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UNITED STATES SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

Amendment No. 1
to
Form S-1
REGISTRATION STATEMENT
UNDER
THE SECURITIES ACT OF 1933

ADVENTRX Pharmaceuticals, Inc.
(Exact name of registrant as specified in its charter)

Delaware 2834 84-1318182
(State or other jurisdiction of (Primary Standard Industrial (LR.S. Employer
incorporation or organization) Classification Code Number) Identification Number)
6725 Mesa Ridge Road,
Suite 100,
San Diego, CA 92121
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(Address, including zip code, and telephone number, including
area code, of registrant s principal executive offices)

Brian M. Culley
Principal Executive Officer
ADVENTRX Pharmaceuticals, Inc.
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6725 Mesa Ridge Road, Suite 100
San Diego, CA 92121
Telephone: (858) 552-0866
(Name, address, including zip code, and telephone number,
including area code, of agent for service)

With a Copy to:

Michael S. Kagnoff, Esq. Patrick L. Keran, Esq. Harvey J. Kesner, Esq.

DLA Piper LLP (US) Principal Financial and Sichenzia Ross Friedman Ference

4365 Executive Drive, Suite 1100 Accounting Officer LLP

San Diego, CA 92121 and General Counsel 61 Broadway, Suite 3200
Telephone: (858) 677-1400 ADVENTRX Pharmaceuticals, Inc. New York, NY 10006
Facsimile: (858) 677-1401 6725 Mesa Ridge Road, Suite 100 Telephone: (212) 930-9700

San Diego, CA 92121 Facsimile: (212) 930-9725

Telephone: (858) 552-0866

Approximate date of commencement of proposed sale to the public: As soon as practicable after the effective date
of this Registration Statement.

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 check the following box. o

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. o

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. o

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

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. (Check one):

Large accelerated filer o  Accelerated filer o Non-accelerated filer o Smaller reporting company p
(Do not check if a smaller reporting company)

CALCULATION OF REGISTRATION FEE

Amount of
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Proposed
Maximum
Title of Each Class of Securities Aggregate Registration
to be Registered(1) Offering Price(2) Fee(3)
Common Stock, par value $0.001 per share $ 17,250,000 $ 963

(1) Includes 330,882 shares subject to the underwriters over-allotment option.

(2) Estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(o) under the Securities
Act. Pursuant to Rule 416 under the Securities Act of 1933, as amended (the Securities Act ), the shares being
registered hereunder include such indeterminate number of shares of common stock as may be issuable with
respect to the shares being registered hereunder as a result of stock splits, stock dividends, anti-dilution
provisions, or similar transactions. No additional registration fee is being paid for these shares.

(3) Of this amount, $558 previously paid.

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, as amended, or until the Registration Statement shall become effective on such date as the Securities and
Exchange 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.

PROSPECTUS SUBJECT TO COMPLETION September 3, 2009

2,205,882 Shares

Common stock

This is a firm commitment public offering of $15,000,000 of common stock or 2,205,882 shares (based on an assumed
public offering price of $6.80 per share).

Our common stock is listed on the NYSE Amex under the symbol ANX. We have applied for the listing of our
common stock on The NASDAQ Capital Market under the symbol ADVX. Prior to the effective date of the
registration statement of which this prospectus is a part, we will effect a reverse stock split of our outstanding
common stock on a 40-for-1 basis. On August 28, 2009, the last reported sale price of our common stock on the
NYSE Amex was $6.80 per share (giving effect to the 40-for-1 reverse stock split).

Investing in our common stock involves a high degree of risk. Before buying any shares, you should read the
discussion of material risks of investing in our common stock in Risk Factors beginning on page 6.

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or passed upon the adequacy or accuracy of this prospectus. Any representation
to the contrary is a criminal offense.

Per share Total
Public offering price $ $
Underwriting discounts and commissions() $ $
Proceeds, before expenses, to us(® $ $

(1) Does not include a non-accountable expense allowance equal to 1% of the gross proceeds of this offering payable
to Rodman & Renshaw, LLC, the representative of the underwriters.

(2) We estimate the total expenses of this offering, excluding the underwriting discounts and commissions and
non-accountable expense allowance, will be approximately $325,000.
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The underwriters may also purchase up to an additional 330,882 shares of our common stock at the public offering
price, less the underwriting discounts and commissions, to cover over-allotments, if any, within 45 days of the date of
this prospectus.

The underwriters are offering our common stock as set forth under Underwriting. Delivery of the shares will be made
on or about , 2009.
Rodman & Renshaw, LLC

Sole Book-Running Manager

Caris & Company
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You should rely only on the information contained in this prospectus and any free writing prospectus prepared
by us or on our behalf. We have not authorized anyone to provide you with different or additional information.
If anyone provides you with different or additional information, you should not rely on it. We are not making
offers to sell, or seeking offers to buy, these securities in any state or other jurisdiction where the offers and
sales are not permitted. The information contained in this prospectus is accurate only as of the date hereof,
regardless of the time of delivery of this prospectus or of any sale of the securities offered hereby. Our business,
financial condition, results of operations and prospects may have changed since the date of this prospectus.
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Our trademark CoFactor® is registered in the United States Patent and Trademark Office (in the Supplemental
Register) under Registration No. 2,946,934, for use in connection with chemotherapy modulators derived from folic
acid. We are developing commercial names for our other product candidates. All other trademarks, service marks or
trade names appearing in this prospectus, including but not limited to Navelbine® and Taxotere®, are the property of
their respective owners. Use or display by us of other parties trademarks, service marks, trade names, trade dress or
products is not intended to and does not imply a relationship with, or endorsements or sponsorship of, us by the
trademark, service mark, trade name, trade dress or product owners. As indicated in this prospectus, we have included
market data and industry forecasts that were obtained from industry publications.
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PROSPECTUS SUMMARY

This summary highlights selected information about us and this offering contained elsewhere in this prospectus and is
qualified in its entirety by the more detailed information and financial statements contained elsewhere in this

prospectus. It may not contain all of the information that is important to you. You should carefully read this entire

prospectus, including the risks and uncertainties discussed under the heading Risk Factors below, our consolidated
financial statements and the notes related thereto, our condensed consolidated financial statements and the notes

related thereto, and the other documents included in or to which this prospectus refers, before making an investment

decision. When used in this prospectus, the terms ADVENTRX, we, our, us andthe Company refer to ADVENTR
Pharmaceuticals, Inc. and its subsidiaries, unless otherwise indicated or the context otherwise requires.

About ADVENTRX Pharmaceuticals, Inc.

We are a development-stage specialty pharmaceutical company focused on in-licensing, developing and
commercializing proprietary product candidates for the treatment of cancer. We seek to improve the performance of
existing drugs by addressing limitations associated principally with their safety and use. We have not yet marketed or
sold any products or generated any significant revenue.

Our lead product candidates, ANX-530 (vinorelbine emulsion) and ANX-514 (docetaxel emulsion), are novel
emulsion formulations of currently marketed chemotherapy drugs. We believe ANX-530 and ANX-514 may improve
the safety of the currently marketed reference products, Navelbine (vinorelbine tartrate) and Taxotere (docetaxel),
respectively, by:

Reducing the incidence and severity of adverse effects; and
Improving their pharmacoeconomics and convenience to healthcare practitioners and patients.

Following the registered direct equity financing that we completed in June 2009, we re-started certain development
activities that we had suspended in March 2009 to conserve cash while we evaluated strategic options, pursued
financing alternatives and considered other alternatives. Specifically, we re-started the final manufacturing activities
related to submitting a New Drug Application, or NDA, for ANX-530 to seek approval of the United States Food and
Drug Administration, or FDA, to market ANX-530 in the United States.

In August 2009, we announced that, while we continue to evaluate our ANX-530 bioequivalence and preclinical data,
we plan to submit an NDA for ANX-530 before the end of 2009. Assuming we submit an ANX-530 NDA in
December 2009, and the FDA does not request and we do not otherwise provide additional information or clarification
with respect to our submission, we expect a response from the FDA to our submission in the fourth quarter of 2010.

In addition, we continue to evaluate the data from our recently-completed bioequivalence study of ANX-514 and we
plan to seek a meeting with the FDA to discuss the results.

Our Strategy
Our goal is to be a leading specialty pharmaceutical company focused on developing and commercializing proprietary
product candidates that improve the performance of currently approved products. Our near-term strategy is to obtain

marketing approval of our lead product candidates and either partner with leading organizations or establish an
infrastructure to support marketing, distributing and selling these products in the U.S. and abroad, should they be
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approved. Longer term, we intend to acquire additional product candidates that fit our areas of expertise. Specifically,
we intend to:

Seek marketing approval for ANX-530 and ANX-514 in the U.S. We are applying our operational experience to
complete and seek approval of NDAs for ANX-530 and ANX-514 that we intend to submit to the FDA. In
August 2009, we announced that, while we continue to evaluate the bioequivalence and preclinical data, we
plan to submit an NDA for ANX-530 before the end of 2009. In addition, we are continuing to evaluate the

data from our recently-completed bioequivalence study of ANX-514 and plan to seek a meeting with the FDA
to discuss the results.
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Establish sales and marketing capabilities for ANX-530 and ANX-514 in the U.S. We intend to gain access to a
substantial portion of the U.S. markets for ANX-530 and ANX-514 through a small, specialized sales force

targeting distributors, provider networks and group purchasing organizations. For the near-term, we intend to
maintain our current cost-efficient and flexible infrastructure by limiting the number of our full-time
employees, engaging consultants on a project basis and outsourcing substantially all of our development
activities to specialized vendors and contract development organizations. As we near regulatory approval of
our product candidates, we plan to establish the infrastructure and relationships necessary to access what we
believe will be concentrated markets for ANX-530 and ANX-514. However, we also remain receptive to
partnering these product candidates in the U.S. if presented with terms that are sufficiently attractive.

Partner with leading organizations to develop and market ANX-530 and ANX-5 14 outside the U.S. or

globally. We plan to draw on the development, regulatory and commercial expertise of other companies in
instances where we believe our product candidates would benefit from such expertise. For markets in which a
large sales force is required to gain access, and for markets outside the U.S. and possibly within the U.S., we
plan to commercialize products for which we obtain regulatory approval through a variety of licensing,
collaboration and distribution arrangements with other pharmaceutical and biotechnology companies. In March
2009, we entered into a license agreement with Shin Poong Pharmaceutical Co., Ltd. pursuant to which we
granted Shin Poong an exclusive license to make use and sell ANX-514 in South Korea.

Pursue additional indications and commercial opportunities for ANX-530 and ANX-514 independently and
through collaborations. We may increase the value of our product candidates by seeking approval for label
changes and pursuing other commercial opportunities. For example, we or a future partner may conduct
clinical and non-clinical studies that seek to differentiate ANX-530 and ANX-514 from Navelbine and
Taxotere, respectively.

Acquire and develop new and improved formulations of currently marketed products. We may pursue other

currently approved products that we believe can be improved, the U.S. markets for which are concentrated and
to which we can apply our operational experience.

Net Loss and Recent Financing Activity

We have devoted substantially all of our resources to research and development activities or to acquisition of our
product candidates and have experienced annual net losses since inception, accumulating net losses totaling
approximately $144.3 million as of June 30, 2009, and we expect to incur substantial losses for the foreseeable future.
As of June 30, 2009, we had approximately $5.4 million in cash and cash equivalents and $2.2 million in working
capital, which working capital amount reflects a liability of $1.4 million that was eliminated on July 6, 2009 following
the closing of a registered direct equity financing that we completed on July 6, 2009. We do not expect to generate
positive net cash flows for the foreseeable future. Historically, we have funded our operations primarily through sales
of our equity securities. Our independent auditor s report for the year ended December 31, 2008 includes an
explanatory paragraph stating that our recurring losses from operations and negative cash flows raise substantial doubt
about our ability to continue as a going concern. Our consolidated financial statements do not include any adjustments
that might result from the outcome of this uncertainty.

On June 12, 2009, July 6, 2009 and August 10, 2009, we completed registered direct equity financings involving,
respectively, shares of our 0% Series A Convertible Preferred Stock, 5% Series B Convertible Preferred Stock and 5%
Series C Convertible Preferred Stock, which financings resulted in a total of $4.3 million in gross proceeds and

$3.7 million in net proceeds, after deducting the fees of our placement agent in those financings and our estimated
offering expenses, but before deducting our dividend and related payment obligations. All of these shares of
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Convertible Preferred Stock subsequently have been converted into shares of our common stock and, pursuant to the
terms of our 5% Series B Convertible Preferred Stock and our 5% Series C Convertible Preferred Stock, we paid an
aggregate of $455,500 to the holders of such Convertible Preferred Stock in connection with such conversions. We
may receive up to $1.2 million of additional proceeds from the exercise of warrants issued in our June 2009 financing;
however, those warrants are not exercisable until December 13, 2009 and their exercise is subject to certain ownership
limitations.
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Reverse Stock Split

At a special meeting of our stockholders on August 25, 2009 called by our board of directors, our stockholders
approved authorizing our board of directors to effect a reverse stock split of our outstanding common stock at a ratio
in the discretion of the board of directors that is not less than 2-for-1 or greater than 50-for-1. Prior to the closing of
the offering described in this prospectus, we will effect a reverse stock split of our outstanding common stock on a
40-for-1 basis. This stock split will not affect the authorized number of shares of our capital stock.

Risk Factors

We face numerous risks and uncertainties that could materially and adversely affect our business, results of operations
and financial condition, including the risk that we may not be able to raise sufficient capital to continue our business
operations, which could result in our inability to continue as a going concern, and the risk that we may be unable to
regain compliance with the continued listing requirements of the NYSE Amex, the securities exchange on which our
common stock is listed, and our common stock may be delisted from that exchange. For additional discussion of the
risk and uncertainties we face, see Risk Factors below.

Corporate Information

Our business was incorporated in Delaware in December 1995. In October 2000, we merged our wholly-owned
subsidiary, Biokeys Acquisition Corp., with and into Biokeys, Inc. and changed our name to Biokeys Pharmaceuticals,
Inc. In May 2003, we merged Biokeys, Inc., our wholly-owned subsidiary, with and into us and changed our name to
ADVENTRX Pharmaceuticals, Inc. In July 2004, we formed a wholly-owned subsidiary, ADVENTRX (Europe) Ltd.,
in the United Kingdom primarily to facilitate conducting clinical trials in the European Union and to obtain favorable
pricing for discussions with the European Medicines Agency. In April 2006, we acquired SD Pharmaceuticals, Inc. as
a wholly-owned subsidiary.

Our executive offices are located at 6725 Mesa Ridge Road, Suite 100, San Diego, California 92121, and our
telephone number is (858) 552-0866. Our corporate website is located at www.adventrx.com. Information on our
website does not constitute part of this prospectus.
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The Offering
Common stock offered: 2,205,882 shares
Common stock to be outstanding after this
offering: 5,328,014 shares
Use of proceeds: We currently intend to use the net proceeds from this offering to fund

activities necessary to advance ANX-530 toward commercialization in the
U.S. and to continue development of ANX-514, and for general corporate
purposes. Please see Use of Proceeds below.

NYSE Amex symbol: ANX

Proposed NASDAQ Capital Market

symbol: ADVX

Risk factors: Investing in our securities involves a high degree of risk and purchasers of

our common stock may lose their entire investment. See Risk Factors
below and the other information included elsewhere in this prospectus for
a discussion of factors you should carefully consider before deciding to
invest in our securities.

The number of shares of our common stock to be outstanding immediately after this offering is based on
3,122,132 shares of our common stock outstanding as of August 28, 2009. This number does not include, as of
August 28, 2009:

148,135 shares of common stock issuable upon the exercise of outstanding stock options issued under our
equity incentive plans prior to this offering, at a weighted average exercise price of $32.40 per share;

265,431 shares of common stock available for future issuance under our 2008 Omnibus Incentive Plan;

516,468 shares of common stock issuable upon the exercise of outstanding warrants issued prior to this
offering, at a weighted average exercise price of $50.40 per share; and

110,294 shares of common stock issuable upon exercise of warrants to be issued to the representative of the
underwriters in connection with this offering, which are not covered by this prospectus, at an exercise price of
$  per share (125% of the price of the shares sold in this offering).

Except as otherwise indicated, all information in this prospectus (other than the information contained in our
consolidated financial statements and related notes beginning on page F-2 and our unaudited condensed consolidated

financial statements and related notes beginning on page F-15) assumes:

no exercise by the underwriters of their option to purchase up to an additional 330,882 shares of common stock
to cover over-allotments;

a 40-for-1 reverse stock split of our outstanding common stock, which we will effect prior to the effective date
of the registration statement of which this prospectus is a part; and
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Summary Financial Data

The following tables set forth our summary statement of operations data for the fiscal years ended December 31, 2008
and 2007, for the three months ended June 30, 2009 and 2008, and our summary balance sheet as of June 30, 2009.
Our statement of operations data for the fiscal years ended December 31, 2008 and 2007 were derived from our
audited consolidated financial statements included elsewhere in this prospectus. Our statement of operations data for
the three months ended June 30, 2009 and 2008 and our balance sheet data as of June 30, 2009 were derived from our
unaudited interim condensed consolidated financial statements included elsewhere in this prospectus. In the opinion of
management the unaudited interim condensed consolidated financial statements have been prepared on the same basis
as the audited consolidated financial statements and include all adjustments, consisting of only normal recurring
adjustments, necessary for a fair presentation of our operating results and financial position for those periods and as of

such dates. The results for any interim period are not necessarily indicative of the results that may be expected for a

full year.

The results indicated below and elsewhere in this prospectus are not necessarily indicative of our future performance.
Management s Discussion and Analysis of Financial
Condition and Results of Operations, our consolidated financial statements and related notes and our unaudited

You should read this information together with Capitalization,

condensed consolidated financial statements and related notes included elsewhere in this prospectus.

Statement of Operations Data

Year Ended Year Ended
Three Months Ended
December 31, December 31, June 30,

2007 2008 2008 2009
Revenue $ 500,000 $ 500,000 $ 500,000 $
Operating Expenses:
Research and development 15,934,409 17,922,183 4,511,395 1,454,896
Selling, general and administrative 8,678,853 9,719,613 2,635,688 1,071,754
Depreciation and amortization 197,783 168,039 44,116 25,835
Total operating expenses 24,811,045 27,809,835 7,191,199 2,552,485
Loss from operations (24,311,045) (27,309,835) (6,691,199) (2,552,485)
Interest and other income (expense) 2,169,005 662,342 265,669 (43,056)
Net loss (22,142,040) (26,647,493) (6,425,530) (2,595,541)
Deemed dividends on preferred stock (1,232,415)

Net loss applicable to common stock

$ (22,142,040)

$ (26,647,493)

$ (6,425,530)

$ (3,827,956)

Net loss per share basic and diluted $ 9.85) $ (11.81) $ 285 % (1.11)
Weighted average shares outstanding

basic and diluted 2,247,818 2,256,314 2,256,314 2,334,733
Table of Contents 15
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Balance Sheet Data

Cash and cash equivalents

Total current assets

Total current liabilities

Deficit accumulated during the development stage
Total stockholders equity

As of June 30,
2009

$ 5,419,227
$ 6,024,057
$ 3,870,811
$ (132,831,425)
$ 2,295,819
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RISK FACTORS

Investing in our securities involves a high degree of risk. You should carefully consider the risk factors discussed
below, together with all the other information contained in this prospectus before deciding whether to purchase any of
our securities. Each of the risk factors could adversely affect our business, operating results and financial condition,
as well as adversely affect the value of an investment in our securities, and the occurrence of any of these risks might
cause you to lose all or part of your investment.

RISKS RELATED TO OUR BUSINESS
Risks Related to Our Capital Requirements and Operations

We have incurred losses since our inception, we expect our operating expenses to continue to exceed our revenues
for the foreseeable future and we may never generate revenues sufficient to achieve profitability.

We are a development stage company and have not generated sustainable revenues from operations or been profitable
since inception, and it is possible we will never achieve profitability. We have devoted our resources to developing a
new generation of therapeutic products, but such products cannot be marketed until the regulatory process is
completed and governmental approvals have been obtained. Accordingly, there is no current source of revenues from
operations, much less profits, to sustain our present activities, and no revenues from operations will likely be available
until, and unless, our product candidates are approved by the U.S. Food and Drug Administration, or FDA, or other
regulatory agencies and successfully marketed, either by us or a partner, an outcome which we are not able to
guarantee.

We will need to obtain additional funding to support our planned level of operations, and we may not be able to
obtain such capital on a timely basis or on commercially reasonable terms, if at all.

We have experienced significant operating losses in funding the development of our product candidates, accumulating
net losses totaling approximately $144.3 million as of June 30, 2009, and we expect to continue to incur substantial
operating losses for the foreseeable future, even if we or a future partner of ours is successful in advancing our product
candidates to market. As of June 30, 2009, we had approximately $5.4 million in cash and cash equivalents and

$2.2 million in working capital, which working capital amount reflects a liability of $1.4 million that was eliminated
on July 6, 2009 following the closing of a registered direct equity financing that we completed on July 6, 2009. We do
not expect to generate cash flows from sales of our products unless and until our products are approved for marketing,
the timing of which we cannot predict accurately. Following the equity financing we completed in June 2009, we
re-started the final manufacturing activities related to submitting a New Drug Application, or NDA, for ANX-530 to
seek approval of the FDA to market ANX-530 in the United States, or U.S., and intend to continue to evaluate the data
from our recently-completed bioequivalence study of ANX-514. We expect to incur substantial costs in connection
with activities relating to submitting an NDA for ANX-530 and advancing ANX-530 toward commercialization in the
U.S.

Our future expenditures on our programs are subject to many uncertainties, including whether our product candidates
will be developed with a partner or independently. Our future capital requirements will depend on, and could increase

significantly as a result of, many factors, including:

the costs of seeking regulatory approval for our lead product candidates, ANX-530 and ANX-514, including
any bioequivalence or clinical studies, process development, scale-up and other manufacturing activities, or
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other work required to achieve such approval, as well as the timing of such activities and approval;
the timing and terms of any collaborative, licensing and other strategic arrangements that we may establish;

the cost related to establishing or contracting for sales and marketing capabilities and other commercial
capabilities;

the scope, prioritization and number of development and/or commercialization programs we pursue and the
rate of progress and costs with respect to such programs;

6
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the extent to which we will need to rebuild our workforce, which currently consists of two full-time employees,
and the cost involved in hiring, training and incentivizing new employees;

the extent to which we invest in or acquire new technologies, products or businesses;
the effect of competing technological and market developments; and
the cost involved in establishing, enforcing or defending patent claims and other intellectual property rights.

Based on the anticipated net proceeds to us from the offering described in this prospectus, we estimate that we will
have sufficient funds to support our planned operations at their current levels for at least the next twelve months.
However, we may need or seek additional funding sooner. We may seek additional funding through public or private
sales of our equity securities, debt financings, collaborations, licensing arrangements or other strategic transactions.
However, we may not be able to obtain sufficient additional funding on satisfactory terms, if at all. We believe global
economic conditions, including the recent credit crisis, have adversely impacted our ability to raise additional capital
and may continue to do so.

In addition, we have been evaluating and continue to evaluate strategic options, including the sale or exclusive license
of one or more of our product candidate programs, a strategic business merger and similar transactions. However, to
date, discussions with potential strategic transaction partners have been unsuccessful, protracted or on terms that we
determined were unacceptable.

Our ability to raise capital may be limited by applicable laws and regulations.

Although we have an effective shelf registration statement on Form S-3 that allows us to raise up to $25 million from
the sale of common stock, preferred stock, debt securities, warrants and units, we may not be able to use that
registration statement to raise substantial additional capital, if any. Under current SEC regulations, at any time during
which the aggregate market value of our common stock held by non-affiliates, or public float, is less than

$75.0 million (calculated as set forth in Form S-3 and SEC rules and regulations), the amount we can raise through
primary offerings of our securities in any twelve-month period using a registration statement on Form S-3 will be
limited to an aggregate of one-third of our public float. As of August 28, 2009, our public float was approximately
125 million shares. Based on a market value of $8.00 per share, which was the closing price of our common stock on
August 13, 2009, a date within 60 days prior to the date hereof, the aggregate market value of our public float was
approximately $25 million. The value of one-third of that public float was approximately $8.3 million; however, the
market value of all securities sold by us under our Form S-3 registration statement in the past 12 months (including
the 653,812 shares of our common stock underlying the 0% Series A Convertible Preferred Stock and the warrants
that we issued on June 12, 2009, the 237,605 shares of our common stock underlying the 5% Series B Convertible
Preferred Stock that we issued on July 6, 2009 and the 177,308 shares of our common stock underlying the 5%
Series C Convertible Preferred Stock that we issued on August 10, 2009) will be subtracted from that amount to
determine any future amount we can raise using our Form S-3 registration statement. Alternative means of raising
capital through sales of our securities, including through the use of a Form S-1 registration statement, may be more
costly and time-consuming.

In addition, our ability to timely raise capital may be limited by the requirements of The NASDAQ Capital Market
relating to stockholder approval for transactions involving the issuance of our common stock or securities convertible
into our common stock. For instance, The NASDAQ Capital Market requires that we obtain stockholder approval of
any transaction involving the sale, issuance or potential issuance by us of our common stock (or securities convertible
into our common stock) at a price less than the greater of book or market value, which (together with sales by our
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officers, directors and principal stockholders) equals 20% or more of our presently outstanding common stock, unless
the transaction is deemed a public offering by The NASDAQ Capital Market staff. Based on our outstanding common
stock as of August 28, 2009 and a closing price of $6.80, which was the closing price of our common stock on

August 28, 2009, we could not raise more than approximately $4.2 million without stockholder approval, unless the
transaction is deemed a public offering or does not involve the sale, issuance or potential issuance by us of our

common stock (or securities convertible into our common stock) at a price less than the greater of book or market

value. However, certain prior sales by us may be aggregated to any offering we may propose in the near-term, further
limiting the amount we could raise in any future offering that is
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not deemed a public offering by The NASDAQ Capital Market and would involve the sale, issuance or potential
issuance by us of our common stock (or securities convertible into our common stock) at a price less than the greater
of book or market value.

Obtaining stockholder approval is a costly and time-consuming process. If we are required to obtain stockholder
approval, we would expect to spend substantial additional money and resources. In addition, seeking stockholder
approval would delay our receipt of otherwise available capital, which may materially and adversely affect our
business, and there is no guarantee our stockholders would ultimately approve a proposed transaction. A public
offering under The NASDAQ Capital Market rules typically involves broadly announcing the proposed transaction,
which often times has the effect of depressing the issuer s stock price. Accordingly, the price at which we could sell
our securities in a public offering may be less and the dilution existing stockholders experience may in turn be greater
than if we were able to raise capital through other means.

Raising additional capital may cause dilution to our existing stockholders, require us to relinquish proprietary
rights or restrict our operations.

We may raise additional capital at any time and may do so through one or more financing alternatives, including
public or private sales of our equity securities, debt financings, collaborations, licensing arrangements or other
strategic transactions. Each of these financing alternatives carries certain risks. Raising capital through the issuance of
common stock may depress the market price of our stock and may substantially dilute our existing stockholders. If we
instead seek to raise capital through strategic transactions, such as licensing arrangements or sales of one or more of
our technologies or product candidates, we may be required to relinquish valuable rights. For example, any licensing
arrangement would likely require us to share a significant portion of any revenues generated by our licensed
technologies with our licensees. Additionally, the development of any product candidates licensed or sold to third
parties will no longer be in our control and thus we may not realize the full value of any such product candidates. Debt
financings could involve covenants that restrict our operations. These restrictive covenants may include limitations on
additional borrowing and specific restrictions on the use of our assets, as well as prohibitions on our ability to create
liens or make investments and may, among other things, preclude us from making distributions to stockholders (either
by paying dividends or redeeming stock) and taking other actions beneficial to our stockholders. In addition, investors
could impose more one-sided investment terms and conditions on companies that have or are perceived to have
limited remaining funds or limited ability to raise additional funds. As we continue to use our cash and cash
equivalents to fund our operations, it will likely become increasingly difficult to raise additional capital on
commercially reasonable terms, or at all.

If we are unable to raise sufficient additional capital, we may be forced to reduce or abandon on-going and/or
planned development and commercialization activities, partner our product candidates or products at inopportune
times or pursue less-expensive but higher-risk development paths, which we have done in the past.

To conserve funds, we may pursue less expensive but higher-risk development paths. For instance, in the past, we
limited our ANX-530 manufacturing activities to the minimum we felt was sufficient to support our development and
commercialization goals, in particular, with respect to ANX-530. While we successfully completed certain key
manufacturing activities with respect to ANX-530, without extensive manufacturing experience, we may lack the
information necessary to increase the scale of our existing processes and may be unable to manufacture successfully at
commercial-scale. If we are unable to scale our manufacturing processes, we may be unable to effectively
commercialize our products, if approved.

If we are unable to raise sufficient additional capital, we may seek to merge with or be acquired by another
company and that transaction may adversely affect our business and the value of our securities.

Table of Contents 21



Edgar Filing: ADVENTRX PHARMACEUTICALS INC - Form S-1/A

If we are unable to raise sufficient additional capital, we may seek to merge with another company with a stronger
cash position, complementary work force or product candidate portfolio or for other reasons. We believe the market
price for our common stock may not accurately reflect the value of our business. While we will continue to seek to
maximize the value of our business to our stockholders, the most attractive option for doing so may require us to
consummate a transaction involving an exchange of our common stock with that of another company.
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There are numerous risks associated with merging or being acquired. These risks include, among others, incorrectly
assessing the quality of a prospective acquirer or merger-partner, encountering greater than anticipated costs in
integrating businesses, facing resistance from employees and being unable to profitably deploy the assets of the new
entity. The operations, financial condition, and prospects of the post-transaction entity depend in part on our and our
acquirer/merger-partner s ability to successfully integrate the operations related to our product candidates, business and
technologies. We may be unable to integrate operations successfully or to achieve expected cost savings and any cost
savings which are realized may be offset by losses in revenues or other charges to operations. As a result, our
stockholders may not realize the full value of their investment.

If we fail to maintain registration of the shares of common stock issued or issuable pursuant to the exercise of
warrants we issued in our July 2005 private placement, we will be required to pay the holders of those securities
liquidated damages, which could be material in amount.

The terms of the securities purchase agreement that we entered into in connection with our July 2005 private
placement require us to pay liquidated damages to the purchasers of those securities in the event any shares issued or
issuable pursuant to the exercise of warrants we issued in the private placement cannot be resold pursuant to our
registration statement on Form S-3 (No. 333-127857) filed with and declared effective by the SEC on September 2,
2005. We refer to this as a maintenance failure. For each 30-day period or portion thereof during which a maintenance
failure remains uncured, we are obligated to pay each purchaser an amount in cash equal to 1% of the purchaser s
aggregate purchase price for any shares of common stock or shares of common stock issuable upon exercise of
warrants then held by the purchaser (pro rated for any period less than a month), increasing by an additional 1% with
regard to each additional 30-day period or portion thereof until the maintenance failure is cured. There is no cap with
respect to the total amount of these liquidated damages. The aggregate gross proceeds from our July 2005 private
placement were approximately $20 million. We are required to maintain the registration statement until the earlier of
the date (i) all of the securities issued in our July 2005 private placement have been resold and (ii) each purchaser can
resell the securities pursuant to Rule 144 under the Securities Act of 1933, as amended, without regard to the adequate
current public information, volume, manner of sale or notice filing restrictions. The amount of these liquidated
damages could be substantial and could have a material adverse effect on our financial condition.

For additional information, see Note 11 of the Notes to Consolidated Financial Statements, Registration Payment
Arrangement, of our annual report on Form 10-K for the year ended December 31, 2008.

We may be unable to retain the services of key personnel, and we may not be successful in rebuilding our
workforce to carry out the development and commercialization activities necessary for our product candidates.

We have only two full-time employees and we depend on the services of these employees to continue our business.
We do not have a chief executive officer or chief financial officer. Our Chief Business Officer and Senior Vice
President currently is acting as our principal executive officer and our General Counsel, Secretary and Vice President,
Legal currently is acting as our principal financial and accounting officer. As we continue to advance our product
candidates toward commercialization, we will need to expand our financial, regulatory, manufacturing, commercial,
quality, compliance and other resources in order to manage our operations, submit applications to and respond to
inquiries from the FDA, commercialize ANX-530, should it be approved, and continue the development of ANX-514.
We do not expect that our current management and personnel, systems and facilities will be adequate to support these
activities.

The success of our business will depend, in part, on our ability to attract and retain highly qualified management,
scientific and other personnel, and on our ability to develop and maintain important relationships with respected
service providers and industry-leading consultants and advisors. Competition for these types of personnel and
relationships is intense from numerous pharmaceutical and biotechnology companies, universities and other research
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institutions, particularly in the San Diego, California area. In connection with the cost-cutting measures we
implemented in October 2008, January 2009 and March 2009, we eliminated, among others, our scientific staff and
our manufacturing and regulatory personnel, who had a deep background in our product candidates and our research
and development programs. Recruiting and retaining employees, including senior-level
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personnel, with relevant product development experience in cancer and process development experience with
emulsified cytotoxic drugs may be costly and time-consuming. Depending on the net proceeds to us from the offering
described in this prospectus, our ability to provide competitive compensation to our officers and employees may also
be adversely affected by our limited capital resources and anticipated need to raise substantial additional capital to
continue our business. We cannot ensure that we will be able to retain existing employees or attract and retain
additional skilled personnel on acceptable terms as a result of these factors and, accordingly, we may not achieve our
development and commercialization goals.

We have significant incentive and may, under certain circumstances, have significant severance and other
obligations under agreements with our current officers.

In July 2009, we adopted a 2009 mid-year incentive plan and a retention and severance plan, both of which apply to
Mr. Culley and Mr. Keran, our two remaining employees. Under the incentive plan, each of Mr. Culley and Mr. Keran
are eligible for incentive awards based upon the achievement of corporate performance objectives in effect at the end
of 2009. Awards generally will be paid in cash. The potential award of each of Mr. Culley and Mr. Keran will be
based 100% on our achievement of corporate objectives and the target award amount for each of them is $150,000.
The target amount of each award may be increased or decreased by multiplying the target amount by a corporate
performance multiplier, as will be determined by the compensation committee of our board of directors in the first
quarter of 2010. Award multipliers will range from zero to 1.5. Payment of awards under the incentive plan will be
made after December 31, 2009 and on or before March 14, 2010. Under the retention plan, if the employment of either
of our two remaining employees terminates at any time as a result of an involuntary termination, and such employee
delivers and does not revoke a general release of claims, which will also confirm any post-termination obligations
and/or restrictions applicable to such employee, such employee will be entitled to an amount equal to twelve

(12) months of such employee s then-current base salary, less applicable withholdings, and an amount equal to the
estimated cost of continuing such employee s health care coverage and the coverage of such employee s dependents
who are covered at the time of the involuntary termination under the Consolidated Omnibus Budget Reconciliation
Act of 1985, as amended, for a period equal to twelve (12) months. These severance benefits will be paid in a
lump-sum on the date the general release of claims becomes effective. Our aggregate contractual obligation under the
retention plan, including applicable payroll and employer taxes, is approximately $650,000.

We believe these plans are necessary to incentivize and retain these key employees and reinforce their dedication to us
during a period when they would otherwise likely seek alternative employment. Our contractual responsibility for our
current and any future incentive and/or severance obligations may cause us to cease or curtail our operations at an
earlier date than would otherwise be the case if we were not required to satisfy these obligations. In addition, part or
all of the proceeds from a future capital raising transaction may be used to satisfy these obligations.

The use of our net operating loss carryforwards may be limited.

Net operating loss carryforwards may expire and not be used. As of December 31, 2008, we had generated federal net
operating loss carryforwards of approximately $90.4 million and state net operating loss carryforwards of
approximately $41.4 million. Federal net operating loss carryforwards have a 20-year carryforward period and begin
to expire in 2020. State net operating loss carryforwards have a ten year carry forward period and begin to expire in
2012.

Pursuant to Section 382 of the Internal Revenue Code, annual use of our net operating loss carryforwards may be
limited in the event a cumulative change in ownership of more than 50 percent occurs within a three-year period. We
determined that, as of January 1, 2009, no such ownership change had occurred. However, recent and potential future
financing events, including this offering, may cause changes in ownership under Section 382, which could cause our
net operating loss carryforwards to be subject to limitations and restrictions. If a change in ownership were to occur,
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our net operating loss carryforwards could be eliminated or restricted. Inability to fully utilize our net operating loss
carryforwards could have an adverse impact on our financial position and results of operations.
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If we fail to maintain an effective system of internal control over financial reporting, we may not be able to
accurately report our financial results. As a result, current and potential investors could lose confidence in our
financial reporting, which could harm our business and have an adverse effect on our stock price.

Pursuant to Section 404 of the Sarbanes-Oxley Act of 2002, we are required to annually furnish a report by our
management on our internal control over financial reporting. Such report must contain, among other matters, an
assessment by our principal executive officer and our principal financial officer on the effectiveness of our internal
control over financial reporting, including a statement as to whether or not our internal control over financial reporting
is effective as of the end of our fiscal year. This assessment must include disclosure of any material weakness in our
internal control over financial reporting identified by management. In addition, under current SEC rules, we will be
required to obtain an attestation from our independent registered public accounting firm as to our internal control over
financial reporting for our annual report on Form 10-K for our fiscal year ending December 31, 2009. Performing the
system and process documentation and evaluation needed to comply with Section 404 is both costly and challenging.
We have in the past discovered, and may in the future discover, areas of internal controls that need improvement. For
example, during the fourth quarter of 2008, we discovered that we did not correctly apply generally accepted
accounting principles as they related to accounting for warrant liability because our accounting staff did not have
adequate training or expertise, and determined that we had a material weakness in our internal control over financial
reporting as of December 31, 2007. A material weakness is a deficiency, or a combination of deficiencies, in internal
control over financial reporting, such that there is a reasonable possibility that a material misstatement of our annual
or interim financial statements will not be prevented or detected on a timely basis. For a detailed description of this
material weakness and our remediation of this material weakness, see Part II Item 9A(T) Controls and Procedures
our annual report on Form 10-K for the year ended December 31, 2008. If additional material weaknesses are
identified in our internal control over financial reporting, neither our management nor our independent registered
public accounting firm will be able to assert that our internal control over financial reporting and/or our disclosure
controls and procedures are effective, and we could be required to further implement expensive and time-consuming
remedial measures. We cannot be certain that any measures we take will ensure that we implement and maintain
adequate internal control over financial reporting and that we will remediate the material weakness. As a result of
recent reductions in our workforce and other personnel departures, we have experienced substantial turnover in our
personnel responsible for performing activities related to our internal control over financial reporting. We have used
third-party contractors to maintain effective internal control over financial reporting during this turn-over. However, if
we fail to maintain effective internal control over financial reporting and/or disclosure controls and procedures we
could lose investor confidence in the accuracy and completeness of our financial reports, which could have a material
adverse effect on our stock price.

Our operations might be interrupted by the occurrence of a natural disaster or other catastrophic event.

Our corporate headquarters are located at a single business park in San Diego, California. Important documents and
records, including copies of our regulatory documents and other records for our product candidates, are located at our
facilities and we depend on our facilities for the continued operation of our business. Natural disasters and other
catastrophic events, such as wildfires and other fires, earthquakes and extended power interruptions, which have
impacted San Diego businesses in the past, and terrorist attacks, drought or flood, could significantly disrupt our
operations and result in additional, unplanned expense. As a small company, we have limited capability to establish
and maintain a comprehensive disaster recovery program and, accordingly, we do not have a formal business
continuity or disaster recovery plan, and any natural disaster or catastrophic event could delay our development and
commercialization efforts. Even though we believe we carry commercially reasonable insurance, we might suffer
losses that exceed the coverage available under these insurance policies. In addition, we are not insured against
terrorist attacks or earthquakes.
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Risks Related to Drug Development and Commercialization

Further testing of and/or validation of manufacturing processes with respect to our product candidates is required
and regulatory approval may be delayed or denied, which would limit or prevent us from marketing our product
candidates and significantly impair our ability to generate revenues.

Human pharmaceutical products generally are subject to rigorous preclinical testing and clinical trials and other
approval procedures mandated by the FDA and foreign regulatory authorities. Various federal and foreign statutes and
regulations also govern or influence the manufacturing, safety, labeling, storage, record keeping and marketing of
pharmaceutical products. The process of obtaining these approvals and the subsequent compliance with appropriate
U.S. and foreign statutes and regulations is time-consuming and requires the expenditure of substantial resources. In
addition, these requirements and processes vary widely from country to country.

To varying degrees based on the regulatory plan for each product candidate, the effect of government regulation and
the need for FDA and other regulatory agency approval will delay commercialization of our product candidates,
impose costly procedures upon our activities, and put us at a disadvantage relative to larger companies with which we
compete. There can be no assurance that FDA or other regulatory approval for any product candidates developed by
us will be granted on a timely basis, or at all. Even though the FDA has confirmed the appropriateness of a

Section 505(b)(2) regulatory path for ANX-530 and ANX-514, the FDA s views may change. If the FDA requires the
longer-term regulatory approval pathway associated with traditional drug development for ANX-530 and ANX-514,
we may determine that the associated time and cost is not financially justifiable and, as a result, discontinue those
programs. If we discontinue the development of one or both of these product candidates, our business and stock price
may suffer.

In connection with any NDA that we file under Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or
FDCA, we may be required to notify third parties that we have certified to the FDA that any patents listed for the
approved drug in the FDA s Orange Book publication are invalid or will not be infringed by the manufacture, use or
sale of our drug. If the third-party files a patent infringement lawsuit against us within 45 days of its receipt of notice
of our certification, the FDA is automatically prevented from approving our NDA until, subject to certain adjustments,
the earliest of 30 months, expiration of the patent, settlement of the lawsuit or a decision in the infringement case that
is favorable to us. Accordingly, we may invest significant time and expense in the development of our product
candidates, including ANX-530 and ANX-514, only to be subject to significant delay and patent litigation before our
products may be commercialized.

We may not achieve our projected development and commercialization goals in the time frames we announce.
Delays in the commencement or completion of pre/non-clinical testing, bioequivalence or clinical trials or
manufacturing, regulatory or launch activities could result in increased costs to us and delay or limit our ability to
generate revenues.

We set goals for and make public statements regarding our estimates of the timing of the accomplishment of
objectives material to successful development and commercialization of our product candidates. The actual timing of
these events can vary dramatically due to any number of factors, including delays or failures in our pre/non-clinical
testing, bioequivalence and clinical trials and manufacturing, regulatory and launch activities and the uncertainties
inherent in the regulatory approval process. While our regulatory strategy for ANX-530 and ANX-514 has been to
demonstrate the pharmacokinetic equivalence of each to the currently approved reference product in small,
bioequivalence trials in humans, we may determine to conduct clinical studies to support uses in new indications or
other label changes or for other reasons.
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We conduct pre/non-clinical activities in the course of our development programs, including in connection with the
manufacture of our product candidates, and in response to requests by regulatory authorities, as well as for other
reasons. Delays in our pre/non-clinical activities could occur for a number of reasons, including:

delays in reaching agreement on acceptable terms with prospective contract research organizations, or CROs,
and contract manufacturing organizations, or CMOs, the terms of which can be subject to extensive negotiation

and may vary significantly among different CROs and CMOs;
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failures on the part of our CROs and CMOs in developing procedures and protocols or otherwise conducting
activities on timeframes requested by us;

changes in regulatory requirements or other standards or guidance relating to preclinical testing, including
testing of pharmaceutical products in animals;

a lack of availability of animals that are suitable for the types of studies we plan to conduct;

a lack of availability of capacity at our CMOs, or of the component materials, including the active
pharmaceutical ingredient, or API, or related materials, including vials and stoppers, necessary to manufacture
our product candidates or products; and

unforeseen results of preclinical or nonclinical testing that require us to amend study or test designs or delay
future testing or bioequivalence or clinical trials and related regulatory filings.

In addition, we do not know whether planned bioequivalence or clinical trials will commence on time or be completed
on schedule, if at all. The commencement and completion of trials can be delayed for a variety of reasons, including
delays related to:

obtaining regulatory approval to commence a trial;

identifying appropriate trial sites and reaching agreement on acceptable terms with prospective CROs, trial
sites and investigators, the terms of which can be subject to extensive negotiation and may vary significantly
among different CROs, trial sites and investigators;

manufacturing sufficient quantities of a product candidate;
obtaining institutional review board, or IRB, approval to conduct a trial at a prospective site;

recruiting and enrolling patients to participate in trials for a variety of reasons, including competition from
other clinical trials for the same indication as our product candidates and the perception that the design of a
trial or the proposed treatment regimen is less beneficial to patients than available alternatives; and

retaining patients who have initiated a trial but may be prone to withdraw due to side effects from the therapy,
lack of efficacy or personal issues, or who are lost to further follow-up.

For example, in October 2007, we announced results of our phase 2b clinical trial of ANX-510, or CoFactor, for the
first-line treatment of metastatic colorectal cancer, which demonstrated that the CoFactor/5-FU arm did not
demonstrate statistically significant improved safety in the trial s primary endpoint. In November 2007, we announced
that we would discontinue enrolling patients in our phase 3 clinical trial of CoFactor for the first-line treatment of
metastatic colorectal cancer and, in October 2008, we announced that we had discontinued active work on all product
candidates other than ANX-530 and ANX-514, including CoFactor. In addition, in May 2009, we announced that we
did not meet the primary endpoint in our bioequivalence study of ANX-514, resulting in additional uncertainty around
the cost and timeline to obtaining FDA approval for that product candidate.

In addition, a trial may be suspended or terminated by us, the FDA or other regulatory authorities due to a number of
factors, including:
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failure to conduct the trial in accordance with regulatory requirements or the trial s protocol;

inspection of trial operations or trial sites by the FDA or other regulatory authorities resulting in the imposition
of a clinical hold;

unforeseen safety issues; or

lack of adequate funding to continue the trial.
Additionally, changes in regulatory requirements and guidance relating to clinical trials may occur and we may need
to amend clinical trial protocols to reflect these changes. Amendments may require us to resubmit our clinical trial
protocols to IRBs for reexamination or renegotiate terms with CROs, trial sites and clinical investigators, all of which

may impact the costs, timing or successful completion of a clinical trial.
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There can be no assurance that our preclinical and nonclinical testing and bioequivalence and/or clinical trials will
commence or be completed, that we will make regulatory submissions or receive regulatory approvals as planned or
that we will be able to adhere to our current schedule for the development or commercialization of any of our product
candidates. If we experience delays in completion of, or if we terminate, our bioequivalence or clinical trials or
preclinical and nonclinical testing, the commercial prospects for our product candidates will be harmed, and our
ability to generate product revenues will be delayed. In addition, many of the factors that cause, or lead to, a delay in
the commencement or completion of bioequivalence or clinical trials or preclinical and nonclinical testing may also
ultimately lead to the denial of regulatory approval of a product candidate. Even if we are able to ultimately
commercialize our product candidates, other therapies for the same indications may have been introduced to the
market and established a competitive advantage.

Positive results in our preclinical testing and/or bioequivalence trials do not ensure that future bioequivalence or
clinical trials will be successful or that our product candidates will receive the regulatory approvals necessary for
their commercialization.

Before obtaining regulatory approvals for the commercial sale of any of our product candidates, we must demonstrate
through preclinical testing and bioequivalence or clinical trials that each product is safe and effective for use in each
target indication. Success in preclinical testing and/or bioequivalence trials does not ensure that subsequent or
large-scale trials will be successful. Additionally, throughout development, we must provide adequate assurance to the
FDA and other regulatory authorities that we can consistently produce our product candidates in conformance with
current good manufacturing practices, or cGMP, and other regulatory standards. Bioequivalence and clinical trial
results are frequently susceptible to varying interpretations and regulatory authorities may disagree on what are
appropriate methods for analyzing data, which may delay, limit or prevent regulatory approvals. For instance, with
respect to our bioequivalence trial of ANX-530, the FDA may perform its pharmacokinetic equivalence analysis based
on a patient population other than the population on which we based our analysis, which may result in the FDA
determining that ANX-530 and Navelbine are not bioequivalent, requiring that we evaluate additional patients,
re-perform the study or take other remedial action. In addition, the FDA may inquire regarding the manufacturing
source, in-process and product release specifications and overall uniformity of reference product used in the
bioequivalence trial of ANX-530, particularly since it was conducted at sites in multiple countries, and we may be
unable to provide documentation satisfactory to the FDA with respect to such reference product, which may result in
the FDA requiring that we evaluate additional patients, re-perform the study or take other remedial measures. Further,
the ANX-530 bioequivalence trial was open-label, meaning physician-investigators, as well as patients, may have
been aware of which drug was being administered. There is a risk of investigator bias in reporting adverse events as a
result of the study s open-label nature, including bias that increased the reporting of adverse events associated with
Navelbine and/or that decreased the reporting of adverse events associated with ANX-530. With respect to ANX-514,
despite positive preclinical testing that indicated pharmacokinetic equivalence between ANX-514 and the reference
product, our bioequivalence trial of ANX-514 did not demonstrate pharmacokinetic equivalence between ANX-514
and the reference product based on benchmark regulatory standards.

The length of time necessary to complete bioequivalence or clinical trials and manufacturing development work and
to submit an application for marketing approval for a final decision by a regulatory authority varies significantly and
may be difficult to predict. In addition, delays or rejections may be encountered based upon changes in FDA policy
for drug approval during the period of product development and FDA regulatory review of each submitted NDA.
There is a significant risk that any of our product candidates could fail to show satisfactory results in human trials, as
was the case in our bioequivalence study of ANX-514, or manufacturing development, and, as a result, we may not
continue their development. A failure to obtain requisite regulatory approvals or to obtain approvals of the scope
requested will delay or preclude us from marketing our products or limit the commercial use of the products, and
would have a material adverse effect on our business, financial condition and results of operations.
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If any of our product candidates for which we receive regulatory approval do not achieve broad market acceptance
(including as a result of failing to differentiate our products from competitor products or as a result of failing to
obtain reimbursement rates for our products that are competitive from the healthcare provider s perspective), the
revenues we generate from their sales will be limited and our business may not be profitable.

Our success will depend in substantial part on the extent to which our products for which we obtain marketing
approval from the FDA and comparable foreign regulatory authorities are accepted by the medical community and
reimbursed by third-party payors, including government payors. The degree of market acceptance will depend upon a
number of factors, including, among other things:

our product s perceived advantages over existing treatment methods (including relative convenience and ease of
administration and prevalence and severity of any adverse side effects);

claims or other information (including limitations or warnings) in our product s approved labeling;
reimbursement and coverage policies of government and other third-party payors;
pricing and cost-effectiveness;

in the U.S., the ability of group purchasing organizations, or GPOs (including distributors and other network
providers), to sell our products to their constituencies;

the establishment and demonstration in the medical community of the safety and efficacy of our products and
our ability to provide acceptable evidence of safety and efficacy;

availability of alternative treatments; and
the prevalence of off-label substitution of chemically equivalent products.

We cannot predict whether physicians, patients, healthcare insurers or maintenance organizations, or the medical
community in general, will accept or utilize any of our products. If our products are approved but do not achieve an
adequate level of acceptance by these parties, we may not generate sufficient revenues from these products to become
or remain profitable. In addition, our efforts to educate the medical community and third-party payors regarding the
benefits of our products may require significant resources and may never be successful.

Under our Section 505(b)(2) regulatory strategy for ANX-530 and ANX-514, because we anticipate submitting NDAs
based on pharmacokinetic data, our ability to differentiate our products from competitor products will be limited
unless the FDA allows us to include certain data in our products labels. Even if our products demonstrate clinical or
pharmacoeconomic benefits, we may be unable to market our products based on these benefits.

If we fail to obtain a unique Healthcare Common Procedure Coding System, or HCPCS, product code for ANX-530, it
is unlikely we will be able to sell that product at a price that exceeds its manufacturing, marketing and distribution
costs. Even if we obtain separate HCPCS codes for our products, if our products are perceived to provide little or no
advantage relative to competitive products or for other reasons, we may be required to price our products at levels that
do not cover our costs to manufacture, market and distribute the products or provide any profit, or to price our
products at levels at which they are not competitive.

We do not have manufacturing capabilities and are dependent on single source manufacturers and suppliers for
certain of our product candidates and their component materials, and the loss of any of these manufacturers or
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suppliers, or their failure to provide us with an adequate supply of products or component materials on
commercially acceptable terms, or at all, could harm our business.

We do not have any manufacturing capability. We rely on third-party manufacturers and component materials
suppliers for the manufacture of our product candidates for bioequivalence or clinical trial purposes and we anticipate
establishing relationships with third-party manufacturers and component materials suppliers for the commercial
production of our products. Currently we do not have any commercial supply agreements or commitments with our
third-party manufacturers or component suppliers, and we cannot ensure that we will
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be able to establish relationships with these parties on commercially acceptable terms, or at all. If we fail to establish
and maintain such relationships, we expect it would have a material and adverse effect on our operations. Even if we
successfully establish relationships with third-party manufacturers and component suppliers on commercially
acceptable terms, our manufacturers and suppliers may not perform as agreed or may terminate their agreements with
us. Because many of our single source suppliers provide manufacturing services to a number of other pharmaceutical
companies, our suppliers may experience capacity constraints or choose to prioritize one or more of their other
customers over us. Any significant problem that our single source manufacturers or suppliers experience could delay
or interrupt the supply to us of bioequivalence or clinical trial materials or products until the manufacturer or supplier
cures the problem or until we locate an alternative source of supply, if an alternative source is available, and any such
delay or interruption could materially and adversely affect our development and commercial activities and operations.

For instance, ANX-530 is an emulsified cytotoxic product that must be aseptically-filled. There are a limited number
of CMOs capable and willing to manufacture this type of product at the commercial scale at which we anticipate
requiring in accordance with our marketing plans for ANX-530, which will make identifying and establishing short-
or long-term relationships with willing manufacturers more difficult and provide them with substantial leverage over
us in any negotiations. Furthermore, certain of the component materials of ANX-530 are available only from a
particular supplier, and currently we do not have any short- or long-term agreements for the supply of those materials.

Even if we successfully establish a long-term relationship with our current CMO for ANX-530 on commercially
acceptable terms, our CMO may be unable to successfully and consistently manufacture ANX-530 at commercial
scale. We and this manufacturer have limited experience manufacturing ANX-530. Because data from a single
bioequivalence trial of ANX-530 may be sufficient to support an NDA for ANX-530, our and our current contract
manufacturer s ability to gain experience manufacturing ANX-530, in particular at various scales, has been limited. If
our current CMO is unable to manufacture ANX-530 successfully and consistently at commercial scale and within
established parameters, we may be unable to validate our manufacturing process, even if the FDA otherwise would
approve our NDA, and therefore unable to sell ANX-530. Our current CMO has similarly limited experience with
ANX-514.

All manufacturers of our products and product candidates must comply with cGMP requirements enforced by the
FDA through its facilities inspection program, as well as applicable requirements of foreign regulatory authorities.
These requirements include quality control, quality assurance and the maintenance of records and documentation.
Manufacturers of our products and product candidates may be unable to comply with these cGMP requirements and
with other FDA, state and foreign regulatory requirements. While we or our representatives generally monitor and
audit our manufacturer s systems, we have little control over our manufacturers ongoing compliance with these
regulations and standards. A failure to comply with these requirements may result in fines and civil penalties,
suspension of production, suspension or delay in product approval, product seizure or recall, or withdrawal of product
approval.

Furthermore, the manufacture of pharmaceutical products requires significant expertise and capital investment,
including the development of advanced manufacturing techniques and process controls. Manufacturers of
pharmaceutical products often encounter difficulties in production, particularly in scaling up initial production. These
problems include difficulties with production costs and yields, quality control, including stability of the product
candidate and quality assurance testing and shortages of qualified personnel.

If our manufacturers were to encounter any of these difficulties or otherwise fail to comply with their contractual
obligations, our ability to provide product candidates to patients in our future bioequivalence or clinical trials may be
jeopardized. Any delay or interruption in the supply of supplies could delay the completion of our future