warrant issued to the Chief Executive Officer, or CEO (see Note 4 � Stockholders� Equity). The final value
of the warrant was determined in connection with the public offering completed by the Company in October 2012 (see Note 7 � Subsequent
Events � Financing). Significant estimates also include the cost of services provided by consultants who manage clinical trials and conduct
research and clinical trials on behalf of the Company that are billed on a delayed basis. As the actual costs become known, the Company adjusts
its estimated cost in that period.

Cash and Cash Equivalents:

The Company considers all highly-liquid investments with original maturities of three months or less to be cash equivalents. Cash equivalents
are carried at cost, which approximates fair value.

Investment Securities:

The Company classifies all investment securities (short-term and long-term) as available-for-sale, as the sale of such securities may be required
prior to maturity to implement management�s strategies. These securities are carried at fair value, with the unrealized gains and losses, if
material, reported as a component of accumulated other comprehensive income (loss) in stockholders� equity until realized. Realized gains and
losses from the sale of available-for-sale securities, if any, are determined on a specific identification basis. A decline in the market value of any
available-for-sale security below cost that is determined to be other than temporary results in a revaluation of its carrying amount to fair value.
The impairment is charged to earnings and a new cost basis for the security is established. Premiums and discounts are amortized or accreted
over the life of the related security as an adjustment to yield using the straight-line method. Interest income is recognized when earned.

6
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Assets Measured at Fair Value on a Recurring Basis:

Accounting Standards Codification (�ASC�) 820, Fair Value Measurement, or ASC 820, provides a single definition of fair value and a common
framework for measuring fair value as well as new disclosure requirements for fair value measurements used in financial statements. Under ASC
820, fair value is determined based upon the exit price that would be received by a company to sell an asset or paid by a company to transfer a
liability in an orderly transaction between market participants, exclusive of any transaction costs. Fair value measurements are determined by
either the principal market or the most advantageous market. The principal market is the market with the greatest level of activity and volume for
the asset or liability. Absent a principal market to measure fair value, the Company uses the most advantageous market, which is the market
from which the Company would receive the highest selling price for the asset or pay the lowest price to settle the liability, after considering
transaction costs. However, when using the most advantageous market, transaction costs are only considered to determine which market is the
most advantageous and these costs are then excluded when applying a fair value measurement. ASC 820 creates a three-level hierarchy to
prioritize the inputs used in the valuation techniques to derive fair values. The basis for fair value measurements for each level within the
hierarchy is described below, with Level 1 having the highest priority and Level 3 having the lowest.

Level 1: Quoted prices in active markets for identical assets or liabilities.

Level 2: Quoted prices for similar assets or liabilities in active markets; quoted prices for identical or similar instruments in markets
that are not active; and model-derived valuations in which all significant inputs are observable in active markets.

Level 3: Valuations derived from valuation techniques in which one or more significant inputs are unobservable.
Following are the major categories of assets measured at fair value on a recurring basis as of September 30, 2012 and December 31, 2011, using
quoted prices in active markets for identical assets (Level 1), significant other observable inputs (Level 2), and significant unobservable inputs
(Level 3):

September 30, 2012 Level 1
Level

2
Level

3 Total
Cash equivalents $ 33,112,310 $ �  $ �  $ 33,112,310

December 31, 2011 Level 1 Level 2 Level 3 Total
Cash equivalents $ 53,003,450 $ �  $ �  $ 53,003,450

The Company�s investments in short-term and long-term investment securities are exposed to price fluctuations. The fair value measurements for
short-term and long-term investment securities are based upon the quoted price in active markets multiplied by the number of securities owned,
exclusive of any transaction costs and without any adjustments to reflect discounts that may be applied to selling a large block of securities at
one time.

Concentration of Risk:

Financial instruments, which potentially subject the Company to concentrations of credit risk, principally consist of cash and cash equivalents.
The Company�s cash and cash equivalents in excess of the Federal Deposit Insurance Corporation and the Securities Investor Protection
Corporation insured limits at September 30, 2012 were approximately $34.2 million. The Company does not believe it is exposed to any
significant credit risk.

Property and Equipment:

Property and equipment are recorded at cost and depreciated over estimated useful lives ranging from three to five years using the straight-line
method. Leasehold improvements are recorded at cost and amortized over the shorter of their useful lives or the term of the lease by use of the
straight-line method. Maintenance and repair costs are charged to operations as incurred.

The Company assesses the impairment of long-lived assets, primarily property and equipment, whenever events or changes in business
circumstances indicate that carrying amounts of the assets may not be fully recoverable. When such events occur, management determines
whether there has been an impairment by comparing the asset�s carrying value with its fair value, as measured by the anticipated undiscounted
net cash flows of the asset. Should impairment exist, the asset is written down to its estimated fair value. The Company has not recognized any
impairment losses through September 30, 2012.
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Research and Development Expenses:

Research and development expenses are charged to operations as incurred. Research and development expenses include costs associated with
services provided by consultants who conduct clinical services on behalf of the Company, contract organizations for manufacturing of clinical
materials and clinical trials. In the case of clinical trials, a portion of the estimated cost normally relates to the projected cost to treat a patient in
the trials, and this cost is recognized over the estimated term of the study based on the number of patients enrolled in the trial on an ongoing
basis, beginning with patient enrollment. The Company determines the total cost of a given study based on the terms of the related contract. The
Company accrues for costs incurred as services are being provided by monitoring the status of the trial and the invoices received from its
external service providers. As actual costs become known, the Company adjusts its accruals in that period. Costs related to the acquisition of
technology rights and patents for which development work is still in process are charged to operations as incurred and considered a component
of research and development costs.

Stock-Based Compensation:

Stock option awards:

ASC 718, Compensation-Stock Compensation, or ASC 718, requires the fair value of all share-based payments to employees, including grants of
stock options, to be recognized in the statement of operations over the requisite service period. Under ASC 718, employee option grants are
generally valued at the date of grant (grant date) and those valuations do not change once they have been established. The fair value of each
option award is estimated on the date of grant using the Black-Scholes option-pricing model. As allowed by ASC 718 for companies with a short
period of publicly-traded stock history, the Company�s estimate of expected volatility is based on the average expected volatilities of a sampling
of five companies with similar attributes to the Company, including industry, stage of life cycle, size and financial leverage. The risk-free rate
for periods within the contractual life of the option is based on the U.S. Treasury yield curve in effect at the time of grant valuation. ASC 718
does not allow companies to account for option forfeitures as they occur; instead, estimated option forfeitures must be calculated when the
option is granted to reduce the option expense to be recognized over the life of the award and updated upon receipt of further information as to
the amount of options expected to be forfeited. Due to its limited history, the Company uses the simplified method to determine the expected life
of the option grants.

Warrants:

Warrants granted to employees are normally valued at the fair value of the instrument on the grant date and are recognized in the statement of
operations over the requisite service period. When the requisite service period precedes the grant date and a market condition exists in the
warrant, the Company values the warrant using the Monte Carlo Simulation method. As allowed by ASC 718 for companies with a short period
of publicly-traded stock history, the Company�s estimate of expected volatility is based on the average volatilities of a sampling of nine
companies with similar attributes to the Company, including industry, stage of life cycle, size and financial leverage. The risk-free rate for
periods within the contractual life of the warrant is based on the U.S. Treasury yield curve in effect at the time of grant valuation. In determining
the value, the Company factors in the probability of the market condition occurring and several possible scenarios. When the requisite service
period precedes the grant date and is deemed to be complete, the Company records the fair market value of the warrant at the time of issuance as
an equity stock-based compensation transaction. The grant date is determined when all pertinent information, such as exercise price and quantity
are known. The warrant is revalued each reporting period up to the grant date when the final fair value of the warrant is established and
recorded.

Net Loss per Common Share:

Basic net loss per common share is computed by dividing net loss applicable to common stockholders by the weighted average number of
common shares outstanding during the periods presented as required by ASC 260, Earnings Per Share. Diluted earnings per common share have
not been presented because the assumed exercise of the Company�s outstanding options would have been anti-dilutive. For the three and nine
months ended September 30, 2012, potentially dilutive securities excluded from the calculations were 1,422,500 shares issuable upon exercise of
options.

Deferred Rent:

The Company has entered into an operating lease agreement for its corporate offices that contain provisions for future rent increases, a leasehold
improvement allowance and rent abatement. The Company records monthly rent expense equal to the total of the payments due over the lease
term, divided by the number of months of the lease term. The difference between the rent expense recorded and the amount paid is credited or
charged to deferred rent, which is reflected as a separate line item in the accompanying condensed balance sheets. Additionally, the Company
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Recently Issued Accounting Pronouncements:

The Company has adopted all recently issued accounting pronouncements. The adoption of the accounting pronouncements is not anticipated to
have a material effect on the operations of the Company.

In May 2011, the Financial Accounting Standards Board, or FASB, issued Accounting Standards Update (�ASU�) 2011-04, Fair Value
Measurement (Topic 820): Amendments to Achieve Common Fair Value Measurement and Disclosure Requirements in U.S. GAAP and IFRS, or
ASU 2011-04, which clarifies some existing concepts and expands the disclosures for fair value measurements that are estimated using
significant unobservable (Level 3) inputs. ASU 2011-04 was effective for the Company beginning January 1, 2012 and the adoption of ASU
2011-04 did not have a material effect on the Company�s financial condition.

In June 2011, FASB issued ASU 2011-05, Comprehensive Income (Topic 220): Presentation of Comprehensive Income, or ASU 2011-5, which
requires an entity to present the total of comprehensive income, the components of net income, and the components of other comprehensive
income, either in a single continuous statement of comprehensive income or in two separate but consecutive statements, and which eliminates
the option to present components of other comprehensive income as part of the statement of equity. In December 2011, the FASB issued ASU
2011-12, Comprehensive Income (Topic 220): Deferral of the Effective Date for Amendments to the Presentation of Reclassifications of Items
Out of Accumulated Other Comprehensive Income in Accounting Standards Update No. 2011-05, or ASU 2011-12, which deferred the guidance
on whether to require entities to present reclassification adjustments out of accumulated other comprehensive income by component in both the
statement where net income is presented and the statement where other comprehensive income is presented for both interim and annual financial
statements. ASU 2011-12 reinstated the requirements for the presentation of reclassifications that were in place prior to the issuance of ASU
2011-05 and did not change the effective date for ASU 2011-05. ASU 2011-05 and ASU 2011-12 were effective for the Company beginning
January 1, 2012 and the adoption of ASU 2011-05 and ASU 2011-12 did not have a material effect on the Company�s financial condition.

In April 2012, the Jumpstart Our Business Startups Act, or JOBS Act, was enacted. Section 107 of the JOBS Act provides that an �emerging
growth company� can take advantage of the extended transition period provided in Section 7(a)(2)(B) of the Securities Act for complying with
new or revised accounting standards. Thus, an emerging growth company can delay the adoption of certain accounting standards until those
standards would otherwise apply to private companies. The Company qualifies as an emerging growth company under the JOBS Act; however,
the Company has irrevocably elected not to avail itself of this extended transition period and, as a result, the Company will adopt new or revised
accounting standards on the relevant dates on which adoption of such standards is required for other companies.

Note 3�Accrued Expenses:

Accrued expenses consisted of the following:

September 30,
2012

December 31,
2011

Accrued licensor transition costs $ 17,045,988 $ �  
Accrued clinical cost 6,989,799 �  
Accrued compensation 1,246,773 308,936
Accrued legal fees 254,127 149,055
Other 105,183 41,551

Totals $ 25,641,870 $ 499,542

In accordance with the license agreement, the Company requested that the licensor continue direct management of the ongoing clinical trials
until such time as operational responsibility could be absorbed by the Company and/or its agents. The accrued licensor transition costs represent
the Company�s estimate of such costs for the nine months ended September 30, 2012 and will be adjusted accordingly as the actual costs become
known.
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Note 4�Stockholders� Equity:

Warrants:

In October 2011, the Company issued anti-dilutive warrants to 27 investors pursuant to a securities purchase agreement. These warrants were
exercisable only if the Company sold securities at a price below $3.75 per share on or prior to the date on which the Company�s common stock
was first quoted in an over-the-counter market or listed for quotation on a national securities exchange or trading system. The Company�s
common stock was approved for quotation on April 18, 2012, and began trading on April 20, 2012 on the OTC Bulletin Board and the OTCQB
under the symbol �PBYI� and the Company did not sell securities at a price below $3.75 per share on or prior to such date. Accordingly, these
warrants subsequently terminated unexercised in accordance with their terms.

Following the October 2011 private placement, Alan H. Auerbach, the Company�s founder, CEO and President held approximately 21% of the
18,666,733 outstanding shares of the Company�s common stock. Pursuant to the terms of the Securities Purchase Agreement, the Company
issued an anti-dilutive warrant to Mr. Auerbach, as the Company�s founder. The warrant was issued to provide Mr. Auerbach with the right to
maintain ownership of at least 20% of the Company�s common stock in the event that the Company raises capital through the sale of its securities
in the future.

The warrant has a ten-year term and is exercisable only in the event of the first subsequent financing, excluding certain types of financings set
forth in the warrant, that results in gross cash proceeds to the Company of at least $15 million (see Note 7 � Subsequent Event � Financing). The
warrant has an exercise price equal to the price paid per share in such financing and is exercisable for the number of shares of the Company�s
common stock necessary for Mr. Auerbach to maintain ownership of at least 20% of the outstanding shares of Company common stock after
such financing. Upon the occurrence of the first subsequent financing of at least $15 million, the warrant may be exercised any time up to the
ten�year expiration date of October 4, 2021. The grant date of the warrant will occur on the date of the subsequent financing when the aggregate
number of shares exercisable and the price per share will be determined. The Company determined that the warrant has an implied service
requisite period in 2011 that is prior to its grant date. The Company also determined that a market condition subsequent to the implied service
period exists as the exercise or partial exercise of the warrant can only occur if there is a subsequent financing.

The warrant was valued at approximately $6.9 million at the time of issuance and recorded to the statement of operations. The warrant was
revalued at approximately $7.6 million on December 31, 2011, in accordance with ASC 718. The fair market value of the warrant as of
September 30, 2012, using the below assumptions, was approximately $13.8 million and resulted in an adjustment to the fair value of $6.5
million and $6.2 million, which are included in general and administrative expense in the accompanying condensed statements of operations for
the three and nine months ended September 30, 2012, respectively.

The fair market value at September 30, 2012, was determined by the following assumptions using the Monte Carlo Simulation method:

2012
Common stock price $ 15.00
Dividend yield 0.00% 
Expected volatility 75.70% 
Risk-free interest rate 1.65% 
Warrant term in years 10

The fair market value of the warrant at September 30, 2012 was estimated based on the assumption the Company would complete an equity
financing between $86 million and $100 million during October or November 2012. In conjunction with a public offering that closed in October
2012 (see Note 7 � Subsequent Events - Financing), the warrant was deemed to be granted as the quantity and exercise price of the warrant were
determined to be 2,116,250 shares of the Company�s common stock at a price of $16.00 per share. The fair value of the warrant on the date of the
closing using the Black-Scholes pricing model was approximately $25.8 million. The increase in the fair value of the warrant totaling
approximately $12 million will be recorded as an expense in the fourth quarter of 2012.

Stock-Based Compensation:

The Company�s 2011 Incentive Award Plan, or the 2011 Plan, was adopted by the Board of Directors on September 15, 2011. Pursuant to the
2011 Plan, the Company may grant incentive stock options and nonqualified stock options, as well as other forms of equity-based compensation.
Incentive stock options may be granted only to employees, while consultants, employees, officers and directors are eligible for the grant of
nonqualified options under the 2011 Plan. The maximum term
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of stock options granted under the 2011 Plan is 10 years. The exercise price of incentive stock options granted under the 2011 Plan must be at
least equal to the fair market value of such shares on the date of grant. Through September 30, 2012, a total of 3,529,412 shares of the
Company�s common stock have been reserved for issuance under the 2011 Plan.

In February 2012, the Company granted, in aggregate, 670,000 stock options to employees hired prior to December 31, 2011. The vesting period
for the option grants commenced on each employee�s date of hire (i.e., the commencement of their respective service periods). The Company
also granted 482,500 stock options in the three months ended March 31, 2012, 240,000 stock options in the three months ended June 30, 2012,
and 50,000 stock options for the three months ended September 30, 2012 to employees hired during 2012. The Company awarded only �plain
vanilla options� as determined by the SEC Staff Accounting Bulletin 107, �Share Based Payment.� As of September 30, 2012, 1,422,500 shares of
the Company�s common stock are issuable upon the exercise of outstanding awards granted under the 2011 Plan and 2,106,912 shares of the
Company�s common stock are available for future issuance under the 2011 Plan.

The fair value of options granted to employees was estimated using the Black-Scholes pricing model (see Note 2 � Significant Accounting
Policies) with the following weighted-average assumptions used during the nine month period ended September 30, 2012:

2012
Dividend yield 0.0% 
Expected volatility 85.4% 
Risk-free interest rate 1.0% 
Expected life in years 5.82

The Company recognized expense (fair value of the stock option grants) of $358,277 and $820,052 for the three and nine months ended
September 30, 2012, respectively. For the three and nine months ended September 30, 2012, $110,118 and $288,840, respectively, were
recorded as general and administrative expense and $248,159 and $531,212, respectively were recorded as research and development expense.

Activity with respect to options granted under the 2011 Plan is summarized as follows:

Shares

Weighted
Average
Exercise

Price

Weighted Average
Remaining
Contractual

Term
(years)

Aggregate Intrinsic
Value

Outstanding at December 31, 2011 �  �  �  $ �  
Options granted in the period ended March 31, 2012 for which
compensation was recognized during 2011 670,000 $ 3.75 �  �  
Granted in the three month period ended March 31, 2012 482,500 $ 3.75 �  �  
Granted in the three month period ended June 30, 2012 240,000 $ 10.81 �  �  
Granted in the three month period ended September 30, 2012 50,000 $ 13.50 �  �  
Forfeited in the three month period ended September 30, 2012 (20,000) $ 3.75 �  �  

Outstanding at September 30, 2012 1,422,500 $ 5.28 9.5 $ 13,821,875

Unvested at September 30, 2012 1,390,001 $ 5.32 9.5 $ 13,456,261

Exercisable at September 30, 2012 32,499 $ 3.75 9.4 $ 365,614

At September 30, 2012, total estimated unrecognized employee compensation cost related to non-vested stock options granted prior to that date
was approximately $3.7 million, which is expected to be recognized over a weighted-average period of 1.3 years. The weighted-average grant
date fair value of options granted during the three and nine months ended September 30, 2012 was $9.41 and $4.63 per share, respectively.

Note 5�401(k) Savings Plan:
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During 2012, the Company adopted a 401(k) savings plan for the benefit of its employees. The Company is required to make matching
contributions to the 401(k) plan equal to 100% of the first 3% of wages deferred by each participating employee and 50% on the next 2% of
wages deferred by each participating employee. The Company incurred expenses for employer matching contributions of approximately $40,800
and $97,400 for the three and nine months ended September 30, 2012, respectively.
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Note 6�Commitments and Contingencies:

Office Lease:

On June 7, 2012, the Company entered into a long-term lease agreement for office space in South San Francisco, California. The initial term of
the lease is seven years and commenced on November 1, 2012. The base rent is approximately $20,250 per month during the first year and will
increase over the course of the initial term, up to approximately $30,820 per month during the seventh year. In addition, the Company has an
option to extend the lease for an additional five-year term, which would commence upon the expiration of the initial term. In the event the
Company elects to extend the lease, the minimum monthly rent payable for the additional term will be the then-current fair market rent
calculated in accordance with the terms of the lease. The Company provided the landlord an automatically renewable stand-by letter of credit in
the amount of $150,000. The stand-by letter of credit is collateralized by a high-yield savings account in the amount of approximately $157,000,
which is classified as restricted cash on the accompanying condensed balance sheets.

Note 7�Subsequent Events:

Clinical Research Organization Contract:

During October 2012, the Company entered into a Master Service Agreement with a Clinical Research Organization, or CRO. This CRO will
provide services for initiating, managing and conducting the ongoing clinical trials for PB272. The Company shall pay the CRO up to
approximately $22.8 million over the life of the agreement. The Company may cancel the Master Service Agreement at any time upon a 45 day
written notice to the CRO. The Company would be obligated to pay of any services previously rendered with any prepaid, unused funds being
returned to the Company.

Financing:

On October 18, 2012, the Company entered into an underwriting agreement (the �Underwriting Agreement�) with Merrill Lynch, Pierce, Fenner &
Smith Incorporated and Leerink Swann LLC, as representatives of the several underwriters named therein (collectively the �Underwriters�),
providing for the offer and sale in a firm commitment underwritten public offering (the �Offering�) of 7,500,000 shares of the Company�s common
stock, par value $0.0001 per share, at a price of $16 per share, less the underwriting discount. On October 19, 2012, representatives of the
Underwriters exercised the overallotment option (the �Overallotment Option�) granted to the Underwriters in the Underwriting Agreement to
purchase an additional 1,125,000 shares of Company common stock from the Company at $16 per share, less the underwriting discount.

The transactions contemplated by the Underwriting Agreement were completed on October 24, 2012. The net proceeds received by the
Company from the sale of 8,625,000 shares of Company common stock were approximately $129.1 million after deducting the underwriting
discount and estimated offering expenses payable by the Company. The 8,625,000 shares were registered with the New York Stock Exchange
and the Company began trading on the New York Stock Exchange on October 26, 2012.

In connection with the closing of the Offering, the exercise price and number of shares underlying the warrant (see Note 4 � Stockholders� Equity -
Warrants) issued to Mr. Auerbach were established. Pursuant to the terms of the warrant, until October 2021, Mr. Auerbach may exercise the
warrant to acquire 2,116,250 shares of the Company�s common stock at $16 per share through October 2021.

Foreign Subsidiary:

In October 2012, the Company established and incorporated Puma Biotechnology Limited, a wholly owned subsidiary, for the sole purpose of
serving as Puma�s legal representative in the United Kingdom and the European Union in connection with Puma�s clinical trial activity in those
countries.
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Item 2. MANAGEMENT�S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

The following discussion and analysis of our financial condition and results of operations should be read in conjunction with our unaudited
condensed financial statements and the notes thereto included in Item 1 in this Quarterly Report on Form 10-Q. The following discussion should
also be read in conjunction with our audited financial statements and the notes thereto and �Management�s Discussion and Analysis of Financial
Condition and Results of Operations� included in our Annual Report on Form 10-K for the year ended December 31, 2011.

Unless otherwise provided in this Quarterly Report, references to the �Company,� �we,� �us,� and �our� refer to Puma Biotechnology, Inc., a Delaware
corporation formed on April 27, 2007 and formerly known as Innovative Acquisitions Corp., and all references to �Puma� refer to Puma
Biotechnology, Inc., a privately-held Delaware corporation formed on September 15, 2010, prior to giving effect to the reverse merger
transaction between the Company and Puma that closed on October 4, 2011. This transaction was accounted for as a reverse acquisition whereby
Puma was deemed to be the acquirer for accounting and financial reporting purposes and we were deemed to be the acquired party.
Consequently, our financial statements prior to the reverse merger transaction reflect the assets and liabilities and the historical operations of
Puma from its inception on September 15, 2010 through the closing of the reverse merger transaction on October 4, 2011. Our financial
statements after completion of the reverse merger transaction include the assets and liabilities of us and Puma, the historical operations of Puma,
and our operations following the closing date of the reverse merger transaction.

Overview

We are a development-stage biopharmaceutical company based in Los Angeles, California with a focus on the acquisition, development and
commercialization of innovative products to enhance cancer care. We aim to acquire proprietary rights to these products, by license or
otherwise, fund their research and development and bring the products to market. Our efforts and resources to date have been focused primarily
on acquiring and developing our pharmaceutical technologies, raising capital and recruiting personnel. As a development-stage company, we
have had no product sales to date and we will have no product sales until we receive approval from the United States Food and Drug
Administration, or FDA, or equivalent foreign regulatory bodies to begin selling our pharmaceutical candidates. Developing pharmaceutical
products, however, is a lengthy and very expensive process. Assuming we do not encounter any unforeseen safety issues during the course of
developing our product candidates, we do not expect to receive approval of a product candidate until approximately 2015.

We currently license the rights to three drug candidates:

� PB272 (neratinib (oral)), which we are developing for the treatment of advanced breast cancer patients and non-small cell lung
cancer patients;

� PB272 (neratinib (intravenous)), which we are developing for the treatment of advanced cancer patients; and

� PB357, which we believe can serve as a backup compound to PB272, and which we plan to evaluate for further development in
2013.

A large portion of our expenses to date have been related to the clinical development of our lead product candidate, PB272 (neratinib (oral)), and
the transition of the neratinib program from the licensor. During this transition period, as we built up our infrastructure and assumed
responsibility for the neratinib program, a duplication of effort took place that resulted in higher than normal operating expenses. We estimate
the duplication of effort had an impact on research and development, or R&D, expense for the nine months ended September 30, 2012, of
approximately $4.3 million. We anticipate that the transition will be completed by December 31, 2012.

The license agreement for PB272 established a limit for our expenses related to the clinical trials for PB272 that were ongoing at the time of the
agreement. This capped our �out-of-pocket� costs incurred beginning January 1, 2012, in conducting these existing trials. We anticipate that we
will reach the cost cap during the fourth quarter of 2012 which will result in a reduction of its expenses related to these existing clinical trials,
and hence a reduction in our R&D expenses, as the licensor will be responsible for such costs. The licensor will be responsible for these
expenses until the existing trials are completed. Additionally, our expenses to date have been related to hiring staff and the build out of our
corporate infrastructure. As we proceed with clinical development of PB272 (neratinib (oral)), and as we further develop PB272 (neratinib
(intravenous)) and PB357, our second and third product candidates, respectively, we expect our R&D expenses and expenses related to our
third-party contractors will increase.
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To the extent we are successful in acquiring additional product candidates for our development pipeline, our need to finance R&D will increase.
Accordingly, our success depends not only on the safety and efficacy of our product candidates, but also on our ability to finance product
development. Our major sources of working capital have been proceeds from private sales of our common stock.
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R&D expenses include costs associated with services provided by consultants who conduct clinical services on our behalf, contract
organizations for manufacturing of clinical materials and clinical trials. During the three and nine months ended September 30, 2012, our R&D
expenses consisted primarily of transition costs, as clinical trial responsibilities shifted to us and our outside clinical research organization, or
CRO, salaries and related personnel costs, and fees paid to other consultants. We expense our R&D costs as they are incurred.

General and administrative, or G&A, expenses consist primarily of salaries and related personnel costs including stock-based compensation
expense, professional fees, business insurance, rent, general legal activities, and other corporate expenses.

Emerging Growth Company

We are and will remain an �emerging growth company,� as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act, until the
earliest to occur of (1) the last day of the fiscal year during which our total annual gross revenues equal or exceed $1 billion (subject to
adjustment for inflation), (2) the last day of our fiscal year following the fifth anniversary of the date of the first sale of our common equity
securities pursuant to an effective registration statement under the Securities Act, which such fifth anniversary will occur in 2017, (3) the date on
which we have, during the previous three-year period, issued more than $1 billion in non-convertible debt, or (4) the date on which we are
deemed a large accelerated filer under the Exchange Act.

Section 107 of the JOBS Act provides that an emerging growth company can take advantage of the extended transition period provided in
Section 7(a)(2)(B) of the Securities Act of 1933, as amended, for complying with new or revised accounting standards. We have irrevocably
elected not to avail ourselves of this extended transition period for complying with new or revised accounting standards, and, as a result, we will
adopt new or revised accounting standards on the relevant dates on which adoption of such standards is required for other companies; however,
we have elected to take advantage of certain of the reduced disclosure obligations and may elect to take advantage of other reduced burdens in
future filings. As a result, the information that we provide to our stockholders may be different than you might receive from other public
reporting companies in which you hold equity interests.

Critical Accounting Policies

As of the date of the filing of this quarterly report, we believe there have been no material changes to our critical accounting policies and
estimates during the nine months ended September 30, 2012 from our accounting policies at December 31, 2011, as reported in our Annual
Report on Form 10-K for the fiscal year ended December 31, 2011.

Results of Operations

Three Months Ended September 30, 2012 Compared to Three Months Ended September 30, 2011

General and administrative expenses:

For the three months ended September 30, 2012, G&A expenses were approximately $8.0 million. G&A expenses for the three months ended
September 30, 2011 were approximately $333,800, as we had not commenced meaningful operations during that period. G&A expenses for the
three months ended September 30, 2012 were as follows:

General and administrative expenses in thousands ($000)
Professional fees $ 588
Payroll and related costs 511
Business taxes and licenses 21
Facility and equipment costs 143
Employee stock-based compensation 6,575
Other 187

$ 8,025

Major expenses incurred in professional fees were legal fees for SEC filings, intellectual property review, contract review and general legal
support. We expect to continue to incur significant legal fees in the coming periods. We expect the facility expense to increase compared to the
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have additional rent expense beginning in November 2012 for the term of the lease. The monetary increase in rent expense will be
approximately $20,250 per month in the first year and up to
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approximately $30,820 per month during the seventh year, the life of the lease. Employee stock-based compensation included in G&A expenses
for the three months ended September 30, 2012 included approximately $110,100 related to employee stock option grants and approximately
$6.5 million reflecting the increase in the valuation of the outstanding anti-dilutive warrant held by our CEO and President, compared to $0 for
the three months ended September 30, 2011. The warrant was valued based on the assumption that we would be completing an equity financing
of between $86 million and $100 million during October or November 2012 (see Note 4 in the accompanying notes to the condensed financial
statements) using a Monte Carlo Simulation method. Previous valuations were based on projected equity raises of $15 million to $100 million in
2013 using weighted probability factors. The increase in the projected equity raise from June 30, 2012 to September 30, 2012 produced the $6.5
million increase in the warrant noted above.

In connection with the closing of the public offering that we completed in October 2012 (see Note 7 in the accompanying notes to the condensed
financial statements), the exercise price and the number of shares underlying the warrant were established. Pursuant to the terms of the warrant,
until October 2021, the warrant may be exercised to acquire 2,116,250 shares of our common stock at a price of $16 per share. The fair value of
the warrant on the date of the equity closing using the Black-Scholes pricing model was approximately $25.8 million. The increase in the fair
value of the warrant of approximately $12 million will be recorded as an expense in the fourth quarter of 2012.

All other costs such as IT support, travel, recruiting and postage were approximately $187,300 for the three months ended September 30, 2012.
We estimate that we will need approximately $6 million to $7 million for G&A expenses over the next 12 months.

Research and development expenses:

For the three months ended September 30, 2012, R&D expenses were approximately $17.8 million compared to $0 for the three months ended
September 30, 2011 as we had not commenced meaningful operations during that period. R&D expenses for the three months ended
September 30, 2012 were as follows:

Research and development expenses in thousands ($000)
Outside CRO/licensor services $ 13,626
Outside other clinical development 1,975
Internal regulatory affairs and quality assurance 1,042
Internal clinical development 817
Internal contract manufacturing 71
Employee stock-based compensation 248

$ 17,779

Ongoing outside CRO and licensor service expense of approximately $13.6 million was incurred during the three months ended September 30,
2012. This included approximately $1.3 million of duplicate costs from licensor services for the ongoing clinical trials. When the transition is
complete, we expect these duplicate charges to cease. We accrued approximately $1.3 million for licensor services provided during the three
months ended September 30, 2012 and approximately $8.8 million for pass-through costs related to the clinical trials. We also incurred
approximately $3.5 million for services rendered by our CRO for managing our existing clinical trials. The licensor transition and clinical trial
cost represent our estimate of such costs for the three months ended September 30, 2012, and will be adjusted accordingly as the actual costs
become known.

Outside other clinical development expenses, which are comprised of costs for data management, outside consultants, contract manufacturing
and other clinical services, of approximately $2.0 million were incurred during the three months ended September 30, 2012. Internal expenses,
which include all employee-related costs such as payroll, benefits and travel, were approximately $1.0 million for regulatory affairs and quality
assurance, approximately $0.8 million for clinical development and approximately $71,100 for contract manufacturing. Employee stock-based
compensation included in R&D expenses for the three months ended September 30, 2012, was approximately $248,200. Given the current and
desired pace of clinical development of our three product candidates, over the next 12 months we estimate that our research and development
spending will be approximately $35 million to $40 million.

Interest income:

For the three months ended September 30, 2012, we recognized approximately $14,500 in interest income. We did not recognize any interest
income for the three months ended September 30, 2011. Based on market conditions, we placed our excess funds in money market accounts and
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Nine Months Ended September 30, 2012 Compared to Nine Months Ended September 30, 2011

General and administrative expenses:

For the nine months ended September 30, 2012, G&A expenses were approximately $11.0 million. G&A expenses for the nine months ended
September 30, 2011, were approximately $371,800, as we had not commenced meaningful operations during that period. G&A expenses for the
nine months ended September 30, 2012, were as follows:

General and administrative expenses in thousands ($000)
Professional fees $ 1,744
Payroll and related costs 1,505
Facility and equipment costs 423
Business taxes and licenses 177
Employee stock-based compensation 6,539
Other 574

$ 10,962

Major expenses incurred in professional fees were legal fees for SEC filings, intellectual property review, contract review and general legal
support. We expect to continue to incur significant legal fees in the coming periods. We expect the facility expense to increase compared to the
nine months ended September 30, 2012, as we entered into a lease for satellite office space in San Francisco, which commenced on November 1,
2012, and will have additional rent expense for the term of the lease. Payroll and related costs were approximately $1.5 million for the nine
months ended September 30, 2012. Included in this expense is the salary, bonus accrual and benefit costs for the employees within the general
and administrative group. Employee stock-based compensation included in G&A expenses for the nine months ended September 30, 2012 was
approximately $6.5 million consisting of an increase in the valuation of the outstanding anti-dilutive warrant held by our CEO and President of
approximately $6.2 million and approximately $288,800 of employee stock-based compensation, compared to $0 for the nine months ended
September 30, 2011.

All other costs such as IT support, travel, recruiting and postage were approximately $575,300 for the nine months ended September 30, 2012.

Research and development expenses:

For the nine months ended September 30, 2012, R&D expenses were approximately $41.4 million compared to $0 for the nine months ended
September 30, 2011. R&D expenses for the nine months ended September 30, 2012 were as follows:

Research and development expenses in thousands ($000)
Outside CRO/licensor services $ 32,069
Outside other clinical development 3,377
Internal regulatory affairs and quality assurance 2,914
Internal clinical development 2,233
Internal contract manufacturing 230
Employee stock-based compensation 531

$ 41,354

Ongoing outside CRO and licensor service expense of approximately $32.1 million was incurred during the nine months ended September 30,
2012. This included approximately $4.3 million of duplicate costs from licensor services for the ongoing clinical trials. When the transition is
complete, we expect these duplicate charges to cease. We accrued approximately $7.1 million for licensor services provided during the nine
months ended September 30, 2012 and approximately $18.2 million for pass-through costs related to the clinical trials. We also incurred
approximately $6.7 million for services rendered by our CRO, which is taking over operational responsibility for our existing clinical trials. The
licensor transition and clinical trial cost represents our estimate of such costs for the nine months ended September 30, 2012, and will be
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Outside other clinical development expenses, which are comprised of costs for data management, outside consultants, contract manufacturing
and other clinical services, totalled approximately $3.4 million during the nine months ended September 30, 2012. Regulatory affairs and quality
assurance of approximately $2.9 million, clinical development of approximately $2.2 million, and contract manufacturing of approximately
$230,000 consisted of internal expenses, such as employee-related costs including payroll, benefits and travel. Employee stock-based
compensation included in R&D expenses for the nine months ended September 30, 2012, was approximately $531,200.

While expenditures on current and future clinical development programs, particularly our PB272 program, are expected to be substantial and to
increase, they are subject to many uncertainties, including the results of clinical trials and whether we
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develop any of our drug candidates with a partner or independently. As a result of such uncertainties, we cannot predict with any significant
degree of certainty the duration and completion costs of our research and development projects or whether, when and to what extent we will
generate revenues from the commercialization and sale of any of our product candidates. The duration and cost of clinical trials may vary
significantly over the life of a project as a result of unanticipated events arising during clinical development and a variety of other factors,
including:

� the number of trials and studies in a clinical program;

� the number of patients who participate in the trials;

� the number of sites included in the trials;

� the rates of patient recruitment and enrollment;

� the duration of patient treatment and follow-up;

� the costs of manufacturing our drug candidates; and

� the costs, requirements, timing of, and ability to secure regulatory approvals.
Interest income:

For the nine months ended September 30, 2012, we recognized approximately $62,600 in interest income compared to $0 in interest income for
the nine months ended September 30, 2011. Based on market conditions, we placed our excess funds in money market accounts and �high yield�
savings accounts.

Liquidity and Capital Resources

The following table summarizes our liquidity and capital resources as of September 30, 2012 and is intended to supplement the more detailed
discussion that follows:

Liquidity and capital resources (in thousands ($000) September 30, 2012
Cash and cash equivalents $ 33,347
Working capital 7,457
Stockholders� equity 9,003

Nine months ended
September 30, 2012

Cash provided by (used in):
Operating activities $ (19,203) 
Investing activities (832) 
Financing activities �  

Increase (decrease) in cash $ (20,035) 
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Operating Activities:

We reported a net loss of approximately $52.4 million and negative cash flows from operating activities of approximately $19.2 million for the
nine months ended September 30, 2012. Our net loss from Puma�s date of inception, September 15, 2010, to September 30, 2012 amounted to
approximately $62.7 million, while negative cash flows from operating activities amounted to approximately $21.0 million for the same period.

Net cash used in operating activities for the nine months ended September 30, 2012 includes a net loss of $52.4 million, reduced by
approximately $33.2 million of adjustments to reconcile net loss to net cash used in operating activities. Adjustments include non-cash items
related to expense of approximately $820,100 from the issuance of stock options, adjustments to the warrant valuation of approximately $6.2
million, depreciation and amortization of approximately $187,000 and an allowance of approximately $236,000 received from the landlord for
our corporate headquarters. Other items included in the adjustment of net loss were an increase of approximately $26.1 million in accounts
payable and accrued expenses, an increase of $159,000 in the accrual of deferred rent, and an increase of $489,000 in prepaid expenses and other
assets. The increase in accounts payable and accrued expenses reflects charges from transition activities billed to us as we assume clinical trial
responsibilities from the licensor of the Company�s lead product candidate, of which approximately $4.3 million represents duplication of effort
as the licensor transferred clinical trial knowledge and responsibility to us.

17

Edgar Filing: PUMA BIOTECHNOLOGY, INC. - Form 424B3

Table of Contents 33



Table of Contents

Investing Activities:

Net cash used in investing activities was approximately $832,000 for the nine months ended September 30, 2012. Payments of approximately
$437,000 for the purchase of computer equipment and systems and approximately $237,000 related to leasehold improvements were included in
net cash used in investing activities. Additionally, to secure the office lease located in the San Francisco area, a standby letter of credit was
required. As collateral to that standby letter of credit, approximately $157,000 was moved to the restricted cash account held by Wells Fargo.

Financing Activities:

We did not engage in any financing activities during the nine months ended September 30, 2012.

Current and Future Financing Needs:

We have incurred negative cash flows from operations since we started our business, and we expect to continue incurring significant losses for
the foreseeable future. We have spent, and expect to continue to spend, substantial amounts in connection with implementing our business
strategy, including our planned product development efforts, our clinical trials, and our research and development efforts. We completed an
equity offering in October 2012 (see Note 7 in the accompanying notes to the condensed financial statements � Subsequent Events � Financing).
As a result of this offering, we anticipate that our cash on hand, including our cash equivalents, will be sufficient to enable us to meet our
anticipated expenditures for at least the next 24 months. The actual amount of funds we will need to operate is subject to many factors, some of
which are beyond our control.

Our continued operations will depend on whether we are able to raise additional funds through a strategic alliance with a third-party concerning
one or more of our product candidates, public or private sales of equity or debt and other sources of funds. Prior to the equity offering that we
completed in October 2012, a significant portion of our financing was through private placements of our equity securities. We may seek to
access the public or private equity markets when conditions are favorable due to our long-term capital requirements. We do not have any
committed sources of financing at this time and in light of current economic conditions, including the lack of access to the capital markets being
experienced by small companies, particularly in our industry, there can be no assurance that such capital will be available to us on favorable
terms or at all. In addition, we can give no assurances that any additional capital raised will be sufficient to meet our needs. If we raise funds by
selling additional shares of common stock or other securities convertible into common stock, the ownership interests of our existing stockholders
will be diluted. If we are not able to obtain financing when needed, we may be unable to carry out our business plan. As a result, we may have to
significantly limit our operations, delay or discontinue the development of one or more of our product candidates or forego attractive business
opportunities, and our business, financial condition and results of operations would be materially harmed. In such an event, we will be required
to undertake a thorough review of our programs, and the opportunities presented by such programs, and allocate our resources in the manner
most prudent.

Off-Balance Sheet Arrangements

We do not have any �off-balance sheet agreements,� as defined by SEC regulations.

Contractual Obligations

As a smaller reporting company, we are not required to provide this information.

Item 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK
As a smaller reporting company, we are not required to disclose the information required by this Item.

Item 4. CONTROLS AND PROCEDURES
Evaluation of Disclosure Controls and Procedures

We maintain disclosure controls and procedures designed to ensure that information required to be disclosed in our reports under the Exchange
Act is recorded, processed, summarized and reported within the timelines specified in the SEC�s rules and forms, and that such information is
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Senior Vice President, Finance and Administration (the Company�s principal financial and accounting officer), as appropriate, to allow timely
decisions regarding required
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disclosure. In designing and evaluating the disclosure controls and procedures, management recognized that any controls and procedures, no
matter how well designed and operated, can only provide reasonable assurance of achieving the desired control objectives, and in reaching a
reasonable level of assurance, management necessarily was required to apply its judgment in evaluating the cost-benefit relationship of possible
controls and procedures.

Under the supervision and with the participation of our management, including our Chief Executive Officer and Senior Vice President, Finance
and Administration, we have evaluated the effectiveness of our disclosure controls and procedures (as defined under Exchange Act Rule
13a-15(e)), as of September 30, 2012. Based on that evaluation, our Chief Executive Officer and Senior Vice President, Finance and
Administration have concluded that these disclosure controls and procedures were effective as of September 30, 2012.

Changes in Internal Control over Financial Reporting

There was no change in our internal control over financial reporting that occurred during the fiscal quarter ended September 30, 2012 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 involved in any pending legal proceedings and are not aware of any threatened or contemplated legal proceedings against us.

Item 1A. RISK FACTORS
Investing in our common stock is subject to a number of risks and uncertainties. You should carefully consider the risk factors described below,
which amend and restate in their entirety the risk factors disclosed in our Annual Report on Form 10-K for the year ended December 31, 2011
and our Quarterly Report on Form 10-Q for the quarter ended March 31, 2012. Additional risks that we currently believe are immaterial may
also impair our business operations. Our business, results of operations, financial condition, cash flows and future prospects and the trading price
of our common stock could be harmed as a result of any of these risks, and investors may lose all or part of their investment. As used herein,
unless the context requires otherwise, the terms �we,� �our� and �us� refer to Puma Biotechnology, Inc., a Delaware corporation formed on April 27,
2007 and formerly known as Innovative Acquisitions Corp., and the term �Former Puma� refers to Puma Biotechnology, Inc., a private Delaware
corporation that merged with and into us in October 2011. In assessing these risks, investors should also refer to the other information contained
or incorporated by reference in this Quarterly Report on Form 10-Q and our Annual Report on Form 10-K for the year ended December 31,
2011, including our financial statements and related notes, and our other filings made from time to time with the SEC.

Risks Related to our Business

We currently have no product revenues and no products approved for marketing, and will need to raise additional capital to operate our
business.

To date, we have generated no product revenues. Until, and unless, we receive approval from the FDA and other regulatory authorities overseas
for one or more of our drug candidates, we cannot market or sell our products and will not have product revenues. Currently, our only drug
candidates are neratinib (oral), neratinib (intravenous) and PB357, and none of these products has been approved by the FDA for sale in the
United States or by other regulatory authorities for sale outside the United States. Moreover, each of these drug candidates is in the early stages
of development and will require significant time and capital before we can even apply for approval from the FDA. Therefore, for the foreseeable
future, we do not expect to achieve any product revenues and will have to fund all of our operations and capital expenditures from cash on hand,
licensing fees and grants, and potentially, future offerings of our securities. We believe that our cash on hand is sufficient to fund our operations
for the next two years. However, changes may occur that would consume our available capital faster than anticipated, including changes in and
progress of our development activities, acquisitions of additional drug candidates and changes in regulation. In such situations, we may need to
seek additional sources of financing, which may not be available on favorable terms, if at all. If we do not succeed in timely raising additional
funds on acceptable terms, we may be unable to complete planned pre-clinical and clinical trials or obtain approval of any drug candidates from
the FDA and other regulatory authorities. In addition, we could be forced to discontinue product development and forego attractive business
opportunities. Any additional sources of financing will likely involve the issuance of additional equity securities, which will have a dilutive
effect on our stockholders.

We have a limited operating history and are not profitable and may never become profitable.

We were formed in April 2007 and were a �shell� company with no specific business plan or purpose until we acquired Former Puma on
October 4, 2011. Former Puma was a development-stage company formed in September 2010 and, prior to entering into the license agreement
with Pfizer in August 2011, its operations were limited to identifying compounds for in-licensing. As a result, we have a history of operating
losses and no meaningful operations upon which to evaluate our business. We expect to incur substantial losses and negative operating cash flow
for the foreseeable future as we continue development of our drug candidates, which we do not expect will be commercially available for a
number of years, if at all. Even if we succeed in developing and commercializing one or more drug candidates, we expect to incur substantial
losses for the foreseeable future and may never become profitable. The successful development and commercialization of any drug candidates
will require us to perform a variety of functions, including:

� undertaking pre-clinical development and clinical trials;
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� participating in regulatory approval processes;

� formulating and manufacturing products;

� initiating and conducting sales and marketing activities; and

� implementing additional internal systems and infrastructure.
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        We will likely need to raise additional capital in order to fund our business and generate significant revenue in order to achieve and
maintain profitability. We may not be able to generate this revenue, raise additional capital or achieve profitability in the future. Our failure to
achieve or maintain profitability could negatively impact the value of our common stock.

We are heavily dependent on the success of neratinib (oral), our lead drug candidate, which is still under clinical development, and we
cannot be certain that neratinib (oral) will receive regulatory approval or be successfully commercialized even if we receive regulatory
approval.

We currently have no products that are approved for commercial sale and may never be able to develop marketable drug products. We expect
that a substantial portion of our efforts and expenditures over the next few years will be devoted to our lead drug candidate, neratinib (oral).
Accordingly, our business currently depends
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heavily on the successful development, regulatory approval and commercialization of neratinib (oral). We cannot be certain that neratinib (oral)
will receive regulatory approval or be successfully commercialized even if we receive regulatory approval. The research, testing, manufacturing,
labeling, approval, sale, marketing and distribution of drug products are and will remain subject to extensive regulation by the FDA and other
regulatory authorities in the United States and other countries that each have differing regulations. We are not permitted to market neratinib
(oral) in the United States until it receives approval of a New Drug Application, or NDA, from the FDA, or in any foreign countries until it
receives the requisite approval from such countries. We have not submitted an NDA to the FDA or comparable applications to other regulatory
authorities and do not expect to be in a position to do so for the foreseeable future. Obtaining approval of an NDA is an extensive, lengthy,
expensive and inherently uncertain process, and the FDA may delay, limit or deny approval of neratinib (oral) for many reasons, including:

� we may not be able to demonstrate that neratinib (oral) is safe and effective as a treatment for our targeted indications to the
satisfaction of the FDA;

� the results of its clinical studies may not meet the level of statistical or clinical significance required by the FDA for marketing
approval;

� the FDA may disagree with the number, design, size, conduct or implementation of our clinical studies;

� the CRO that we retain to conduct clinical studies may take actions outside of our control that materially adversely impact our
clinical studies;

� the FDA may not find the data from pre-clinical studies and clinical studies sufficient to demonstrate that the clinical and other
benefits of neratinib (oral) outweigh its safety risks;

� the FDA may disagree with our interpretation of data from our pre-clinical studies and clinical studies or may require that we
conduct additional studies;

� the FDA may not accept data generated at our clinical study sites;

� if our NDA is reviewed by an advisory committee, the FDA may have difficulties scheduling an advisory committee meeting in a
timely manner or the advisory committee may recommend against approval of our application or may recommend that the FDA
require, as a condition of approval, additional pre-clinical studies or clinical studies, limitations on approved labeling or distribution
and use restrictions;

� the advisory committee may recommend that the FDA require, as a condition of approval, additional pre-clinical studies or clinical
studies, limitations on approved labeling or distribution and use restrictions;

� the FDA may require development of a Risk Evaluation and Mitigation Strategy, or REMS, as a condition of approval;

� the FDA may identify deficiencies in the manufacturing processes or facilities of our third-party manufacturers; or
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� the FDA may change its approval policies or adopt new regulations.
Clinical trials are very expensive, time-consuming and difficult to design and implement.

Each of our drug candidates is still in development and will require extensive clinical testing before we are prepared to submit an NDA for
regulatory approval. We cannot predict with any certainty if or when we might submit an NDA for regulatory approval for any of our drug
candidates or whether any such NDA will be approved by the FDA. Human clinical trials are very expensive and difficult to design and
implement, in part because they are subject to rigorous regulatory requirements. The clinical trial process is also time-consuming. We estimate
that clinical trials of our drug candidates will take at least several years to complete. Furthermore, failure can occur at any stage of the trials, and
we could encounter problems that cause us to abandon or repeat clinical trials. The commencement and completion of clinical trials may be
delayed by several factors, including:

� failure to obtain regulatory approval to commence a trial;

� unforeseen safety issues;

� determination of dosing issues;

� lack of effectiveness during clinical trials;

� inability to reach agreement on acceptable terms with prospective CROs and clinical trial sites;

� slower than expected rates of patient recruitment;

� failure to manufacture sufficient quantities of a drug candidate for use in clinical trials;

� inability to monitor patients adequately during or after treatment; and

� inability or unwillingness of medical investigators to follow our clinical protocols.
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Further, we, the FDA or an Institutional Review Board, or IRB, may suspend our clinical trials at any time if it appears that we or our
collaborators are failing to conduct a trial in accordance with regulatory requirements, that we are exposing participants to unacceptable health
risks, or if the FDA finds deficiencies in our IND submissions or the conduct of these trials. Therefore, we cannot predict with any certainty the
schedule for commencement and completion of future clinical trials. If we experience delays in the commencement or completion of our clinical
trials, or if we terminate a clinical trial prior to completion, the commercial prospects of our drug candidates could be harmed, and our ability to
generate revenues from the drug candidates may be delayed. In addition, any delays in our clinical trials could increase our costs, slow down the
approval process and jeopardize our ability to commence product sales and generate revenues. Any of these occurrences may harm our business,
financial condition and results of operations.

Enrollment and retention of patients in clinical trials is an expensive and time-consuming process and could be made more difficult or
rendered impossible by multiple factors outside our control.

We may encounter delays in enrolling, or be unable to enroll, a sufficient number of patients to complete any of our clinical trials, and even once
enrolled we may be unable to retain a sufficient number of patients to complete any of our trials. Patient enrollment and retention in clinical
trials depends on many factors, including the size of the patient population, the nature of the trial protocol, the existing body of safety and
efficacy data with respect to the study drug, the number and nature of competing treatments and ongoing clinical trials of competing drugs for
the same indication, the proximity of patients to clinical sites and the eligibility criteria for the study. Furthermore, any negative results we may
report in clinical trials of any of our drug candidates may make it difficult or impossible to recruit and retain patients in other clinical studies of
that same drug candidate. Delays or failures in planned patient enrollment and/or retention may result in increased costs, program delays or both,
which could have a harmful effect on our ability to develop our drug candidates, or could render further development impossible. In addition, we
expect to rely on CROs and clinical trial sites to ensure proper and timely conduct of our future clinical trials and, while we intend to enter into
agreements governing their services, we will be limited in our ability to compel their actual performance.

The results of our clinical trials may not support our drug candidate claims.

Even if our clinical trials are completed as planned, we cannot be certain that their results will support the safety and effectiveness of our drug
candidates for our targeted indications. Success in pre-clinical testing and early clinical trials does not ensure that later clinical trials will be
successful, and we cannot be sure that the results of later clinical trials will replicate the results of prior clinical trials and pre-clinical testing. A
failure of a clinical trial to meet its predetermined endpoints would likely cause us to abandon a drug candidate and may delay development of
other drug candidates. Any delay in, or termination of, our clinical trials will delay the filing of our NDAs with the FDA and, ultimately, our
ability to commercialize our drug candidates and generate product revenues.

Physicians and patients may not accept and use our drugs.

Even if the FDA approves one or more of our drug candidates, physicians and patients may not accept and use them. Acceptance and use of our
product will depend upon a number of factors including:

� perceptions by members of the health care community, including physicians, about the safety and effectiveness of our drug;

� cost-effectiveness of our products relative to competing products;

� availability of reimbursement for our products from government or other healthcare payors; and

� effectiveness of marketing and distribution efforts by us and our licensees and distributors, if any.
Because we expect sales of our current drug candidates, if approved, to generate substantially all of our product revenues for the foreseeable
future, the failure of these drugs to find market acceptance would harm our business and could require us to seek additional financing.
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We rely on third-parties to conduct our pre-clinical and clinical trials. If these third-parties do not successfully carry out their contractual
duties or meet expected deadlines, we may not be able to obtain regulatory approval for our drug candidates.

We depend upon independent investigators and collaborators, such as CROs, universities and medical institutions, to conduct our pre-clinical
and clinical trials under agreements with us. These collaborators are not our employees and we cannot control the amount or timing of resources
that they devote to our programs. Nevertheless, we are responsible for ensuring that each of our clinical trials is conducted in accordance with
regulatory requirements and the applicable protocol. These investigators may not assign as great a priority to our programs or pursue them as
diligently as we would if we were undertaking such programs ourselves. If outside collaborators fail to devote sufficient time and resources to
our drug-development programs, or if their performance is substandard or otherwise fails to satisfy applicable regulatory requirements, the
approval of our FDA applications, if any, and our introduction of new drugs, if any, will be delayed. These collaborators may also have
relationships with other commercial entities, some of whom may compete with us. If our collaborators assist our competitors to our detriment,
our competitive position would be harmed. If any of our relationships with these third-party collaborators terminate, we may not be able to enter
into arrangements with alternative third-parties on commercially reasonable terms, or at all. Switching or adding additional third-parties to our
clinical trial programs can involve substantial costs and require extensive management time and focus.

We will rely exclusively on third-parties to formulate and manufacture our drug candidates. The commercialization of any of our drug
candidates could be stopped, delayed or made less profitable if those third-parties fail to provide us with sufficient quantities of product or
fail to do so at acceptable quality levels or prices.

We have no experience in drug formulation or manufacturing and do not intend to establish our own manufacturing facilities. We lack the
resources and expertise to formulate or manufacture our own drug candidates. While our drug candidates were being developed by Pfizer, both
the drug substance and drug product were manufactured by third-party contractors. We are using the same third-party contractors to
manufacture, supply, store and distribute drug supplies for our clinical trials. If we are unable to continue our relationships with one or more of
these third-party contractors, we could experience delays in our development efforts as we locate and qualify new manufacturers. If any of our
current drug candidates or any drug candidates we may develop or acquire in the future receive FDA approval, we intend to rely on one or more
third-party contractors to manufacture the commercial supply of our drugs. Our anticipated future reliance on a limited number of third-party
manufacturers exposes us to the following risks:

� We may be unable to identify manufacturers on acceptable terms or at all because the number of potential manufacturers is limited
and the FDA must approve any replacement contractor. This approval would require new testing and compliance inspections. In
addition, a new manufacturer would have to be educated in, or develop substantially equivalent processes for, production of our
products after receipt of FDA approval, if any.

� Our third-party manufacturers might be unable to formulate and manufacture our drugs in the volume and of the quality required to
meet our clinical needs and commercial needs, if any.

� Our future contract manufacturers may not perform as agreed or may not remain in the contract manufacturing business for the time
required to supply our clinical trials or to successfully produce, store and distribute our products.

� Drug manufacturers are subject to ongoing periodic unannounced inspection by the FDA, the Drug Enforcement Administration, and
corresponding state agencies to ensure strict compliance with regulations on current good manufacturing practices, or cGMPs and
other government regulations and corresponding foreign standards. We do not have control over third-party manufacturers�
compliance with these regulations and standards.

� If any third-party manufacturer makes improvements in the manufacturing process for our products, we may not own, or may have to
share, the intellectual property rights to the innovation.

Each of these risks could delay (i) our clinical trials, (ii) the approval, if any, of our drug candidates by the FDA or (iii) the commercialization of
our drug candidates or result in higher costs or deprive us of potential product revenues.
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We have no experience selling, marketing or distributing products and no internal capability to do so.

We currently have no sales, marketing or distribution capabilities. We do not anticipate having the resources in the foreseeable future to allocate
to the sales and marketing of our proposed products. Our future success will depend, in part, on our ability to enter into and maintain
collaborative relationships for such capabilities, the collaborator�s strategic interest in the products under development and such collaborator�s
ability to successfully market and sell any such products. We intend to pursue collaborative arrangements regarding the sale and marketing of
our products if and when they are approved; however, we cannot assure you that we will be able to establish or maintain such collaborative
arrangements, or if able to do so, that they will have effective sales forces. To the extent that we decide not to, or are unable to, enter into
collaborative arrangements with respect to the sales and marketing of our proposed products, significant capital expenditures, management
resources and time will be required to establish and develop an in-house marketing and sales force with technical expertise. We also cannot
assure you that we will be able to establish or maintain relationships with third-party collaborators or develop in-house sales and distribution
capabilities. To the extent that we depend on third-parties for marketing and distribution, any revenues we receive will depend upon the efforts
of such third-parties, and there can be no assurance that such efforts will be successful. In addition, there can also be no assurance that we will
be able to market and sell our products in the United States or overseas.

We rely significantly on information technology and any failure, inadequacy, interruption or security lapse of that technology, including any
cybersecurity incidents, could harm our ability to operate our business effectively.

Our internal computer systems and those of third-parties with which we contract may be vulnerable to damage from cyber-attacks, computer
viruses, unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures despite the implementation of
security measures. System failures, accidents or security breaches could cause interruptions in our operations, and could result in a material
disruption of our clinical activities and business operations, in addition to possibly requiring substantial expenditures of resources to remedy.
The loss of clinical trial data could result in delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce
the data. To the extent that any disruption or security breach were to result in a loss of, or damage to, our data or applications, or inappropriate
disclosure of confidential or proprietary information, we could incur liability and our research and development programs and the development
of our product candidates could be delayed.

Health care reform measures may hinder or prevent our drug candidates� commercial success.

The United States and some foreign jurisdictions have enacted or are considering enacting a number of legislative and regulatory proposals to
change the healthcare system in ways that could affect our ability to sell our products profitably. Among policy makers and payors in the United
States and elsewhere, there is significant interest in promoting changes in healthcare systems with the stated goals of containing healthcare costs,
improving quality and/or expanding access. In the United States, the pharmaceutical industry has been a particular focus of these efforts and has
been significantly affected by major legislative initiatives.

In March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Affordability Reconciliation Act,
or collectively, PPACA, became law in the United States. PPACA substantially changed and will continue to change the way healthcare is
financed by both governmental and private insurers and significantly affects the pharmaceutical industry. Among the provisions of PPACA of
greatest importance to the pharmaceutical industry are the following:

� an annual, nondeductible fee on any entity that manufactures or imports certain branded prescription drugs and biologic agents,
apportioned among these entities according to their market share in certain government healthcare programs, beginning in 2011;

� an increase in the rebates a manufacturer must pay under the Medicaid Drug Rebate Program, retroactive to January 1, 2010, to
23.1% and 13% of the average manufacturer price for branded and generic drugs, respectively;

� a new Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50% point-of-sale discounts off
negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for the
manufacturers� outpatient drugs to be covered under Medicare Part D, beginning in 2011;
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� expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to offer Medicaid coverage to
additional individuals beginning in April 2010 and by adding new eligibility categories for certain individuals with income at or
below 133% of the Federal Poverty Level beginning in 2014, thereby potentially increasing manufacturers� Medicaid rebate liability;

� increase in the number of entities eligible for discounts under the Public Health Service pharmaceutical pricing program, effective in
January 2010;

� new requirements to report certain financial arrangements with physicians, including reporting any �transfer of value� made or
distributed to prescribers and other healthcare providers, effective March 30, 2013, and reporting any investment interests held by
physicians and their immediate family members during the preceding calendar year;

� a new requirement to annually report drug samples that manufacturers and distributors provide to physicians, effective April 1, 2012;

� a licensure framework for follow-on biologic products; and

� a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical effectiveness
research, along with funding for such research.

The PPACA also requires adults not covered by employer or government-sponsored insurance plans to maintain health insurance coverage or
pay a penalty, a provision commonly referred to as the individual mandate. Following court challenges to the constitutionality of the individual
mandate and aspects of Medicaid expansion, on June 28, 2012, the U.S. Supreme Court upheld the constitutionality of the individual mandate,
and invalidated requirements that states forfeit certain federal funding if they do not expand Medicaid coverage as prescribed by PPACA.
Although the Court left the remainder of PPACA intact, Congress has proposed a number of legislative initiatives, including the possible repeal
of PPACA in its entirety. We cannot assure you that the PPACA, as currently enacted or as amended in the future, will not adversely affect our
business and financial results, and we cannot predict all of the ways in which future federal or state legislative or administrative changes relating
to healthcare reform will affect our business.

Nevertheless, we anticipate that the PPACA, as well as other healthcare reform measures that may be adopted in the future, may result in more
rigorous coverage criteria and in additional downward pressure on the price that we receive for any approved product, and could seriously harm
our business. Any reduction in reimbursement from Medicare or other government programs may result in a similar reduction in payments from
private payors. Thus, we expect to experience pricing pressures in connection with the sale of neratinib (oral), neratinib (intravenous), PB357
and any other products that we may develop, due to the trend toward managed healthcare, the increasing influence of health maintenance
organizations and additional legislative proposals. There may be additional pressure by payors and healthcare providers to use generic drugs that
contain the active ingredients found in neratinib (oral), neratinib (intravenous), PB357 or any other drug candidates that we may develop. If we
fail to successfully secure and maintain adequate coverage and reimbursement for our products or are significantly delayed in doing so, we will
have difficulty achieving market acceptance of our products and expected revenue and profitability which would have a material adverse effect
on our business, results of operations and financial condition.

We may be subject, directly or indirectly, to federal and state healthcare fraud and abuse and false claims laws and regulations. Prosecutions
under such laws have increased in recent years and we may become subject to such litigation. If we are unable to comply, or have not fully
complied, with such laws, we could face substantial penalties.

If we obtain FDA approval for any of our drug candidates and begin commercializing those products in the United States, our operations may be
directly, or indirectly through our customers, subject to various state and federal fraud and abuse laws, including, without limitation, the federal
Anti-Kickback Statute and federal False Claims Act and the state law equivalents of such laws. These laws may impact, among other things, our
proposed sales, marketing and education programs.

The federal Anti-Kickback Statute prohibits persons from knowingly and willingly soliciting, offering, receiving or providing remuneration,
directly or indirectly, in exchange for or to induce either the referral of an individual, or the furnishing or arranging for a good or service, for
which payment may be made under a federal healthcare program such as the Medicare and Medicaid programs. The Anti-Kickback Statute is
broad and, despite a series of narrow safe harbors, prohibits many arrangements and practices that are lawful in businesses outside of the
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sanctions such as fines, imprisonment and possible exclusion from Medicare, Medicaid and other federal healthcare programs. Many states have
also adopted laws similar to the federal Anti-Kickback Statute, some of which apply to the referral of patients for healthcare items or services
reimbursed by any source, including private insurance programs.

The federal False Claims Act prohibits persons from knowingly filing, or causing to be filed, a false claim, or the knowing use of false
statements, to obtain payment from the federal government. Suits filed under the False Claims Act, known as �qui tam� actions, can be brought by
any individual on behalf of the government, and such individuals, commonly known as �whistleblowers,� may share in any amounts paid by the
entity to the government in fines or settlement. The frequency of filing qui tam actions has increased significantly in recent years, causing
greater numbers of pharmaceutical, medical device and other healthcare companies to have to defend False Claims Act actions. When it is
determined that an entity has violated the False Claims Act, the entity may be required to pay up to three times the actual damages sustained by
the government, plus civil penalties for each separate false claim. Various states have also enacted laws modeled after the federal False Claims
Act.

The recently enacted PPACA, among other things, amends the intent requirement of the federal Anti-Kickback Statute and criminal healthcare
fraud statutes. A person or entity no longer needs to have actual knowledge of this statute or specific intent to violate it. In addition, the PPACA
provides that the government may assert that a claim including items or services resulting from a violation of the federal Anti-Kickback Statute
constitutes a false or fraudulent claim for purposes of the False Claims Act.

We are unable to predict whether we could be subject to actions under any of these or other fraud and abuse laws, or the impact of such actions.
If we are found to be in violation of any of the laws described above and other applicable state and federal fraud and abuse laws, we may be
subject to penalties, including civil and criminal penalties, damages, fines, exclusion from government healthcare reimbursement programs and
the curtailment or restructuring of our operations, all of which could have a material adverse effect on our business and results of operations.

If we cannot compete successfully for market share against other drug companies, we may not achieve sufficient product revenue and our
business will suffer.

The market for our drug candidates is characterized by intense competition and rapid technological advances. If any of our drug candidates
receives FDA approval, it will compete with a number of existing and future drugs and therapies developed, manufactured and marketed by
others. Existing or future competing products may provide greater therapeutic convenience or clinical or other benefits for a specific indication
than our products, or may offer comparable performance at a lower cost. In addition, a large number of companies are pursuing the development
of pharmaceuticals that target the same diseases and conditions that we are targeting. If our products fail to capture and maintain market share,
we may not achieve sufficient product revenue and our business will suffer.

We will compete against fully integrated pharmaceutical companies and smaller companies that are collaborating with larger pharmaceutical
companies, academic institutions, government agencies and other public and private research organizations. Many of these competitors have
oncology compounds that have already been approved or are in development. In addition, many of these competitors, either alone or together
with their collaborative partners, operate larger research and development programs or have substantially greater financial resources than we do,
as well as significantly greater experience in the following:

� developing drugs;

� undertaking pre-clinical testing and clinical trials;

� obtaining FDA and other regulatory approvals of drugs;

� formulating and manufacturing drugs; and

� launching, marketing and selling drugs.
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Our ability to generate product revenues will be diminished if our drugs sell for inadequate prices or patients are unable to obtain adequate
levels of reimbursement.

Our ability to commercialize our drugs, alone or with collaborators, will depend in part on the extent to which reimbursement will be available
from the following:

� government and health administration authorities;

� private health maintenance organizations and health insurers; and

� other healthcare payors.
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Significant uncertainty exists as to the reimbursement status of newly approved healthcare products. Healthcare payors, including Medicare, are
challenging the prices charged for medical products and services. Government and other healthcare payors increasingly attempt to contain
healthcare costs by limiting both coverage and the level of reimbursement for drugs. Even if one of our drug candidates is approved by the FDA,
insurance coverage may not be available, and reimbursement levels may be inadequate to cover such drug. If government and other healthcare
payors do not provide adequate coverage and reimbursement levels for one of our products, once approved, market acceptance of such product
could be reduced.

We may be exposed to liability claims associated with the use of hazardous materials and chemicals.

Our research and development activities may involve the controlled use of hazardous materials and chemicals. Although we believe that our
safety procedures for using, storing, handling and disposing of these materials comply with federal, state and local laws and regulations, we
cannot completely eliminate the risk of accidental injury or contamination from these materials. In the event of such an accident, we could be
held liable for any resulting damages and any liability could materially adversely affect our business, financial condition and results of
operations. In addition, the federal, state and local laws and regulations governing the use, manufacture, storage, handling and disposal of
hazardous or radioactive materials and waste products may require us to incur substantial compliance costs that could materially adversely affect
our business, financial condition and results of operations.

The loss of one or more key members of our management team could adversely affect our business.

Our success and future growth depends to a significant degree on the skills and continued services of our management team, in particular Alan
H. Auerbach, our President and Chief Executive Officer. If Mr. Auerbach resigns or becomes unable to continue in his present role and is not
adequately replaced, our business operations could be materially adversely affected. We do not maintain �key man� life insurance for
Mr. Auerbach.

If we are unable to hire additional qualified personnel, our ability to grow our business may be harmed.

As of September 30, 2012, we had 42 employees, including our President and Chief Executive Officer. Our future success depends on our ability
to identify, attract, hire, train, retain and motivate other highly skilled scientific, technical, marketing, managerial and financial personnel.
Although we will seek to hire and retain qualified personnel with experience and abilities commensurate with our needs, there is no assurance
that we will succeed despite their collective efforts. Competition for personnel is intense, and any failure to attract and retain the necessary
technical, marketing, managerial and financial personnel would have a material adverse effect on our business, prospects, financial condition and
results of operations.

We may not successfully manage our growth.

Our success will depend upon the expansion of our operations and our ability to successfully manage our growth. Our future growth, if any, may
place a significant strain on our management and on our administrative, operational and financial resources. Our ability to manage our growth
effectively will require us to implement and improve our operational, financial and management systems and to expand, train, manage and
motivate our employees. These demands may require the hiring of additional management personnel and the development of additional expertise
by management. Any increase in resources devoted to research and product development without a corresponding increase in our operational,
financial and management systems could have a material adverse effect on our business, financial condition and results of operations.

We may be adversely affected by the current economic environment.

Our ability to attract and retain collaborators or customers, invest in and grow our business and meet our financial obligations depends on our
operating and financial performance, which, in turn, is subject to numerous factors, including the prevailing economic conditions and financial,
business and other factors beyond our control, such as the rate of unemployment, the number of uninsured persons in the United States and
inflationary pressures. We cannot anticipate all the ways in which the current economic climate and financial market conditions could adversely
impact our business.
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We are exposed to risks associated with reduced profitability and the potential financial instability of our collaborators or customers, many of
which may be adversely affected by volatile conditions in the financial markets. For example, unemployment and underemployment, and the
resultant loss of insurance, may decrease the demand for healthcare services and pharmaceuticals. If fewer patients are seeking medical care
because they do not have insurance coverage, our collaboration partners or customers may experience reductions in revenues, profitability and/or
cash flow that could lead them to modify, delay or cancel orders for our products once commercialized. If collaboration partners or customers
are not successful in generating sufficient revenue or are precluded from securing financing, they may not be able to pay, or may delay payment
of, accounts receivable that are owed to us. This, in turn, could adversely affect our financial condition and liquidity. In addition, if economic
challenges in the United States result in widespread and prolonged unemployment, either regionally or on a national basis, prior to the
effectiveness of certain provisions of the PPACA, a substantial number of people may become uninsured or underinsured. To the extent
economic challenges result in fewer individuals pursuing or being able to afford our products once commercialized, our business, results of
operations, financial condition and cash flows could be adversely affected.

We may incur substantial liabilities and may be required to limit commercialization of our products in response to product liability lawsuits.

The testing and marketing of medical products entail an inherent risk of product liability. If we cannot successfully defend ourselves against
product liability claims, we may incur substantial liabilities or be required to limit commercialization of our products. If we are unable to obtain
sufficient product liability insurance at an acceptable cost to protect against potential product liability claims, the commercialization of
pharmaceutical products we develop, alone or with collaborators, could be prevented or inhibited.

Our cash and cash equivalents could be adversely affected if the financial institutions in which we hold our cash and cash equivalents fail.

We regularly maintain cash balances at third-party financial institutions in excess of the Federal Deposit Insurance Corporation (FDIC)
insurance limit. While we monitor daily the cash balances in the operating accounts and adjust the balances as appropriate, these balances could
be impacted, and there could be a material adverse effect on our business, if one or more of the financial institutions with which we deposit fails
or is subject to other adverse conditions in the financial or credit markets. To date we have experienced no loss or lack of access to our invested
cash or cash equivalents; however, we can provide no assurance that access to our invested cash and cash equivalents will not be impacted by
adverse conditions in the financial and credit markets.

Risks Related to Our Intellectual Property

We depend significantly on intellectual property licensed from Pfizer and the termination of this license would significantly harm our
business and future prospects.

We depend significantly on our license agreement with Pfizer. Our license agreement with Pfizer may be terminated by Pfizer if we materially
breach the agreement and fail to cure our breach during an applicable cure period. Our failure to use commercially reasonable efforts to develop
and commercialize licensed products in certain specified major market countries would constitute a material breach of the license agreement.
Pfizer may also terminate the license agreement if we become involved in bankruptcy, receivership, insolvency or similar proceedings. In the
event our license agreement with Pfizer is terminated, we will lose all of our rights to develop and commercialize the drug candidates covered by
such license, which would significantly harm our business and future prospects.

Our proprietary rights may not adequately protect our intellectual property and potential products, and if we cannot obtain adequate
protection of our intellectual property and potential products, we may not be able to successfully market our potential products.

Our commercial success will depend in part on obtaining and maintaining intellectual property protection for our products, formulations,
processes, methods and other technologies. We will only be able to protect these technologies and products from unauthorized use by
third-parties to the extent that valid and enforceable intellectual property rights, including patents, cover them, or other market exclusionary
rights apply.
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The patent positions of pharmaceutical companies, like ours, can be highly uncertain and involve complex legal and factual questions for which
important legal principles remain unresolved. No consistent policy regarding the breadth of claims allowed in such companies� patents has
emerged to date in the United States. The general environment for pharmaceutical patents outside the United States also involves significant
uncertainty. Accordingly, we cannot predict the breadth of claims that may be allowed or enforced, or that the scope of these patent rights could
provide a sufficient degree of future protection that could permit us to gain or keep our competitive advantage with respect to these products and
technology. For example, we cannot predict:

� the degree and range of protection any patents will afford us against competitors, including whether third-parties will find ways to
make, use, sell, offer to sell or import competitive products without infringing our patents;

� if and when patents will issue;

� whether or not others will obtain patents claiming inventions similar to those covered by our patents and patent applications; or

� whether we will need to initiate litigation or administrative proceedings in connection with patent rights, which may be costly
whether we win or lose.

The patents we have licensed may be subject to challenge and possibly invalidated or rendered unenforceable by third-parties. Changes in either
the patent laws or in the interpretations of patent laws in the United States or other countries may diminish the value of our intellectual property.

In addition, others may independently develop similar or alternative products and technologies that may be outside the scope of our intellectual
property. Furthermore, others may have invented technology claimed by our patents before we or our licensors did so, and they may have filed
patents claiming such technology before we did so, weakening our ability to obtain and maintain patent protection for such technology. Should
third-parties obtain patent rights to similar products or technology, this may have an adverse effect on our business.

We may also rely on trade secrets to protect our technology, especially where we do not believe patent protection is appropriate or obtainable.
Trade secrets, however, are difficult to protect. While we believe that we will use reasonable efforts to protect our trade secrets, our own or our
strategic partners� employees, consultants, contractors or advisors may unintentionally or willfully disclose our information to competitors. We
seek to protect this information, in part, through the use of non-disclosure and confidentiality agreements with employees, consultants, advisors
and others. These agreements may be breached, and we may not have adequate remedies for a breach. In addition, we cannot ensure that those
agreements will provide adequate protection for our trade secrets, know-how or other proprietary information or prevent their unauthorized use
or disclosure.

To the extent that consultants or key employees apply technological information independently developed by them or by others to our potential
products, disputes may arise as to the proprietary rights in such information, which may not be resolved in our favor. Consultants and key
employees that work with our confidential and proprietary technologies are required to assign all intellectual property rights in their discoveries
to us. However, these consultants or key employees may terminate their relationship with us, and we cannot preclude them indefinitely from
dealing with our competitors. If our trade secrets become known to competitors with greater experience and financial resources, the competitors
may copy or use our trade secrets and other proprietary information in the advancement of their products, methods or technologies. If we were to
prosecute a claim that a third-party had illegally obtained and was using our trade secrets, it could be expensive and time consuming and the
outcome could be unpredictable. In addition, courts outside the United States are sometimes less willing to protect trade secrets than courts in the
United States. Moreover, if our competitors independently develop equivalent knowledge, we would lack any legal or contractual claim to
prevent them from using such information, and our business could be harmed.
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Our ability to commercialize our potential products will depend on our ability to sell such products without infringing the patent or
proprietary rights of third-parties. If we are sued for infringing intellectual property rights of third-parties, it will be costly and time
consuming, and an unfavorable outcome in that litigation would have a material adverse effect on our business.

Our ability to commercialize our potential products will depend on our ability to sell such products without infringing the patents or other
proprietary rights of third-parties. Third-party intellectual property rights in our field are complicated and continuously evolving. The coverage
of patents is subject to interpretation by the courts, and this interpretation is not always consistent.

Other companies may have or may acquire intellectual property rights that could be enforced against us. If they do so, we may be required to
alter our products, formulations, processes, methods or other technologies, obtain a license, assuming one can be obtained, or cease our
product-related activities. If our products or technologies infringe the intellectual property rights of others, they could bring legal action against
us or our licensors or collaborators claiming damages and seeking to enjoin any activities that they believe infringe their intellectual property
rights. If we are sued for patent infringement, we would need to demonstrate that our products or methods of use either do not infringe the patent
claims of the relevant patent or that the patent claims are invalid or unenforceable, and we may not be able to do this. Proving the invalidity of a
patent is particularly difficult in the United States, since it requires a showing of clear and convincing evidence to overcome the presumption of
validity enjoyed by issued patents. If we are found to infringe a third-party patent, we may need to cease the commercial sale of our products.

Because patent applications can take many years to issue, there may be currently pending applications unknown to us or reissue applications that
may later result in issued patents upon which our products or technologies may infringe. There could also be existing patents of which we are
unaware that our products or technologies may infringe. In addition, if third-parties file patent applications or obtain patents claiming products or
technologies also claimed by us in pending applications or issued patents, we may have to participate in interference proceedings in the U.S.
Patent and Trademark Office, or USPTO, to determine priority of invention. If third-parties file oppositions in foreign countries, we may also
have to participate in opposition proceedings in foreign tribunals to defend the patentability of our filed foreign patent applications. Some of our
competitors may be able to sustain the costs of complex patent litigation more effectively than we can because they have substantially greater
resources. Additionally, any uncertainties resulting from the initiation and continuation of any litigation may have a material adverse effect on
our ability to raise the funds necessary to continue our operations.

If a third-party claims that we infringe its intellectual property rights, it could cause our business to suffer in a number of ways, including:

� we may become involved in time-consuming and expensive litigation, even if the claim is without merit, the third-party�s patent is
ultimately invalid or unenforceable, or we are ultimately found to have not infringed;

� we may become liable for substantial damages for past infringement if a court decides that our technologies infringe upon a
third-party�s patent;

� we may be ordered by a court to stop making, selling or licensing our products or technologies without a license from a patent
holder, and such license may not be available on commercially acceptable terms, if at all, or may require us to pay substantial
royalties or grant cross-licenses to our patents; and

� we may have to redesign our products so that they do not infringe upon others� patent rights, which may not be possible or could
require substantial investment and/or time.

If any of these events occur, our business could suffer and the market price of our common stock may decline.

As is common in the biotechnology and pharmaceutical industries, we employ individuals who were previously employed at other companies in
these industries, including our competitors or potential competitors. We may become subject to claims that these employees or we have
inadvertently or otherwise used or disclosed trade secrets or other proprietary information of their former employers, although no such claims
are pending. Litigation may be necessary to defend against these claims. Even if we successfully defend any such claims, we may incur
substantial costs in such defense, and our management may be distracted by these claims.
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Risks Related to Owning Our Common Stock

Our stock price may fluctuate significantly and you may have difficulty selling your shares based on current trading volumes of our stock. In
addition, numerous other factors could result in substantial volatility in the trading price of our stock.

Since October 19, 2012, our common stock has been listed on the New York Stock Exchange. Prior to that time, shares of our common stock
have been quoted for trading on the OTC Bulletin Board and OTCQB Market in limited volumes. We cannot predict the extent to which investor
interest in our company will lead to the development or continuation of an active trading market on the New York Stock Exchange or any other
exchange in the future. We have several stockholders, including affiliated stockholders, who hold substantial blocks of our stock. As of
September 30, 2012, we had 20,040,000 shares of common stock outstanding, and stockholders holding at least 5% of our stock, individually or
with affiliated entities, collectively beneficially owned or controlled approximately 76.7% of such shares. Sales of large numbers of shares by
any of our large stockholders could adversely affect our trading price, particularly given our relatively small historic trading volumes. If
stockholders holding shares of our common stock sell, indicate an intention to sell, or if it is perceived that they will sell, substantial amounts of
their common stock in the public market, the trading price of our common stock could decline. Moreover, if there is no active trading market or
if the volume of trading is limited, holders of our common stock may have difficulty selling their shares.

In addition, the trading price of our common stock may be highly volatile and could be subject to wide fluctuations in response to various
factors, some of which are beyond our control. These factors include:

� actual or anticipated quarterly variation in our results of operations or the results of our competitors;

� announcements of medical innovations or new products by our competitors;

� issuance of new or changed securities analysts� reports or recommendations for our stock;

� developments or disputes concerning our intellectual property or other proprietary rights;

� commencement of, or our involvement in, litigation;

� market conditions in the biopharmaceutical industry;

� timing and announcement of regulatory approvals;

� any future sales of our common stock or other securities in connection with raising additional capital or otherwise;

� any major change to the composition of our board of directors or management; and

� general economic conditions and slow or negative growth of our markets.
The stock market in general, and market prices for the securities of technology-based companies like ours in particular, have from time to time
experienced volatility that often has been unrelated to the operating performance of the underlying companies. These broad market and industry
fluctuations may adversely affect the market price of our common stock, regardless of our operating performance. In several recent situations
where the market price of a stock has been volatile, holders of that stock have instituted securities class action litigation against the company that
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issued the stock. If any of our stockholders were to bring a lawsuit against us, the defense and disposition of the lawsuit could be costly and
divert the time and attention of our management and harm our operating results.

The price of our common stock could be subject to volatility related or unrelated to our operations.

If a market for our common stock develops, its market price could fluctuate substantially due to a variety of factors, including market perception
of our ability to meet our growth projections and expectations, quarterly operating results of other companies in the same industry, trading
volume in our common stock, changes in general conditions in the economy and the financial markets or other developments affecting our
business and the business of others in our industry. In addition, the stock market itself is subject to extreme price and volume fluctuations. This
volatility has had a significant effect on the market price of securities issued by many companies for reasons related and unrelated to their
operating performance and could have the same effect on our common stock.

We incur increased costs and demands upon management as a result of complying with the laws and regulations affecting public companies,
which could harm our operating results.

As a public company, we incur significant legal, accounting and other expenses, including costs associated with public company reporting
requirements. We also incur costs associated with current corporate governance requirements, including requirements under Section 404 and
other provisions of the Sarbanes-Oxley Act of 2002, as amended, or the Sarbanes-Oxley Act, as well as rules implemented by the SEC or the
New York Stock Exchange or any other stock exchange or inter-dealer quotations system on which our common stock may be listed in the
future.
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The expenses incurred by public companies for reporting and corporate governance purposes have increased dramatically in recent years. We
expect these rules and regulations to substantially increase our legal and financial compliance costs and to make some activities more
time-consuming and costly. We are unable to currently estimate these costs with any degree of certainty. We also expect that these new rules and
regulations may make it difficult and expensive for us to obtain director and officer liability insurance, and if we are able to obtain such
insurance, we may be required to accept reduced policy limits and coverage or incur substantially higher costs to obtain the same or similar
coverage available to privately-held companies. As a result, it may be more difficult for us to attract and retain qualified individuals to serve on
our board of directors or as our executive officers.

We are an �emerging growth company,� and may elect to comply with reduced public company reporting requirements applicable to
emerging growth companies, which could make our common stock less attractive to investors.

We are an �emerging growth company,� as defined by the JOBS Act. For as long as we continue to be an emerging growth company, we may
choose to take advantage of exemptions from various public company reporting requirements. These exemptions include, but are not limited to,
(1) not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act, (2) reduced disclosure
obligations regarding executive compensation in our periodic reports, proxy statements and registration statements, and (3) exemptions from the
requirements of holding a nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments not
previously approved. We could be an emerging growth company for up to five years after the first sale of our common equity securities pursuant
to an effective registration statement under the Securities Act, which such fifth anniversary will occur in 2017. However, if certain events occur
prior to the end of such five-year period, including if we become a �large accelerated filer,� our annual gross revenues exceed $1.0 billion or we
issue more than $1.0 billion of non-convertible debt in any three-year period, we would cease to be an emerging growth company prior to the
end of such five-year period. As a result, the information that we provide to our stockholders may be different than you might receive from other
public reporting companies in which you hold equity interests. We cannot predict if investors will find our common stock less attractive as a
result of our reliance on these exemptions. If some investors find our common stock less attractive as a result of any choice we make to reduce
disclosure, there may be a less active trading market for our common stock and our stock price may be more volatile.

Under the JOBS Act, emerging growth companies can delay adopting new or revised accounting standards until such time as those standards
apply to private companies. However, we have irrevocably elected not to avail ourselves of this extended transition period for complying with
new or revised accounting standards and, therefore, we will be subject to the same new or revised accounting standards as other public
companies that are not emerging growth companies.

If we fail to maintain proper and effective internal controls, our ability to produce accurate and timely financial statements could be
impaired, which could harm our operating results, our ability to operate our business and investors� views of us.

We are subject to the rules and regulations of the SEC, including those rules and regulations mandated by the Sarbanes-Oxley Act. Section 404
of the Sarbanes-Oxley Act requires public companies to include in their annual report a statement of management�s responsibilities for
establishing and maintaining adequate internal control over financial reporting, together with an assessment of the effectiveness of those internal
controls. Section 404 also requires the independent auditors of certain public companies to attest to, and report on, this management assessment;
however, as a smaller reporting company and an emerging growth company, we are not yet subject to this attestation requirement. Ensuring that
we have adequate internal financial and accounting controls and procedures in place so that we can produce accurate financial statements on a
timely basis is a costly and time-consuming effort that will need to be evaluated frequently. Our failure to maintain the effectiveness of our
internal controls in accordance with the requirements of the Sarbanes-Oxley Act could have a material adverse effect on our business. We could
lose investor confidence in the accuracy and completeness of our financial reports, which could have an adverse effect on the price of our
common stock. In addition, if our efforts to comply with new or changed laws, regulations, and standards differ from the activities intended by
regulatory or governing bodies due to ambiguities related to practice, regulatory authorities may initiate legal proceedings against us and our
business may be harmed.
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If securities or industry analysts do not publish, or cease publishing, research or reports about us, our business or our market, or if they
change their recommendations regarding our stock adversely, our stock price and trading volume could decline.

The trading market for our common stock will be influenced by whether industry or securities analysts publish research and reports about us, our
business, our market or our competitors and, if any analysts do publish such reports, what they publish in those reports. We may not obtain
analyst coverage in the future. Any analysts who do cover us may make adverse recommendations regarding our stock, adversely change their
recommendations from time to time, and/or provide more favorable relative recommendations about our competitors. If any analyst who may
cover us in the future were to cease coverage of our company or fail to regularly publish reports on us, or if analysts fail to cover us or publish
reports about us at all, we could lose, or never gain, visibility in the financial markets, which in turn could cause our stock price or trading
volume to decline.

We do not foresee paying cash dividends in the foreseeable future.

We currently intend to retain any future earnings for funding growth. We do not anticipate paying any dividends in the foreseeable future. As a
result, you should not rely on an investment in our securities if you require dividend income. Capital appreciation, if any, of our shares may be
your sole source of gain for the foreseeable future. Moreover, you may not be able to re-sell your shares in us at or above the price you paid for
them.

Our ability to use our net operating losses to offset future taxable income 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� is subject to limitations on its ability to utilize its pre-change net operating losses, or NOLs, to offset future taxable income. Our existing
NOLs may be subject to limitations arising from previous ownership changes, and if we undergo an ownership change, our ability to utilize
NOLs could be further limited by Section 382 of the Code. Future changes in our stock ownership, some of which might be beyond our control,
could result in an ownership change under Section 382 of the Code. Furthermore, our ability to utilize NOLs of any companies we may acquire
in the future may be subject to limitations. For these reasons, in the event we experience a change of control, we may not be able to utilize a
material portion of the NOLs reflected on our balance sheet, even if we attain profitability.

Item 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS
During the quarter ended September 30, 2012, the Company did not sell any of its equity securities without registration under the Securities Act
of 1933, as amended, and did not repurchase any of its securities.

Item 3. DEFAULTS UPON SENIOR SECURITIES
None.

Item 4. MINE SAFETY DISCLOSURES
Not applicable.

Item 5. OTHER INFORMATION
None.

Item 6. EXHIBITS
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(a) Exhibits required by Item 601 of Regulation S-K.

Exhibit Description

  31.1 Certification of Principal Executive Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002, with respect to the
registrant�s Quarterly Report on Form 10-Q for the quarter ended September 30, 2012

  31.2 Certification of Principal Financial Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002, with respect to the
registrant�s Quarterly Report on Form 10-Q for the quarter ended September 30, 2012

  32.1 Certification of Principal Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002

  32.2 Certification of Principal Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002

101.INS XBRL Instance Document
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Exhibit Description

101.SCH XBRL Taxonomy Extension Schema

101.CAL XBRL Taxonomy Extension Calculation Linkbase

101.DEF XBRL Taxonomy Extension Definition Linkbase

101.LAB XBRL Taxonomy Extension Label Linkbase

101.PRE XBRL Taxonomy Extension Presentation Linkbase

* Pursuant to applicable securities laws and regulations, we are deemed to have complied with the reporting obligation relating to the
submission of interactive data files in such exhibits and are not subject to liability under any anti-fraud provisions of the federal securities
laws as long as we have made a good faith attempt to comply with the submission requirements and promptly amend the interactive data files
after becoming aware that the interactive data files fail to comply with the submission requirements. Users of this data are advised that,
pursuant to Rule 406T, these interactive data files are deemed not filed and otherwise are not subject to liability.
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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.

PUMA BIOTECHNOLOGY, INC.

Date: November 14, 2012 By: /s/ Alan H. Auerbach
Alan H. Auerbach
President and Chief Executive Officer
(Principal Executive Officer)

Date: November 14, 2012 By: /s/ Charles R. Eyler
Charles R. Eyler
Senior Vice President, Finance and Administration and Treasurer
(Principal Financial and Accounting Officer)
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Exhibit 31.1

CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER

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

I, Alan H. Auerbach, certify that:

1. I have reviewed this quarterly report on Form 10-Q of Puma Biotechnology, Inc. for the quarter ended September 30, 2012;

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

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

4. The registrant�s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e)) 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(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting,
to the registrant�s auditors and the audit committee of the registrant�s board of directors (or persons performing the equivalent functions):

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

(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant�s internal
control over financial reporting.

Date: November 14, 2012 /s/ Alan H. Auerbach
Alan H. Auerbach
Principal Executive Officer
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Exhibit 31.2

CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER

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

I, Charles R. Eyler, certify that:

1. I have reviewed this quarterly report on Form 10-Q of Puma Biotechnology, Inc. for the quarter ended September 30, 2012;

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

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

4. The registrant�s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e)) 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(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting,
to the registrant�s auditors and the audit committee of the registrant�s board of directors (or persons performing the equivalent functions):

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

(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant�s internal
control over financial reporting.

Date: November 14, 2012 /s/ Charles R. Eyler
Charles R. Eyler
Principal Financial and Accounting Officer
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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

The following certification is being furnished solely to accompany the Quarterly Report of Puma Biotechnology, Inc. for the quarter ended
September 30, 2012 pursuant to 18 U.S.C. § 1350 and in accordance with SEC Release No. 33-8238. This certification shall not be deemed �filed�
for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, nor shall it be incorporated by reference in any filing of Puma
Biotechnology, Inc. under the Securities Act of 1933, as amended, whether made before or after the date hereof, regardless of any general
incorporation language in such filing.

Certification of Principal Executive Officer

I, Alan H. Auerbach, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that the
Quarterly Report of Puma Biotechnology, Inc. for the quarter ended September 30, 2012 fully complies with the requirements of Section 13(a)
or 15(d) of the Securities Exchange Act of 1934, as amended, and that the information contained in such report fairly presents, in all material
respects, the financial condition and results of operations of Puma Biotechnology, Inc.

Date: November 14, 2012 /s/ Alan H. Auerbach
Alan H. Auerbach
Principal Executive Officer

A signed original of this written statement required by Section 906 has been provided to Puma Biotechnology, Inc. and will be retained by Puma
Biotechnology, Inc. and furnished to the Securities and Exchange Commission or its staff upon request.
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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

The following certification is being furnished solely to accompany the Quarterly Report of Puma Biotechnology, Inc. for the quarter ended
September 30, 2012 pursuant to 18 U.S.C. § 1350 and in accordance with SEC Release No. 33-8238. This certification shall not be deemed �filed�
for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, nor shall it be incorporated by reference in any filing of Puma
Biotechnology, Inc. under the Securities Act of 1933, as amended, whether made before or after the date hereof, regardless of any general
incorporation language in such filing.

Certification of Principal Financial Officer

I, Charles R. Eyler, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that the
Quarterly Report of Puma Biotechnology, Inc. for the quarter ended September 30, 2012 fully complies with the requirements of Section 13(a)
or 15(d) of the Securities Exchange Act of 1934, as amended, and that the information contained in such report fairly presents, in all material
respects, the financial condition and results of operations of Puma Biotechnology, Inc.

Date: November 14, 2012 /s/ Charles R. Eyler
Charles R. Eyler
Principal Financial and Accounting Officer

A signed original of this written statement required by Section 906 has been provided to Puma Biotechnology, Inc. and will be retained by Puma
Biotechnology, Inc. and furnished to the Securities and Exchange Commission or its staff upon request.
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