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Approximate date of commencement of proposed sale to the public: Promptly after the effective date of this Registration Statement.

If the only securities being registered on this Form are being offered pursuant to dividend or interest reinvestment plans, please check the
following box.  ¨

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to Rule 415 under the Securities
Act of 1933, other than securities offered only in connection with dividend or interest reinvestment plans, check the following box.  ¨

If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act, please check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same offering.  ¨

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following box and list the Securities
Act registration statement number of the earlier effective registration statement for the same offering.  ¨

If this Form is a registration statement pursuant to General Instruction I.D. or a post-effective amendment thereto that shall become effective
upon filing with the Commission pursuant to Rule 462(e) under the Securities Act, check the following box.  ¨

If this Form is a post-effective amendment to a registration statement filed pursuant to General Instruction I.D. filed to register additional
securities or additional classes of securities pursuant to Rule 413(b) under the Securities Act, check the following box.  ¨

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 the definitions of �large accelerated filer,� �accelerated filer� and �smaller reporting company� in Rule 12b-2 of the Exchange Act.

Large accelerated filer x Accelerated Filer ¨

Non-accelerated filer ¨  (Do not check if a smaller reporting company) Smaller Reporting Company ¨

The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its effective date until the
registrant shall file a further amendment which specifically states that this registration statement shall thereafter become effective in
accordance with Section 8(a) of the Securities Act of 1933 or until this registration statement shall become effective on such date as the
Commission, acting pursuant to said Section 8(a), may determine.
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The information in this prospectus is not complete and may be changed. We may not sell these securities until the registration statement filed
with the Securities and Exchange Commission is effective. This prospectus is not an offer to sell these securities and it is not soliciting an offer
to buy these securities in any state where the offer or sale is not permitted.

Subject to Completion

Preliminary Prospectus dated February 10, 2014

PROSPECTUS

815,727 Shares

Puma Biotechnology, Inc.
Common Stock

We are selling 815,727 shares of our common stock.

Our shares trade on the New York Stock Exchange under the symbol �PBYI.� On February 7, 2014, the last sale price of the shares as reported on
the New York Stock Exchange was $122.59 per share.

Investing in the common stock involves risks that are described in the �Risk Factors� section beginning on page
10 of this prospectus.

Per Share Total
Public offering price $ $
Underwriting discount (1) $ $
Proceeds, before expenses, to us $ $

(1) See �Underwriting� for additional disclosure regarding underwriting discounts, commissions and estimated offering expenses.
The underwriters may also exercise their option to purchase up to an additional 122,359 shares from us, at the public offering price, less the
underwriting discount, for 30 days after the date of this prospectus.
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Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
determined if this prospectus is truthful or complete. Any representation to the contrary is a criminal offense.

The shares will be ready for delivery on or about                     , 2014.

BofA Merrill Lynch Citigroup Leerink Partners

Cowen and Company UBS Investment Bank

The date of this prospectus is                     , 2014.
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Neither we nor the underwriters have authorized anyone to provide any information other than that contained in this prospectus or in any free
writing prospectus prepared by or on behalf of us or to which we have referred you. We take no responsibility for, and can provide no assurance
as to the reliability of, any other information that others may give you. We and the underwriters are not making an offer to sell these securities in
any jurisdiction where the offer or sale is not permitted. You should assume that the information appearing in this prospectus is accurate only as
of the date on the front cover of this prospectus, regardless of the time of delivery of this prospectus or any sale of our common stock. Our
business, financial condition, results of operations and prospects may have changed since that date.

For investors outside of the United States: Neither we nor the underwriters have done anything that would permit this offering or possession or
distribution of this prospectus in any jurisdiction where action for that purpose is required, other than the United States. Persons outside of the
United States who come into possession of this prospectus must inform themselves about, and observe any restrictions relating to, the offering of
the shares of common stock and the distribution of this prospectus outside of the United States.

This prospectus includes estimates, statistics and other industry and market data that we obtained from industry publications, research, surveys
and studies conducted by third parties and publicly available information. Such data involves a number of assumptions and limitations and
contains projections and estimates of the future performance of the industries in which we operate that are subject to a high degree of
uncertainty. This prospectus also includes data based on our own internal estimates. We caution you not to give undue weight to such
projections, assumptions and estimates.
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PROSPECTUS SUMMARY

The following summary highlights selected information contained elsewhere or incorporated by reference in this prospectus. This summary is
not complete and does not contain all of the information that should be considered before investing in our common stock. Before making an
investment decision, investors should carefully read the entire prospectus, including the information incorporated by reference in this
prospectus, paying particular attention to the risks referred to under the headings �Cautionary Statements Regarding Forward-Looking
Statements,� �Risk Factors� and our financial statements and the notes to those financial statements. As used in this prospectus, unless the
context requires otherwise, the terms �Company,� �we,� �our� and �us� refer to Puma Biotechnology, Inc., a Delaware corporation formed
on April 27, 2007 and formerly known as Innovative Acquisitions Corp., together with its wholly-owned subsidiary, Puma Biotechnology Ltd,
and the term �Former Puma� refers to Puma Biotechnology, Inc., a private Delaware corporation that merged with and into us in October
2011.

Our Company

We are a development-stage biopharmaceutical company 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.

We currently license the rights to three drug candidates:

� PB272 (neratinib (oral)), which we are developing for the treatment of advanced breast cancer patients, non-small cell lung
cancer patients and patients with HER2 mutation-positive solid tumors;

� 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 are evaluating for further development.
We are initially focused on developing neratinib for the treatment of patients with human epidermal growth factor receptor, or EGFR, type 2, or
HER2, positive breast cancer, HER2 mutated non-small cell lung cancer, HER2-negative breast cancer that has a HER2 mutation and other solid
tumors that have an activating mutation in HER2. Studies show that approximately 20% to 25% of breast cancer tumors have an over-expression
of the HER2 protein. Women with breast cancer that over-expresses HER2, referred to as HER2-positive breast cancer, are at greater risk for
disease progression and death than women whose tumors do not over-express HER2. We believe that there are approximately 36,000 patients in
the United States and 34,000 patients in the European Union, or EU, with newly diagnosed HER2-positive breast cancer, representing an
estimated total market opportunity between $1 billion and $2 billion. Therapeutic strategies, such as the use of Herceptin (trastuzumab), Perjeta
(pertuzumab), and Kadcyla (T-DM1), produced by Genentech, and Tykerb (lapatinib), produced by GlaxoSmithKline, given either alone or in
combination with chemotherapy, have been developed to improve the treatment of this cancer by binding HER2. There are also a number of
trials ongoing that involve various combinations of these drugs (for example, Perjeta plus Kadcyla). Based on pre-clinical and clinical studies to
date, we believe that neratinib may offer an advantage over existing treatments by more potently inhibiting HER2 at a different site and using a
different mechanism than these other drugs.

Currently, the first-line therapy approved by the U.S. Food and Drug Administration, or FDA, for treatment of HER2-positive metastatic breast
cancer is the combination of Perjeta plus Herceptin and taxane
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chemotherapy. The drug Tykerb, given in combination with the chemotherapy drug capecitabine, is also FDA approved for the treatment of
HER2-positive metastatic breast cancer that has failed prior treatment. In a Phase III clinical trial, patients with HER2-positive metastatic breast
cancer who received the combination of Tykerb plus capecitabine demonstrated a median progression free survival, or PFS, of 27.1 weeks and a
response rate of 23.7%.

Results from a Phase II clinical study, where patients with HER2-positive metastatic breast cancer who had failed prior treatments were
administered the combination of neratinib and capecitabine, demonstrated a median PFS of 40.3 weeks and an overall response rate of 64%. In
February 2013, we announced that we had reached an agreement with the FDA under a Special Protocol Assessment, or SPA, for our planned
Phase III clinical trial of PB272 in patients with HER2-positive metastatic breast cancer who have failed two or more prior treatments (third-line
disease). The European Medicines Agency, or EMA, has also provided follow-on scientific advice, or SA, consistent with that of the FDA
regarding our Phase III trial design and endpoints to be used and ability of such design to support the submission of an EU Market Authorization
Application, or MAA.

We commenced our Phase III clinical trial of neratinib (oral) for breast cancer patients who have previously failed two or more prior
HER2-directed treatments in the second quarter of 2013. The Phase III trial is a randomized trial of PB272 plus Xeloda versus Tykerb plus
Xeloda in patients with third-line HER2-positive metastatic breast cancer. The trial is expected to enroll approximately 600 patients who will be
randomized (1:1) to receive either PB272 plus Xeloda or Tykerb plus Xeloda. The trial will be conducted at approximately 150 sites in North
America, Europe and Asia-Pacific. The co-primary endpoints of the trial are progression free survival and overall survival. We plan to use the
progression free survival data from the trial as the basis for submission of a New Drug Application, or NDA, to the FDA for accelerated
approval of PB272 for this indication. We also plan to use the progression free survival data from this trial to support a MAA to the EMA for
conditional approval for PB272 in the same indication.

We believe that there are between 5,000 and 6,000 patients in the United States with third line or later HER2-positive metastatic breast cancer
that could benefit from treatment with neratinib, if approved. In 2013, worldwide sales of Tykerb for this indication were approximately
$325 million.

We also have ongoing Phase II and Phase III clinical trials exploring the safety and efficacy of neratinib (oral):

� in combination with temsirolimus in patients with HER2-positive metastatic breast cancer who have failed multiple prior
treatments;

� for the treatment of patients with HER2-positive metastatic breast cancer with brain metastases;

� for the treatment of HER2-positive neoadjuvant breast cancer;

� for the adjuvant treatment of HER2-positive breast cancer in patients who have completed adjuvant treatment with Herceptin;

� for the treatment of patients with first line HER2-positive metastatic breast cancer who have not previously received treatment in
the metastatic setting;

� for the treatment of HER2 mutated non-small cell lung cancer;

� for the treatment of patients with HER2-negative breast cancer that has a HER2 mutation; and

� for the treatment of patients with solid tumors who have an activating HER2 mutation.
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We expect to provide preliminary results for each of these clinical trials in 2014.
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Our safety database includes over 3,000 patients that have been treated with neratinib. To date, the most significant grade 3 or higher adverse
event associated with neratinib has been diarrhea, which occurs in approximately 30% of patients receiving the drug. Historically, once diarrhea
occurred, patients were treated with loperamide and/or a reduction in the dose of neratinib. We have evaluated a prophylactic protocol pursuant
to which a high dose of loperamide, approximately 16 mg, is given together with the initial dose of neratinib and then tapered down during the
first cycle of treatment. In early 2013, an analysis of 24 patients that had received this loperamide prophylaxis protocol together with neratinib
showed that none of the patients had grade 3 or higher diarrhea. We plan to continue evaluating this protocol and expect that this treatment will
help significantly reduce the incidence of diarrhea.

We licensed the exclusive worldwide rights to our current drug candidates from Pfizer Inc., or Pfizer, which had previously been responsible for
the clinical trials regarding neratinib. We have modified Pfizer�s clinical development strategy and during the next 12 to 18 months plan to:

� continue our Phase III clinical trials of neratinib in patients with HER2-positive metastatic breast cancer who have previously
failed two or more prior treatments;

� commence a Phase III trial of neratinib for the neoadjuvant treatment of HER2-positive breast cancer and for the neoadjuvant
treatment of a subset of patients with HER2-negative breast cancer;

� continue the on-going Phase II clinical trials of neratinib in the neoadjuvant treatment of HER2-positive breast cancer, the
ongoing Phase II trial in patients with HER2-positive metastatic breast cancer that has metastasized to the brain, the ongoing
Phase II trial in the treatment of HER2 mutated non-small cell lung cancer, the ongoing Phase II trial in the treatment of patients
with HER2-negative breast cancer that have a HER2 mutation, the ongoing Phase II trial in the treatment of solid tumors that
have an activating HER2 mutation, the ongoing Phase III trial for the adjuvant treatment of HER2 positive breast cancer in
patients who have completed adjuvant treatment with Herceptin, and the ongoing Phase II trial for the treatment of patients with
first line HER2-positive metastatic breast cancer who have not previously received treatment in the metastatic setting; and

� continue to evaluate the application of neratinib in the treatment of other forms of HER2-positive or HER2 mutated cancers
where there may be unmet medical needs.

Pfizer had previously been sponsoring two additional clinical trials of neratinib. The first trial, referred to as the NEfERTT� trial, was a Phase II
randomized trial of neratinib in combination with the anti-cancer drug paclitaxel versus trastuzumab in combination with paclitaxel for the
treatment of patients who have not received previous treatment for HER2-positive metastatic breast cancer. The second trial, referred to as the
ExteNET� trial, was a Phase III study investigating the effects of neratinib after adjuvant trastuzumab in patients with early stage breast cancer. In
October 2011, enrollment in the ExteNET trial was halted at approximately 2,800 patients and the NefERTT trial had completed enrollment at
approximately 450 patients. We anticipate that both the ExteNET and NefERTT trials will report their results in the first half of 2014.

Recent Developments

Basket Trial for HER2 Mutation-Positive Solid Tumors

Based on the results from the Cancer Genome Atlas Study, we estimate that between 2 and 11 percent of each solid tumor has a mutation in
HER2. In the United States, this includes new diagnoses of an estimated 7,000 to 7,500 patients with bladder cancer, 4,000 to 4,500 patients with
colorectal cancer, 1,500 to 2,000 patients with glioblastoma, 1,000 patients with melanoma, 4,000 to 5,000 patients with prostate cancer, 1,000
patients with stomach cancer and 1,000 to 2,000 patients with uterine cancer.

3
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In October 2013, we announced that we had initiated a Phase II clinical trial of neratinib as a single agent in patients with solid tumors who have
an activating HER2 mutation (basket trial). The Phase II basket trial is an open-label, multicenter, multinational study to evaluate the safety and
efficacy of PB272 administered daily to patients who have solid tumors with activating HER2 mutations. The study initially included 6 cohorts
(baskets) of patients, each of which will include one of the following cancers: (1) bladder/urinary tract cancer; (2) colorectal cancer; (3)
endometrial cancer; (4) gastric/esophageal cancer; (5) ovarian cancer; and (6) all other solid tumors (including prostate, melanoma and
pancreatic cancer). Each basket will initially consist of 7 patients. If a certain predetermined objective response rate is seen in the initial cohort
of 7 patients, the basket will be expanded to include a larger number of patients. Additionally, we expect to add two additional baskets to the
basket trial this year to enroll patients with EGFR mutated brain tumors and patients with HER3 mutations.

Top Line Data from I-SPY 2 Trial

In December 2013, we announced top line results from the Phase II clinical trial of neratinib for the neoadjuvant treatment of breast cancer,
referred to as the I-SPY 2 TRIAL. The I-SPY 2 TRIAL, or Investigation of Serial Studies to Predict Your Therapeutic Response with Imaging
And moLecular Analysis 2, is a randomized Phase II clinical trial for women with newly diagnosed Stage 2 or higher (tumor size at least 2.5 cm)
breast cancer that addresses whether adding investigational drugs to standard chemotherapy in the neoadjuvant setting is better than standard
chemotherapy. The primary endpoint is pathological complete response, or pCR, in the breast and the lymph nodes at the time of surgery. The
goal of the trial is to match investigational regimens with patient subsets on the basis of molecular characteristics, referred to as biomarker
signatures, that benefit from the regimen.

The I-SPY 2 TRIAL involves an adaptive trial design based on Bayesian predictive probability that a regimen will be shown to be statistically
superior to standard therapy in an equally randomized 300-patient confirmatory trial. Regimens that have a high Bayesian predictive probability
of showing superiority in at least one of 10 predefined signatures graduate from the trial. Regimens are dropped for futility if they show a low
predictive probability of showing superiority over standard therapy in all 10 signatures. A maximum total of 120 patients can be assigned to each
experimental regimen. A regimen can graduate early and at any time after having 60 patients assigned to it. The neratinib-containing regimen,
which was neratinib plus paclitaxel followed by doxorubicin and cyclophosphamide, graduated from the I-SPY 2 TRIAL based on having a high
probability of success in Phase III with a signature of HER2-positive/HR-negative. In this group, treatment with the neratinib-containing
regimen resulted in a higher pCR rate compared to the control arm, which was standard neoadjuvant chemotherapy: paclitaxel in combination
with Herceptin (trastuzumab) followed by doxorubicin and cyclophosphamide. The Bayesian probability of superiority for the
neratinib-containing regimen compared to standard therapy is 94.7%, which is analogous to a p-value of 0.053. In addition, the Bayesian
predictive probability of showing statistical superiority in a 300-patient Phase III randomized trial of paclitaxel plus neratinib versus paclitaxel
plus trastuzumab, both followed by doxorubicin/cyclophosphamide, is 78.1%.

There were 115 patients assigned to neratinib in the trial, including 65 patients who were HER2-positive. For the patients in the trial who were
HER2-positive, including those who were either hormone receptor-positive or negative, treatment with the neratinib-containing regimen also
resulted in a higher pCR rate compared to the control arm. The Bayesian probability of superiority for the neratinib-containing regimen is
95.3%, which is analogous to a p-value of 0.047. In addition, the Bayesian predictive probability of showing statistical superiority in a
300-patient Phase III randomized trial of paclitaxel plus neratinib versus paclitaxel plus trastuzumab is 72.5%. Based on the results from the
I-SPY 2 TRIAL, neratinib is now eligible for the upcoming I-SPY 3 Phase III trial. We intend to provide additional detail regarding the results
of the I-SPY 2 TRIAL for PB272 at a future scientific meeting.
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Patent Claims for Treating Cancer with T790M Mutation Upheld

In February 2014, the European Patent Office upheld the claims in our licensed European patent (EP 1848414) which were being opposed by
Boehringer Ingelheim International GmbH. The intellectual property portfolio that was licensed from Pfizer in 2011 when we licensed neratinib
included issued patents in a number of countries, including in Europe (EP 1848414) as well as pending patent applications in several countries,
including the United States relating to methods of treating gefitinib and/or erlotinib resistant cancer. More specifically, the patent that was issued
in Europe in April 2011 included specific claims that included a pharmaceutical composition for use in treating cancer in a subject with a cancer
having a mutation in EGFR with a T790M mutation. On November 28, 2011, Boehringer Ingelheim International GmbH filed an opposition to
this patent asking for this patent to be revoked. The Oral Proceedings of the European Patent Office were held in Munich, Germany on February
4, 2014. The decision of the European Patent Office was to uphold the granted claims of the European patent that relate to the T790M mutation
without any modification. This included specific claims that include claims for the pharmaceutical composition comprising an irreversible EGFR
inhibitor for use in treating cancer in a subject having a T790M mutation, and claims for the pharmaceutical composition for use in the treatment
of numerous cancers, including lung cancer and non-small cell lung cancer.

Additional Clinical Information

At the 2010 CTRC-AACR San Antonio Breast Cancer Symposium, the results of the Neo-Sphere study were presented. In this trial, patients
with HER2-positive breast cancer were randomized to receive either the combination of docetaxel plus trastuzumab, the combination of
docetaxel plus pertuzumab, the combination of trastuzumab plus pertuzumab or the combination of docetaxel plus trastuzumab plus pertuzumab,
as a neoadjuvant (preoperative) therapy. The results of the trial demonstrated that the patients who received the combination of docetaxel plus
trastuzumab demonstrated a pathological complete response rate in the breast and lymph nodes of 21.5%, the patients who received docetaxel
plus pertuzumab had a pathological complete response rate of 17.7%, the patients who received pertuzumab plus trastuzumab had a pathological
complete response of 11.2% and the patients who received the combination of docetaxel plus trastuzumab plus pertuzumab had a pathological
complete response rate of 39.3%.

At the 2012 CTRC-AACR San Antonio Breast Cancer Symposium, preclinical data from cell lines that represented patients with HER2 negative
breast cancer that had a mutation in HER2 were presented. The data showed that neratinib demonstrated strong antitumor activity in these cell
lines compared to lapatinib.

Risks Affecting Us

Our business is subject to numerous risks, as more fully described in the section of this prospectus entitled �Risk Factors,� including the following:

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

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

� 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.

� Clinical trials are very expensive, time-consuming and difficult to design and implement.

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

Edgar Filing: PUMA BIOTECHNOLOGY, INC. - Form S-3/A

Table of Contents 12



5

Edgar Filing: PUMA BIOTECHNOLOGY, INC. - Form S-3/A

Table of Contents 13



Table of Contents

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

� 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 any such litigation would have a material adverse effect on our business.

Corporate Information

We were incorporated on April 27, 2007 in Delaware under the name �Innovative Acquisitions Corp.� Until October 4, 2011, we were a �shell�
company with nominal assets and no operations. On September 29, 2011, we entered into an Agreement and Plan of Merger with IAC Merger
Corporation, a Delaware corporation and our wholly-owned subsidiary, or Merger Sub, and Former Puma. On October 4, 2011, Merger Sub
merged with and into Former Puma, and Former Puma, as the surviving entity, became our wholly-owned subsidiary. In this prospectus, we
refer to the merger between Merger Sub and Former Puma as the �Merger.� In November 2012, we established and incorporated Puma
Biotechnology Ltd, a wholly owned subsidiary, for the sole purpose of serving as our legal representative in the United Kingdom and the
European Union in connection with our clinical trial activity in those countries.

Our principal executive offices are located at 10880 Wilshire Boulevard, Suite 2150, Los Angeles, California 90024. Our telephone number is
(424) 248-6500. Our website is www.pumabiotechnology.com. Information contained on our website is not incorporated by reference into, and
should not be considered a part of, this prospectus.
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THE OFFERING

Common Stock Offered by Us 815,727 shares

Common Stock Outstanding After this Offering 29,505,031 shares

Option to Purchase Additional Shares The underwriters have a 30-day option to purchase up to an
additional 122,359 shares of our common stock at the public
offering price less the underwriting discounts and commissions.

Use of Proceeds We intend to use the net proceeds of this offering for the overall
development of our drug candidates, including, but not limited to,
research and development and clinical trial expenditures, and for
general corporate and working capital purposes. See �Use of
Proceeds.�

Assumed Public Offering Price $122.59

Risk Factors You should read the �Risk Factors� section beginning on page 10 of
this prospectus for a discussion of factors to consider before
deciding to invest in shares of our common stock.

New York Stock Exchange Symbol PBYI
Unless otherwise noted, the number of shares of our common stock outstanding prior to and after this offering is based on 28,689,304 shares
outstanding as of September 30, 2013, and excludes:

� 2,373,309 shares of common stock issuable upon the exercise of options outstanding as of September 30, 2013 at a weighted
average exercise price of $14.76 per share;

� 1,143,465 shares of common stock reserved for future issuance under our incentive award plan; and

� 2,116,250 shares of our common stock issuable upon the exercise of a warrant held by Alan Auerbach, our President and Chief
Executive Officer, at $16.00 per share.

Unless otherwise indicated, the information in this prospectus assumes no exercise by the underwriters of their option to purchase additional
shares of common stock from us.
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SUMMARY FINANCIAL DATA

The following tables set forth a summary of our historical financial data as of, and for the periods ended on, the dates indicated. The statement of
operations data for the period from September 15, 2010 (inception) to December 31, 2010 and the years ended December 31, 2011 and 2012 is
derived from our audited financial statements incorporated by reference in this prospectus. The statement of operations data for the nine months
ended September 30, 2012 and 2013 and for the period from September 15, 2010 (inception) to September 30, 2013 and the balance sheet data
as of September 30, 2013 have been derived from our unaudited financial statements incorporated by reference in this prospectus. You should
read this data together with �Management�s Discussion and Analysis of Financial Condition and Results of Operations� and our audited financial
statements and related notes incorporated by reference in this prospectus. Our historical results are not necessarily indicative of results to be
expected in any future period, and our results for any interim period are not necessarily indicative of results to be expected for a full fiscal year.

(in thousands except share

and per share data)

Period from
September 15,

2010

(date of

inception) to

December 31,
2010

Year ended
December 31,

2011

Year ended
December 31,

2012

Nine Months Ended
September 30,

Period from
September 15,

2010

(date of

inception) to
September 

30,
20132012 2013

Operating expenses:
General and administrative $ 7 $ 9,331 $ 24,814 $ 11,149 $ 6,804 $ 40,956
Research and development �  826 49,636 41,354 32,040 82,502

Totals 7 10,157 74,450 52,503 38,844 123,458

Loss from operations (7) (10,157) (74,450) (52,503) (38,844) (123,458) 

Other income (expenses):
Interest income �  4 98 63 128 230
Other income (expense) �  (80) �  �  3 (77) 

Totals �  (76) 98 63 131 153

Net loss $ (7) $ (10,233) $ (74,352) $ (52,440) $ (38,713) $ (123,305) 

Net loss per common share�basic and
diluted $ (0.002) $ (1.321) $ (3.422) $ (2.617) $ (1.350) 

Weighted-average common shares
outstanding�basic and diluted 4,000,000 7,746,529 21,725,986 20,040,000 28,678,439

(1) Please see Note 2 to our audited financial statements for the year ended December 31, 2012 and Note 2 to our unaudited financial
statements for the nine months ended September 30, 2013 incorporated by reference in this prospectus for an explanation of the
method used to calculate basic and diluted net loss per share of common stock.
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As of September 30, 2013
Balance sheet data (in thousands) Actual As Adjusted (1)
Cash and cash equivalents $ 51,261 $ 144,880
Marketable securities 44,377 44,377
Total Assets 115,109 208,728
Total Liabilities 20,349 20,349
Deficit accumulated during the development stage (123,305) (123,305) 
Total stockholders� equity 94,760 188,379

(1) Reflects the sale by us of an assumed 815,727 shares of our common stock in this offering at an assumed public offering price of $122.59
per share, the last reported sale price of our common stock on February 7, 2014, after deducting estimated underwriting discounts and
commissions and estimated offering expenses payable by us. Each $1.00 increase (decrease) in the assumed public offering price, would
increase (decrease) each of cash and cash equivalents, total assets and total stockholders� equity by approximately $0.8 million, after
deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us, assuming that the number of
shares offered by us, as set forth above, remains the same. Each increase (decrease) of 100,000 shares in the number of shares offered by
us at the assumed public offering price would increase (decrease) each of cash and cash equivalents, total assets and total stockholders�
equity by approximately $11.5 million. The as adjusted information discussed above is illustrative only and will be adjusted based on the
actual public offering price.
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RISK FACTORS

Investing in our common stock involves a high degree of risk. In addition to the other information set forth in this prospectus, you should
carefully consider the factors discussed below when considering an investment in our common stock. If any of the events contemplated by the
following discussion of risks should occur, our business, results of operations and financial condition could suffer significantly. As a result, you
could lose some or all of your investment in our common stock. Additional risks and uncertainties not presently known to us or that we currently
deem immaterial may also impair our business.

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 U.S. Food and Drug Administration, or 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 clinical 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 into the first half of 2015. 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;

� hiring additional personnel;

� participating in regulatory approval processes;

� formulating and manufacturing products;
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� initiating and conducting sales and marketing activities; and

� implementing additional internal systems and infrastructure.
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 we 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 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) or any of our drug candidates in the United States until they receive
approval of a New Drug Application, or NDA, from the FDA, or in any foreign countries until they receive 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 our clinical trials 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 trials;

� the clinical research organization that we retain to conduct clinical trials or any other third parties involved in the conduct of the
trials may take actions outside of our control that materially adversely impact our clinical trials;

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

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

� the FDA may not accept data generated at one or more of 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
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� 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 as a condition to approval;

� the FDA may identify deficiencies in the manufacturing processes or facilities of our third-party manufacturers; or

� 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 can 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:

� imposition of a clinical hold or failure to obtain regulatory authorization or 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 clinical research organizations 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.
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
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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.
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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 on-going 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 clinical research organizations 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.

While we have negotiated a special protocol assessment agreement with the FDA relating to our Phase III clinical study of PB272, this
agreement does not guarantee approval of PB272 or any other particular outcome from regulatory review of the clinical trial or the drug
candidate.

In February 2013, we announced that we reached agreement with the FDA under a special protocol assessment, or SPA, for our Phase III clinical
trial of PB272 in patients with HER2-positive metastatic breast cancer who have failed two or more prior treatments. We commenced the Phase
III clinical trial in June 2013. The FDA�s SPA process is designed to facilitate the FDA�s review and approval of drugs by allowing the FDA to
evaluate the proposed design and size of Phase III clinical trials that are intended to form the primary basis for determining a drug product�s
efficacy. Upon specific request by a clinical trial sponsor, the FDA will evaluate the protocol and respond to a sponsor�s questions regarding,
among other things, primary efficacy endpoints, trial conduct and data analysis, within 45 days of receipt of the request. The FDA ultimately
assesses whether the protocol design and planned analysis of the trial are acceptable to support regulatory approval of the product candidate with
respect to the effectiveness of the identified indication. All agreements between the FDA and the sponsor regarding an SPA must be clearly
documented in writing, either in the form of an SPA letter or minutes of a meeting between the sponsor and the FDA at which the SPA
agreement was reached. However, an SPA agreement does not guarantee approval of a product candidate, and even if the FDA agrees to the
design, execution, and analysis proposed in protocols reviewed under the SPA process, the FDA may revoke or alter its agreement in certain
circumstances. In particular, an SPA agreement is not binding on the FDA if public health concerns emerge that were unrecognized at the time
of the SPA agreement, other new scientific concerns regarding product safety or efficacy arise, the sponsor company fails to comply with the
agreed upon trial protocols, or the relevant data, assumptions or information provided by the sponsor in a request for the SPA change or are
found to be false or omit relevant facts. In addition, even after an SPA agreement is finalized, the SPA agreement may be modified, and such
modification will be deemed binding on the FDA review division,
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except under the circumstances described above, if the FDA and the sponsor agree in writing to modify the protocol and such modification is
intended to improve the study. The FDA retains significant latitude and discretion in interpreting the terms of the SPA agreement and the data
and results from any study that is the subject of the SPA agreement.

We cannot assure you that our Phase III clinical trial will succeed, or that the SPA will ultimately be binding on the FDA or will result in any
FDA approval for PB272. The trial is expected to enroll approximately 600 patients. We expect that the FDA will review our compliance with
the SPA, evaluate the results of the clinical trials and conduct inspections of some of the approximately 150 sites in North America, Europe and
Asia-Pacific where the clinical trials will be conducted. We cannot assure you that each of the clinical trial sites will pass such FDA inspections,
and negative inspection results could significantly delay or prevent any potential approval for PB272. If the FDA revokes or alters its agreement
under the SPA, or interprets the data collected from the clinical trial differently than we do, the FDA may deem the data insufficient to support
regulatory approval, which could materially adversely affect our business, financial condition and results of operations.

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 coverage and 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.

We rely on third parties to conduct our pre-clinical studies 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 clinical research organizations, universities and medical institutions, to
conduct our pre-clinical studies 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.
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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 manufacturer. 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 on-going periodic unannounced inspection by the FDA, the Drug Enforcement
Administration, similar non-U.S. regulatory agencies 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 our clinical trials, the approval, if any, of our drug candidates by the FDA or the commercialization of our drug
candidates or result in higher costs or deprive us of potential product revenues.

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
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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 profitably sell our products, if and when they are approved. 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 Reconciliation Act, or
collectively, ACA, became law in the United States. ACA 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 ACA, 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;

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

� addresses a new methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated
for drugs that are inhaled, infused, instilled, implanted or injected;

� 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;

� extension of manufacturers� Medicaid rebate liability to covered drugs dispensed to individuals who are enrolled in Medicaid
managed care organizations;
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� expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to offer Medicaid coverage to
additional individuals, which began 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;

� a new requirement to annually report drug samples that manufacturers and distributors provide to physicians;

� 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 ACA 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. In addition, other legislative changes have been proposed and adopted in
the United States since the ACA was enacted. On August 2, 2011, the Budget Control Act of 2011, among other things, created measures for
spending reductions by Congress. A Joint Select Committee on Deficit Reduction, tasked with recommending a targeted deficit reduction of at
least $1.2 trillion for the years 2013 through 2021, was unable to reach required goals, thereby triggering the legislation�s automatic reduction to
several government programs. This includes aggregate reductions to Medicare payments to providers of up to 2% per fiscal year, which went
into effect on April 1, 2013. On January 2, 2013, President Obama signed into law the American Taxpayer Relief Act of 2012, or ATRA, which,
among other things, also reduced Medicare payments to several providers, including hospitals, imaging centers and cancer treatment centers, and
increased the statute of limitations period for the government to recover overpayments to providers from three to five years. 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 ACA, 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 will be
subject directly or indirectly through our customers, 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.
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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
healthcare industry. Penalties for violations of the federal Anti-Kickback Statute include criminal penalties and civil 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.

We may also be subject to federal criminal healthcare fraud statutes that were created by the federal Health Insurance Portability and
Accountability Act of 1996, or HIPAA. The HIPAA health care fraud statute prohibits, among other things, knowingly and willfully executing,
or attempting to execute, a scheme to defraud any healthcare benefit program, including private payors. A violation of this statute is a felony and
may result in fines, imprisonment and/or exclusion from government sponsored programs. The HIPAA false statements statute prohibits, among
other things, knowingly and willfully falsifying, concealing or covering up a material fact or making any materially false, fictitious or fraudulent
statement or representation in connection with the delivery of or payment for healthcare benefits, items or services. A violation of this statute is a
felony and may result in fines and/or imprisonment.

ACA, 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 ACA 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.

ACA also enacted new provisions that require manufacturers of drugs, devices, biologics, and medical supplies to report annually to the U.S.
Department of Health and Human Services information related to payments and other transfers of value to physicians, other healthcare
providers, and teaching hospitals, and ownership and investment interests held by physicians and other healthcare providers and their immediate
family members and applicable group purchasing organizations. Manufacturers were required to begin collecting data on August 1, 2013 and
will be required to submit reports to the government by March 31, 2014, and by the 90th day of each subsequent calendar year. In addition, there
has been a recent trend of increased federal and state regulation of payments made to physicians. Certain states mandate implementation of
commercial compliance programs, impose restrictions on drug manufacturer marketing practices, and/or the tracking and reporting of gifts,
compensation and other remuneration to physicians.

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

18

Edgar Filing: PUMA BIOTECHNOLOGY, INC. - Form S-3/A

Table of Contents 28



Table of Contents

criminal penalties, damages, fines, exclusion from government healthcare reimbursement programs and the curtailment or restructuring of our
operations, any 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.
Our ability to generate product revenue will be diminished if our drugs sell for inadequate prices or patients are unable to obtain coverage or
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.
Significant uncertainty exists as to the coverage and 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, or reimbursement levels may be inadequate to cover such drug. If government and other
healthcare payors do not provide adequate coverage and reimbursement for any of our products, once approved, market acceptance of such
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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 December 31, 2013, we had 72 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.

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
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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 ACA, 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, or 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.

Our investments in marketable securities are subject to market, interest and credit risk that may reduce their value.

The value of our investments in marketable securities may be adversely affected by changes in interest rates, downgrades in the creditworthiness
of bonds we hold, turmoil in the credit markets and financial services industry and by other factors which may result in other than temporary
declines in the value of our investments. Decreases in the market value of our marketable securities could have an adverse impact on our
statements of financial position, results of operations and cash flow.

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.
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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.

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 who work with our confidential and proprietary technologies are required to assign all intellectual property rights in their discoveries
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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.

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;
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� 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.

Risks Related to This Offering and 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.

Our common stock has been listed on the New York Stock Exchange, or NYSE, since October 19, 2012. Prior to October 2012, shares of our
common stock had 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 be sufficient to maintain an active trading market on the NYSE or any other exchange in the future.
We have several stockholders, including affiliated stockholders, who hold substantial blocks of our stock. As of December 31, 2013, we had
28,991,289 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 53.7% 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.

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

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;

� announcements regarding results of any clinical trials relating to our drug candidates;
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� 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 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
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.

Investors in this offering will suffer immediate and substantial dilution of their investment.

If you purchase common stock in this offering, you will pay more for your shares than our net tangible book value per share. Based upon an
assumed public offering price of $122.59 per share, the last reported sale price of our common stock on February 7, 2014, you will incur
immediate and substantial dilution of $116.21 per share, representing the difference between our public offering price and our net tangible book
value per share as of September 30, 2013. Furthermore, if the underwriters exercise their option to purchase additional shares of our common
stock, you could experience further dilution. You will experience additional dilution upon exercise of any warrant, upon exercise of options to
purchase common stock under our incentive award plan, or if we otherwise issue additional shares of our common stock. For a further
description of the dilution that you will experience immediately after this offering, see �Dilution.�

Our management will have broad discretion over the use of the proceeds we receive in this offering and might not apply the proceeds in ways
that increase the value of your investment.

Our management will have broad discretion to use the net proceeds from this offering, and you will be relying on the judgment of our
management regarding the application of these proceeds. Our management might not apply the net proceeds of this offering in ways that
increase the value of your investment.

Issuance of stock to fund our operations may dilute your investment and reduce your equity interest.

We may need to raise additional capital in the future to fund the development of our drug candidates or for other purposes. Any equity financing
may have a significant dilutive effect to stockholders and a material decrease in our existing stockholders� equity interest in us. Equity financing,
if obtained, could result in
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substantial dilution to our existing stockholders. At its sole discretion, our board of directors may issue additional securities without seeking
stockholder approval, and we do not know when we will need additional capital or, if we do, whether it will be available to us.

Upon the exercise of our outstanding warrant, holders of our common stock may experience immediate dilution and the market price of our
common stock may be adversely affected.

Following an October 2011 private placement, Alan H. Auerbach, the Company�s founder, President and Chief Executive Officer, held
approximately 21% of our outstanding shares of common stock. Pursuant to the terms of the Securities Purchase Agreement for the private
placement, we issued an anti-dilutive warrant to Mr. Auerbach. The warrant has a 10-year term expiring in October 2021 for 2,116,250 shares
with an exercise price of $16.00 per share.

If any portion of the outstanding warrant is exercised for shares of our common stock, our stockholders may experience immediate dilution and
the market price of our common stock may be adversely affected.

We will 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 Securities and
Exchange Commission, or the SEC, or the NYSE or any stock exchange or inter-dealer quotations system on which our common stock may be
listed in the future. 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.

If we fail to maintain proper and
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