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PART 1
Special Note About Forward-Looking Statements

Certain statements in Management’s Discussion and Analysis, other than purely historical information, including
estimates, projections, statements relating to our business plans, objectives and expected operating results, and the
assumptions upon which those statements are based, are "forward-looking statements" within the meaning of the
Private Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934, as amended (the "Exchange Act"). These forward-looking statements generally are
identified by the words "believe," "project," "predict,” "expect,” "anticipate,” "estimate," "intend," "plan," "may,"
"should," "will," "would," "will be," "will continue," "will likely result," and similar expressions. Forward-looking
statements are based on current expectations and assumptions that are subject to risks and uncertainties which may
cause actual results to differ materially from the forward-looking statements. A detailed discussion of risks and
uncertainties that could cause actual results and events to differ materially from such forward-looking statements is
included in the section entitled "Risk Factors" (refer to Part I, Item 1A) and include but are not limited to:

nn "non non nn "nan nn

Our results will likely fluctuate from period to period and may not be indicative of our long-term prospects;

If our losses and loss adjustment expenses greatly exceed our loss reserves, our financial condition may be
significantly and negatively affected;

The property and casualty reinsurance market may be affected by cyclical trends;

The effect of emerging claim and coverage issues on our business is uncertain;

Rating agencies may downgrade or withdraw either of our ratings;

We depend on DME Advisors, LP ("DME Advisors"), to implement our investment strategy;
Loss of key executives could adversely impact our ability to implement our business strategy; and
Currency fluctuations could result in exchange rate losses and negatively impact our business.

We caution that the foregoing list of important factors is not intended to be and is not exhaustive. We undertake no
obligation to update or revise publicly any forward-looking statements, whether as a result of new information, future
events or otherwise and all subsequent written and oral forward-looking statements attributable to us or individuals
acting on our behalf are expressly qualified in their entirety by this paragraph. If one or more risks or uncertainties
materialize, or if our underlying assumptions prove to be incorrect, actual results may vary materially from what we
projected. Any forward-looking statements in this Form 10-K reflect our current view with respect to future events
and are subject to these and other risks, uncertainties and assumptions relating to our operations, results of operations,
growth, strategy and liquidity. Readers are cautioned not to place undue reliance on the forward-looking statements
which speak only to the dates on which they were made.

We intend to communicate certain events that we believe may have a material adverse impact on our operations or
financial position, including property and casualty catastrophic events and material losses in our investment portfolio,
in a timely manner through a public announcement. Other than as required by the Exchange Act, we do not intend to
make public announcements regarding reinsurance or investments events that we do not believe, based on
management's estimates and current information, will have a material adverse impact on our operations or financial
position.
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Item 1. BUSINESS

Unless otherwise indicated or unless the context otherwise requires, all references in this annual report on Form 10-K
to ‘‘the Company,”” ‘‘we,”” ‘‘us,”” “‘our’’ and similar expressions are references to Greenlight Capital Re, Ltd. and its consolid
subsidiaries. Unless otherwise indicated or unless the context otherwise requires, all references in this annual report to

entity names are as set forth in the following table:

Reference Entity’s legal name

Greenlight Capital Re Greenlight Capital Re, Ltd.
Greenlight Re Greenlight Reinsurance, Ltd.

GRIL Greenlight Reinsurance Ireland, Ltd.
Verdant Verdant Holding Company, Ltd.

Company Overview

Greenlight Capital Re is a holding company that was incorporated in July 2004 under the laws of the Cayman Islands.
In August 2004, we raised gross proceeds of $212.2 million from private placements of Greenlight Capital Re’s Class
A ordinary shares and Class B ordinary shares, or, collectively, the ordinary shares. On May 24, 2007, Greenlight
Capital Re raised proceeds of $208.3 million, net of underwriting fees, in an initial public offering of Class A ordinary
shares, as well as an additional $50.0 million from a private placement of Class B ordinary shares.

We are a Cayman Islands headquartered global specialist property and casualty reinsurer with a reinsurance and
investment strategy that we believe differentiates us from most of our competitors. We conduct our reinsurance
operations through two licensed and regulated reinsurance entities: Greenlight Re, based in the Cayman Islands, and
GRIL, based in Dublin, Ireland. Greenlight Re provides multi-line property and casualty reinsurance globally, while
GRIL focuses mainly on the European market and serves clients located in Europe. Our goal is to build long-term
shareholder value by selectively offering customized reinsurance solutions, in markets where capacity and alternatives
are limited, which we believe will yield favorable long-term returns on equity.

We aim to complement our underwriting results with a non-traditional investment approach in order to achieve higher
rates of return over the long term than reinsurance companies that employ more traditional, fixed-income investment
strategies. We manage our investment portfolio according to a value-oriented philosophy, in which we take long
positions in perceived undervalued securities and short positions in perceived overvalued securities.

In addition, from time to time, we may seek to form long-term strategic alliances with insurance companies and
general agents to complement our property and casualty reinsurance business and our non-traditional investment
approach. To facilitate such strategic alliances, we formed Verdant, which, among other activities, has made and may
make strategic investments in a select group of property and casualty insurers and general agents in the United States.

Because we employ an opportunistic underwriting philosophy, period-to-period comparisons of our underwriting
results may not be meaningful. In addition, our historical investment results may not necessarily be indicative of
future performance. Due to the nature of our reinsurance and investment strategies, our operating results will likely
fluctuate from period to period.

Description of Business

Greenlight Re is licensed and regulated by the Cayman Islands Monetary Authority ("CIMA") to write property and
casualty reinsurance business as well as long term business (e.g., life insurance, long term disability, long term care,
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etc.); however, to date we have not written any long term business. GRIL is licensed and regulated by the Central
Bank of Ireland ("CBI") to write property and casualty reinsurance business. Currently, we manage our business on
the basis of one operating segment: property and casualty reinsurance. We currently offer excess of loss and quota
share products in the property and casualty market. Our underwriting operations are designed to capitalize on
inefficiencies that we perceive exist in the traditional approach to underwriting. We believe that we conduct our
business differently from traditional reinsurers in multiple ways, including:
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we focus on offering customized reinsurance solutions to select customers at times and in markets where
capacity and alternatives are limited rather than pursuing and participating in broadly available traditional
property and casualty opportunities;

we aim to build a reinsurance portfolio of frequency and severity contracts with favorable ultimate economic
results measured after all loss payments have been made rather than focusing on interim reported results when
losses may be incurred but not yet reported or paid;

we seek to act as the lead underwriter on a majority of the contracts we underwrite in an effort to obtain greater
influence in negotiating pricing, terms and conditions rather than focusing on taking a minority participation in
contracts that have been negotiated and priced by another party;

we maintain a small staff of experienced generalist underwriters that are capable of underwriting many lines of
property and casualty business rather than a large staff of underwriters, each with an individual, specific focus
on certain lines of business;

we implement a "cradle to grave" service philosophy where the same deal team underwrites and services each
reinsurance contract rather than separating underwriting and servicing duties among many employees; and

we compensate our management with a cash bonus structure largely dependent on our underwriting results
over a multi-year period rather than on premium volume or preliminary underwriting results in any given
financial accounting period.

Our investment strategy, like our reinsurance strategy, is designed to maximize returns over the long term while
minimizing the risk of capital loss. Unlike the investment strategies of many of our competitors, which invest
primarily in fixed-income securities either directly or through fixed-fee arrangements with one or more investment
managers, our investment strategy is to invest in long and short positions primarily in publicly-traded equity and
corporate debt instruments exclusively through a joint venture with DME Advisors LLC ("DME"). Our investment
advisor, DME Adpvisors, is compensated with a fixed annual fee based on assets under management and the joint
venture participant, DME, is compensated on the positive performance of our portfolio. DME Advisors, which makes
investments on our behalf, is a value-oriented investment advisor that analyzes companies' available financial data,
business strategies and prospects in an effort to identify undervalued and overvalued securities. DME Advisors and
DME are both controlled by David Einhorn, the Chairman of our Board of Directors and the president of Greenlight
Capital, Inc. DME Adpvisors has the contractual right to manage substantially all of our investable assets until
December 31, 2016, and is required to follow our investment guidelines and to act in a manner that is fair and
equitable in allocating investment opportunities to us. However, DME Advisors is not otherwise restricted with
respect to the nature or timing of making investments for our account.

We measure our success by long-term growth in book value per share, which we believe is the most comprehensive
gauge of the performance of our business. Accordingly, our incentive compensation plans are designed to align
employee and shareholder interests. Compensation under our cash bonus plan is largely dependent on the ultimate
underwriting returns of our business measured over a multi-year period, rather than premium targets or estimated
underwriting profitability for the year in which we initially underwrote the business.

We characterize the reinsurance risks we assume as frequency or severity and aim to balance the risks and
opportunities of our underwriting activities by creating a diversified portfolio of both types of businesses, although we
generally have a preference for frequency business.
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Frequency business is characterized as contracts containing a potentially large number of smaller losses emanating
from multiple events. Clients generally buy this protection to increase their own underwriting capacity and typically
select a reinsurer based upon the reinsurer's financial strength, service and expertise. We expect the results of
frequency business to be less volatile than those of severity business from period to period due to its greater
predictability. We also expect that over time the profit margins and return on equity of our frequency business will be
lower than those of our severity business.

Severity business is typically characterized as contracts with the potential for significant losses emanating from one
event or multiple events. Clients generally buy this protection to reduce volatility from their balance sheets, and
accordingly, we expect the results of severity business to be volatile from period to period. However, over the long
term, we also expect that our severity business will generate higher profit margins and return on equity than our
frequency business.
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While we intend to continue to add to, and diversify, our portfolio, our allocation of risk will vary based on our
perception of the opportunities available in each line of business. Moreover, our focus on certain lines will fluctuate
based upon market conditions and we may only offer or underwrite a limited number of lines in any given period. We
intend to continue to:

target markets where capacity and alternatives are underserved or constrained;

seek clients with appropriate expertise in their line of business;

employ strict underwriting discipline;

select reinsurance opportunities with favorable returns on capital over the life of the contract; and

strengthen and expand relationships with existing clients.

The following table sets forth our gross premiums written by line of business:
Year ended December 31
2014 2013 2012
($ in thousands)
Property
Aviation $ 391 0.1 % $168 — % $— — %
Commercial 11,529 3.6 9,999 1.9 15,110 3.5
Energy 2,131 0.6 659 0.1 — —
Motor physical damage 24,008 7.4 57,952 10.8 60,262 14.1

Personal 64,479 19.9

John A. Scarlett, M.D. 55 President, Chief
Executive
Officer and
Director

Ross G. Clark, Ph.D. 55 Chief Technical
Officer and
Director

Susan Wong 43 Acting Chief
Financial
Officer, Vice
President,
Finance and
Chief
Accounting
Officer

Stephen N. Rosenfield 56 Executive Vice
President of
Legal Affairs,
General
Counsel and
Secretary

Andrew Grethlein, Ph.D. 41 Senior Vice
President,
Pharmaceutical
Operations

Chris E. Rivera 44 Senior Vice
President,
Commercial
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Thorsten von Stein, M.D., Ph.D. 44 Chief Medical

Officer and

Senior Vice

President of

Clinical and

Regulatory

Affairs
John A. Scarlett has served as our President and Chief Executive Officer and as a member of our board of directors since February 2002. From
March 1993 to May 2001, Dr. Scarlett served as President and Chief Executive Officer of Sensus Drug Development Corporation, a
development stage pharmaceutical company. In 1995, he co-founded Covance Biotechnology Services, Inc., a biotechnology contract
manufacturing company, and served as a member of its board of directors from inception to 2000. From 1991 to 1993, Dr. Scarlett headed the
North American Clinical Development Center and served as Senior Vice President of Medical and Scientific Affairs at Novo Nordisk
Pharmaceuticals, Inc., a wholly owned subsidiary of Novo Nordisk A/S, a pharmaceutical company. From 1985 to 1990, Dr. Scarlett served as
Vice President, Clinical Affairs and headed the clinical development group at Greenwich Pharmaceuticals, Inc., a pharmaceutical company.
From 1982 to 1985, Dr. Scarlett served as Associate Director and, subsequently, as Director, of Medical Research and Services at Ortho-McNeil
Pharmaceuticals, a wholly owned subsidiary of Johnson & Johnson. Dr. Scarlett received his B.A. degree in chemistry from Earlham College
and his M.D. from the University of Chicago, Pritzker School of Medicine.

Ross G. Clark has served as our Chief Technical Officer since May 2002 and as a member of our board of directors since December 2001. From
December 2001 to August 2003, Dr. Clark served as Chairman of our board of directors. From December 2001 to February 2002, Dr. Clark
served as our Chief Executive Officer and President. Dr. Clark founded Tercica Limited, our predecessor company in New Zealand, in
September 2000. Since September 1997, Dr. Clark has served as Professor of Endocrinology at the University of Auckland. From October 1997
to January 2000, Dr. Clark served as Chief Scientist for NeuronZ Limited, a New Zealand biotechnology company. In July 1999, Dr. Clark
served as a board member of ViaLactia Biosciences (NZ) Ltd, a biotechnology subsidiary of the New Zealand Dairy Board. From 1990 to 1997,
Dr. Clark served as a senior scientist for Genentech, Inc., a biotechnology company. Dr. Clark received his B.Sc., Dip.Sci. and Ph.D. degrees in
veterinary physiology from Massey University, New Zealand.

Susan Wong has served as our Vice President of Finance and Chief Accounting Officer since March 2006 and Acting Chief Financial Officer
since June 2005; and Vice President, Finance and Controller from January 2004 to March 2006. From November 2001 to December 2003,

Ms. Wong was an independent financial services consultant. From August 2000 to October 2001, she served as Senior Vice President and
Corporate Controller at innoVentry Corp., a privately-held provider of fee-based financial services. From September 1993 to July 2000,

Ms. Wong served as Vice President and Corporate Controller at Ocular Sciences, Inc., a publicly-held manufacturer and distributor of soft
contact lenses. From September 1989 to 1993, Ms. Wong served as Director of Corporate Accounting and Financial Reporting, Planning &
Analysis at Vanstar, Inc., a computer reseller. Ms. Wong held various positions in the audit group at Coopers & Lybrand from August 1985 to
August 1989. Ms. Wong is a Certified Public Accountant, and received her B.S. degree in finance and accounting from University of California,
Berkeley.
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Stephen N. Rosenfield has served as our Executive Vice President of Legal Affairs, General Counsel and Secretary since March 2006; and
Senior Vice President of Legal Affairs, General Counsel and Secretary since July 2004. From February 2003 to May 2004, Mr. Rosenfield
served as Executive Vice President of Legal Affairs, General Counsel and Secretary of InterMune, Inc., a biopharmaceutical company. From
February 2000 to February 2003, Mr. Rosenfield served as Senior Vice President of Legal Affairs, General Counsel and Secretary of InterMune,
Inc. From February 1996 to March 2000, Mr. Rosenfield was as an attorney at Cooley Godward LLP and served as outside counsel for
biotechnology and technology clients. Mr. Rosenfield received his B.S. degree from Hofstra University and his J.D. degree from Northeastern
University School of Law.

Andrew Grethlein has served as our Senior Vice President, Pharmaceutical Operations since August 2005 and Vice President, Manufacturing
from April 2003 to August 2005. From December 2000 to April 2003, Dr. Grethlein served as Senior Director, South San Francisco Operations
for Elan Corporation, plc, a pharmaceutical company. From November 1998 to December 2000, he served as Director, Biopharmaceutical
Operations for Elan Corporation, plc. From 1997 to November 1998, Dr. Grethlein served as Associate Director, Neurotoxin Production for Elan
Corporation, plc. From 1995 to 1997, Dr. Grethlein served as Manager, Biologics Development and Manufacturing for Athena Neurosciences,
Inc., a biotechnology company. From 1991 to 1995, Dr. Grethlein served in various engineering positions for Michigan Biotechnology Institute,
a non-profit technology research and business development corporation, and its wholly-owned subsidiary, Grand River Technologies, Inc.

Dr. Grethlein received his B.S. degree in biology from Bates College and his Ph.D. in chemical engineering from Michigan State University.

Chris E. Rivera has served as our Senior Vice President of Commercial Operations since April 2005. From September 2003 through December
2004, Mr. Rivera served as Vice President, Sales, at Corixa Corporation, a biopharmaceutical company. From April 2003 until September 2003,
Mr. Rivera served as Vice President, Business Development for GeneCraft, Inc. (currently Trubion), also a biopharmaceutical company. From
June 1998 until April 2003, Mr. Rivera served at Genzyme Corporation in various commercial positions with increasing responsibilities, the
most recent as Senior Vice President, Therapeutics, where he was responsible for the U.S. commercialization of Genzyme Corporation s renal
division. From April 1996 until May 1998, Mr. Rivera served as Vice President, Sales for Genzyme Tissue Repair. Prior to serving at Genzyme
Corporation, Mr. Rivera helped to build the original commercial organizations at Cephalon, Inc. from 1993 through 1995 and at Centocor, Inc.
from 1991 through 1993. Mr. Rivera began his career at E.R. Squibb and Sons (currently known as Bristol Myers-Squibb) in 1986 in a sales
capacity, and was promoted to Seattle District Manager in 1989. Mr. Rivera received his B.S. degree in Business Administration at
Northwestern Oklahoma State University and his M.S. degree in Audiology at the University of Oklahoma Health Sciences Centery. Mr. Rivera
also attended the M.B.A. program at Seattle University s Albers School of Business and Economics, where he studied marketing and
management.

Thorsten von Stein has served as our Chief Medical Officer and Senior Vice President of Clinical and Regulatory Affairs since January 2005.
From August 2003 to January 2005, Dr. von Stein served as Chief Medical Officer at NeurogesX, Inc., a pharmaceutical company. From
December 2001 to July 2003, Dr. von Stein served as Vice President, Clinical Development at Neurogesx. From 1994 to 2001, Dr. von Stein
held positions of increasing responsibility in medical research, global clinical development and project management for Roche Palo Alto and F.
Hoffman-La Roche AG in Basel, Switzerland. Dr. von Stein served as Director of Medical Research at Roche Palo Alto from 1998 to December
2001. Dr. von Stein received his M.D. degree from Munich University, Germany, and his Ph.D. degree in computer science from the University
of Hamburg, Germany.
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Corporate Information

Tercica, Inc. was formed in December 2001 as a Delaware corporation. In early 2002, Tercica, Inc. acquired all the intellectual property rights
and assumed specified liabilities of Tercica Limited, which was formed in October 2000 as a New Zealand company. Tercica Limited was
subsequently liquidated.

Available Information

We file electronically with the U.S. Securities and Exchange Commission, or SEC, our annual reports on Form 10-K, quarterly reports on Form
10-Q, current reports on Form 8-K, and amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Securities
Exchange Act of 1934. We make available on our website at http://www.tercica.com, free of charge, copies of these reports as soon as
reasonably practicable after filing these reports with, or furnishing them to, the SEC.
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Item 1A.  Risk Factors.

We have identified the following additional risks and uncertainties that may have a material adverse effect on our business, financial condition
or results of operations. Investors should carefully consider the risks described below before making an investment decision. The risks described
below are not the only ones we face. Additional risks not presently known to us or that we currently believe are immaterial may also
significantly impair our business operations. Our business could be harmed by any of these risks. The trading price of our common stock could
decline due to any of these risks, and investors may lose all or part of their investment.

Risks Related to Our Business

We are a development stage company with a limited operating history and may not be able to successfully market and sell any products,
generate significant revenues or attain profitability.

We are a development stage company focused on the development and commercialization of Increlex for the treatment of short stature and
other endocrine disorders. From our inception in October 2000 through December 31, 2005, we have accumulated a deficit of $165.7 million.
We have not generated and may not be able to generate significant revenues from operations and may not be able to attain profitability. We
incurred a net loss of $46.2 million during the year ended December 31, 2005. We expect to incur substantial net losses, in the aggregate and on
a per share basis, for the foreseeable future as we attempt to develop, market and sell Increlex for severe Primary IGFD and Primary IGFD. We
are unable to predict the extent of these future net losses, or when we may attain profitability, if at all. These net losses, among other things, have
had and will continue to have an adverse effect on our stockholders equity and net current assets.

We anticipate that for the foreseeable future our ability to generate revenues and achieve profitability will be solely dependent on the successful
commercialization of Increlex for the treatment of severe Primary IGFD and Primary IGFD. There is no assurance that we will be able to obtain
or maintain governmental regulatory approvals to market Increlex in the United States or rest of the world for these indications or any other
indication. If we are unable to generate significant revenue from Increlex or attain profitability, we will not be able to sustain our operations.

If there are fewer children with severe Primary IGFD or Primary IGFD than we estimate, we may not generate sufficient revenues to
continue development of other products or to continue operations, or we may not be able to complete our clinical trials.

If there are fewer children with severe Primary IGFD or Primary IGFD than we estimate, we may not generate sufficient revenues to continue
development of other indications or products and may cease operations. We estimate that the number of children in the United States with short
stature is approximately one million, of which approximately 380,000 are referred to pediatric endocrinologists for evaluation. We believe that
approximately 30,000 of these children have Primary IGFD, of which approximately 6,000 have severe Primary IGFD. Our estimate of the size
of the patient population is based on published studies as well as internal data, including our interpretation of a study conducted as part of
Genentech s National Cooperative Growth Study program. This study reported results of the evaluation of the hormonal basis of short stature in
approximately 6,450 children referred to pediatric endocrinologists over a four-year period. We believe that the aggregate numbers of children in
Western Europe with Primary IGFD and severe Primary IGFD are substantially equivalent to the numbers in the United States. If the results of
Genentech s study or our interpretation and extrapolation of data from the study do not accurately reflect the number of children with Primary
IGFD or severe Primary IGFD, our assessment of the market may be incorrect, making it difficult or impossible for us to meet our revenue goals
or to enroll a sufficient number of patients in our clinical trials on a timely basis, or at all.
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Increlex may fail to achieve market acceptance, which could harm our business.

Prior to our January 2006 commercial launch of Increlex in the United States for the treatment of severe Primary IGFD, rhIGF-1 had never been
commercialized in the United States or Europe for any indication. Even though the FDA has approved Increlex for sale in the United States,
physicians may choose not to prescribe it, in which event we may be unable to generate significant revenue or become profitable.

Acceptance of Increlex will depend on a number of factors including:

acceptance of Increlex by physicians and patients as a safe and effective treatment;

reimbursement adoption;

product price;

the effectiveness of our sales and marketing efforts;

storage requirements and ease of administration;

dosing regimen;

safety and efficacy;

prevalence and severity of side effects; and

competitive products.
Reimbursement may not be available for Increlex, which could diminish our sales and impact our ability to achieve profitability.

Market acceptance, our sales of Increlex and our profitability will depend on reimbursement policies and health care reform measures. The
levels at which government authorities and third-party payors, such as private health insurers and health maintenance organizations, reimburse
the price patients pay for Increlex, and the timing of reimbursement decisions by these payors, will affect the commercialization of Increlex. We
believe that Increlex will be reimbursed to a similar extent that growth hormone therapy is reimbursed. If our assumptions regarding the timing
of reimbursement decisions or the level of reimbursement for Increlex are incorrect, our expected revenues may be delayed or substantially
reduced. Since the FDA approved Increlex for severe Primary IGFD, only prescriptions for that indication may be reimbursable. Also, we cannot
be sure that reimbursement amounts will not reduce the demand for, or the price of, Increlex. If reimbursement is not available or is available
only to limited levels, we may not be able to market and sell Increlex.

We believe that the annual wholesale acquisition cost of Increlex therapy for the treatment of severe Primary IGFD for a 24 kilogram child
would be approximately $23,000 per year. The actual cost per year per patient for Increlex will depend on the weight of the child, the treatment
dose prescribed and compliance. In addition, it is possible that the children receiving Increlex therapy during the first few years of our launch are
younger and/or smaller than those children receiving the drug in ensuing years, and the price per patient could be less than in subsequent years.
If our assumptions regarding the price per patient of Increlex therapy for the treatment of severe Primary IGFD and Primary IGFD are incorrect,
the market opportunity for Increlex therapy for the treatment of severe Primary IGFD and Primary IGFD may be substantially reduced.
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In recent years, officials have made numerous proposals to change the health care system in the United States. These proposals include measures
that would limit or prohibit payments for certain medical treatments or subject the pricing of drugs to government control. In addition, in many
foreign countries, particularly the countries of the European Union, the pricing of prescription drugs is subject to government control. If our
product becomes subject to government legislation that limits or prohibits payment for Increlex, or that subjects the price of our product to
governmental control, we may not be able to generate revenues, attain profitability or
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market and sell our product. Because these initiatives are subject to substantial political debate, which we cannot predict, the trading price of
biotechnology stocks, including ours, may become more volatile as this debate proceeds.

As a result of legislative proposals and the trend towards managed health care in the United States, third-party payors are increasingly attempting
to contain health care costs by limiting both coverage and the level of reimbursement of new drugs. They may also refuse to provide any
coverage of uses of approved products for medical indications other than those for which the FDA has granted market approvals. As a result,
significant uncertainty exists as to whether and how much third-party payors will reimburse patients for their use of newly approved drugs,
which, in turn, will put pressure on the pricing of drugs.

We face significant competition from large pharmaceutical, biotechnology and other companies that could harm our business.

The biotechnology industry is intensely competitive and characterized by rapid technological progress. In each of our potential product areas, we
face significant competition from large pharmaceutical, biotechnology and other companies. Most of these companies have substantially greater
capital resources, research and development staffs, facilities and experience at conducting clinical trials and obtaining regulatory approvals. In
addition, many of these companies have greater experience and expertise in developing and commercializing products.

We cannot predict the relative competitive position of Increlex. However, we expect that the following factors, among others, will determine our
ability to compete effectively:

acceptance of Increlex by physicians and patients as a safe and effective treatment;

reimbursement adoption;

product price;

manufacturing costs;

the effectiveness of our sales and marketing efforts;

storage requirements and ease of administration;

dosing regimen;

safety and efficacy;

prevalence and severity of side effects; and

competitive products.
We believe that many of our competitors spend significantly more on research and development-related activities than we do. Our competitors
may discover new treatments, drugs or therapies or develop existing technologies to compete with Increlex. Our commercial opportunities will
be reduced or eliminated if these competing products are more effective, have fewer or less severe side effects, are more convenient or are less
expensive than Increlex.
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Insmed Incorporated s combination product, when launched commercially, will compete with Increlex for the treatment of patients with severe
Primary IGFD. Insmed s combination product was recently approved by the FDA for the treatment of patients with severe Primary IGFD or with
growth hormone gene deletion who have developed neutralizing antibodies to growth hormone.

Growth hormone products will likely compete with Increlex for the treatment of patients with Primary IGFD if Increlex is also approved for that
indication. The major suppliers of commercially available growth hormone
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products in the United States are Genentech, Eli Lilly and Company, Teva Pharmaceutical Industries Ltd., Novo Nordisk A/S, Pfizer Inc and
Serono S.A. Investigators from a Novo Nordisk clinical trial recently presented data that demonstrated growth hormone was effective in a
population that included children with Primary IGFD. In addition, children with Primary IGFD may be diagnosed as having idiopathic short
stature, or ISS. Eli Lilly and Company and Genentech have received FDA approval for their respective growth hormone products for the
treatment of children with ISS. Accordingly, we expect that growth hormone products will compete directly with Increlex for the treatment of
children with Primary IGFD who may be diagnosed as having ISS.

In addition, we are aware that Chiron Corporation has developed a process to manufacture rhIGF-1 using yeast expression and has intellectual
property with respect to that process. We use bacterial expression, which differs from yeast expression, to manufacture Increlex.

We believe that Bristol-Meyers Squibb Company, Genentech, Merck & Co., Inc., Novo Nordisk and Pfizer Inc have conducted research and
development of orally available small molecules that cause the release of growth hormone, known as growth hormone secretagogues. We
believe that Rejuvenon Corporation has licensed certain rights to Novo Nordisk s growth hormone secretagogues and is actively developing one
of these compounds for use in cancer cachexia, a wasting disorder affecting some cancer patients.

Many companies are seeking to develop products and therapies for the treatment of diabetes. These competitors include multinational
pharmaceutical companies, specialized biotechnology firms, and universities and other research institutions. Insmed has also conducted clinical
trials using a product that contains thIGF-1 for the treatment of diabetes. It is possible that there are other products currently in development or
that exist on the market that may compete directly with Increlex.

If we do not receive additional regulatory marketing approvals of Increlex, our business will be harmed.

We are currently developing Increlex in clinical trials for the treatment of Primary IGFD, which has substantially more patients than severe
Primary IGFD. The FDA has substantial discretion in the approval process and may decide that our data is insufficient to allow approval of
Increlex for Primary IGFD. If we do not receive regulatory marketing approval in the United States for Primary IGFD, our business will be
harmed. We will also need to file applications with regulatory authorities in foreign countries to market Increlex for Primary IGFD in foreign
countries. Although we have submitted a marketing authorization application in Europe for severe Primary IGFD, there is no assurance that we
will receive marketing approval in Europe for either severe Primary IGFD or Primary IGFD. If we fail to obtain European marketing approval
for Increlex, the geographic market for Increlex would be limited. If such approvals are delayed, it would postpone our ability to generate
revenues in Europe.

If our contract manufacturers facilities and operations do not maintain satisfactory cGMP compliance, we may be unable to market and
sell Increlex.

The facilities used by and operations of our contract manufacturers to manufacture and test Increlex must undergo continuing inspections by the
FDA for compliance with cGMP regulations in order to maintain our Increlex approval for the treatment of severe Primary IGFD. As an
example, Cambrex Bio Science Baltimore, Inc. is our sole provider of bulk rhIGF-1. We have no alternative manufacturing facilities or plans for
additional facilities at this time. We do not know if the Cambrex Baltimore facilities or their operations required for the commercial manufacture
of Increlex will continue to receive satisfactory cGMP inspections. In the event these facilities or operations do not continue to receive
satisfactory cGMP inspections for the manufacture of our product, or for the operation of their facilities in general, we may need to invest in
significant compliance improvement programs, fund additional modifications to our manufacturing processes, conduct additional validation
studies, or find alternative manufacturing facilities, any of which would result in significant cost to us as well as result in a delay or prevention
of commercialization, and may result in our failure to maintain approval. In addition, Cambrex Baltimore, and any alternative contract
manufacturer we may utilize, will be
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subject to ongoing periodic inspection by the FDA and corresponding state and foreign agencies for compliance with cGMP regulations and
similar foreign standards. We do not have direct control over our contract manufacturers compliance with these regulations and standards. Any
of these factors could delay or suspend clinical trials, regulatory submissions or regulatory approvals, entail higher costs and result in our being
unable to effectively market and sell Increlex or maintain Increlex in the marketplace, which would adversely affect our ability to generate
revenues.

Our inability to enter into a commercial agreement on commercially reasonable terms with a single-source manufacturer to fill-finish our
approved product could adversely affect our commercial supply and ability to grow revenues.

We currently source all of our fill-finish manufacturing and portions of release testing through a single-source third-party supplier. This
single-source supplier is the only approved supplier currently available to us, and could only be replaced by qualification of a new site for the
same operations. We are currently negotiating a commercial agreement with this fill-finish manufacturer, which has agreed to provide
commercial product under an existing agreement. However, if we are unable to enter into such a commercial agreement with this single-source
third-party supplier, we may be unable to fill-finish our commercial product until we could move our process to another fill-finish manufacturer.
It would take a significant amount of time and expense to arrange for an alternative manufacturer. If we need to change to another commercial
fill-finish manufacturer, this manufacturer s facilities and processes, prior to our use, would have to undergo pre-approval and/or cGMP
compliance inspections. In addition, we would need to transfer and validate the processes and certain analytical methods necessary for the
production and testing of rhIGF-1 to this new manufacturer. Such a transfer may result in a shortage of our commercial product and a loss of
revenues.

We rely solely on single-source third parties in the manufacture, testing, storage and distribution of our products.

We source all of our fill-finish manufacturing and testing and final product storage and distribution operations, as well as our all of our bulk
manufacturing, testing, and shipping operations, through single-source third-party suppliers and contractors. Single-source suppliers are the only
approved suppliers currently available to us, and could only be replaced by qualification of new sites for the same operations.

If our contract facilities, contractors or suppliers become unavailable to us for any reason, including as a result of the failure to comply with
c¢GMP regulations, manufacturing problems or other operational failures, such as equipment failures or unplanned facility shutdowns required to
comply with cGMP, damage from any event, including fire, flood, earthquake or terrorism, business restructuring or insolvency, or if they fail to
perform under our agreements with them, such as failing to deliver commercial quantities of bulk drug substance or finished product on a timely
basis and at commercially reasonable prices, we may be delayed in manufacturing Increlex or may be unable to maintain validation of Increlex.
This could delay or prevent the supply of commercial and clinical product, or delay or otherwise adversely affect revenues. If the damage to any
of these facilities is extensive, or, for any reason, they do not operate in compliance with cGMP or are unable or refuse to perform under our
licenses and/or agreements, we will need to find alternative facilities. The number of contract manufacturers with the expertise and facilities to
manufacture rhIGF-1 bulk drug substance on a commercial scale in accordance with cGMP regulations is extremely limited, and it would take a
significant amount of time and expense to arrange for alternative manufacturers. If we need to change to other commercial manufacturers, these
manufacturers facilities and processes, prior to our use, would likely have to undergo pre-approval and/or cGMP compliance inspections. In
addition, we would need to transfer and validate the processes and analytical methods necessary for the production and testing of rhIGF-1 to
these new manufacturers.
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We rely in certain cases on single-source and sole-source materials suppliers to manufacture Increlex.

Certain specific components and raw materials used to manufacture Increlex at our third-party manufacturers are obtained and made available
through either single-source or sole-source suppliers. Single-source suppliers are the only approved suppliers currently available to us, and could
only be supplemented by qualification of new sources for the material required. Sole-source suppliers are the only source of supply available to
us, and could only be replaced through qualification of an alternate material after demonstrating suitability. Supply interruption of these
materials could result in a significant delay to our manufacturing schedules and ability to supply product, and would likely be required to
undergo lengthy regulatory approval procedures prior to product distribution. Limits or termination of supply of these materials could
significantly impact our ability to manufacture Increlex, cause significant supply delays while we qualified, at significant expense, new suppliers
or new materials, and would consequently cause harm to our business.

Difficulties or delays in product manufacturing due to advance scheduling requirements and/or capacity constraints at our third-party
manufacturers could harm our operating results and financial performance.

The manufacture of Increlex requires successful coordination between us and all of our suppliers, contractors, service-providers, and
manufacturers. Coordination failures with these different elements of our supply chain could require us to delay shipments and/or impair our
ability to supply product. Furthermore, uncertainties in estimating future demand for new products such as Increlex may result in manufacture of
surplus inventory requiring us to record charges for any expired, unused product, or may result in inadequate manufacturing of product
inventory, causing delays to shipments or no shipments at all. Additionally, our reliance on third-party manufacturing requires long lead times
from order to delivery of product, and may be hampered by available capacity at those manufacturers, making our ability to supply product
supplies in excess of our forecast extremely difficult. As a consequence, we may have inadequate capacity to meet unexpected demand, which
could negatively affect our operating results.

Claims and concerns may arise regarding the safety and efficacy of Increlex, which could require us to perform additional clinical trials,
could slow introduction into the marketplace, or cause reduced sales or product withdrawal after introduction.

Increlex was approved in the United States for the treatment of severe Primary IGFD based on long-term and extensive studies and clinical trials
conducted to demonstrate product safety and efficacy. Discovery of previously unknown problems with the raw materials, product or
manufacturing processes, such as loss of sterility, contamination, new data suggesting an unacceptable safety risk or previously unidentified side
effects for the product, could result in a voluntary or mandated withdrawal of the product from the marketplace, either temporarily or
permanently. Studies may result in data or evidence suggesting another product is safer, better tolerated, or more efficacious than Increlex,
which could lead to reduced sales. Additionally, discovery of unknown problems with our product or manufacturing processes for our product
could negatively impact the established safety and efficacy profile and result in possible reduced sales or product withdrawal. Such outcomes
could negatively and materially affect our product sales, operating results, and financial condition.

If other companies overcome our U.S. orphan drug marketing exclusivity or obtain marketing exclusivity in Europe, they will be able to
compete with us, and our revenues will be diminished.

Under the Orphan Drug Act, the FDA may grant orphan drug designation to drugs intended to treat a rare disease or condition, which is
generally a disease or condition that affects fewer than 200,000 individuals in the United States. The company that obtains the first FDA
approval for a designated orphan drug for a rare disease receives marketing exclusivity for use of that drug for the designated condition for a
period of seven years. Increlex has received from the FDA orphan drug marketing exclusivity for the long-term treatment of patients with severe
Primary IGFD. However, more than one product may be approved by the FDA for the same orphan indication or disease. As a result, even
though our product has been approved and has received marketing
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exclusivity for severe Primary IGFD, the FDA can still approve other drugs for use in treating the same indication or disease covered by our
product, which would create a more competitive market for us. For example, the FDA recently approved Insmed Incorporated s combination
product for the treatment of severe Primary IGFD and granted Insmed s product orphan drug designation. Accordingly, notwithstanding our
orphan drug designation for thIGF- 1, Insmed s combination product for thIGF-1 and BP-3 was deemed by the FDA to be a different drug than
ours, and therefore, it will compete with Increlex for the treatment of patients with severe Primary IGFD, when it is launched commercially.

Furthermore, drugs considered to be the same as Increlex that are clinically superior or provide a major contribution to patient care may be
approved for marketing by the FDA despite our initial orphan drug marketing exclusivity. If other companies are able to overcome our U.S.
orphan drug exclusivity, they will be able to compete with us, and our revenues will be diminished.

We believe that Insmed s drug has also received an orphan drug designation in Europe from the European Medicines Agency, or EMEA, that
covers the treatment of severe Primary IGFD. If Insmed s or another company s drug product is granted orphan drug marketing exclusivity for
severe Primary IGFD in Europe before ours and is considered to be the same drug as ours, we would not be able to market or sell Increlex for
severe Primary IGFD in Europe, and our revenues would be diminished.

We will not be able to sell our products if we are not able to maintain our regulatory approval due to changes to existing regulatory
requirements.

Although we have obtained regulatory approval for Increlex in the United States for the treatment of severe Primary IGFD, this product and our
manufacturing processes are subject to continued review and ongoing regulation by the FDA post approval, including, for example, changes to
manufacturing process standards or good manufacturing practices, changes to product labeling, revisions to existing requirements or new
requirements for manufacturing practices, or changing interpretations regarding regulatory guidance. Such changes in the regulatory
environment and requirements could occur at any time during the commercialization of Increlex. This could adversely affect our ability to
maintain our approval or require us to expend significant resources to maintain our approval, which could result in the possible withdrawal of
Increlex from the marketplace, which would harm our business and negatively impact our financial performance.

Competitors could develop and gain FDA approval of products containing rhIGF-1, which could adversely affect our competitive position.

Although we are not aware of any other company currently marketing rhIGF-1 in the United States for any human therapeutic indication,
rhIGF-1 manufactured by other parties may be approved for use in the United States in the future. For example, we are aware that Chiron
Corporation has developed a process to manufacture rhIGF-1 using yeast expression and has intellectual property with respect to that process. In
the event there are other rhIGF-1 products approved by the FDA to treat indications other than those covered by Increlex, physicians may elect

to prescribe a competitor s product containing rhIGF-1 to treat the indications for which Increlex has received and may receive approval. This is
commonly referred to as off-label use. While under FDA regulations a competitor is not allowed to promote off-label use of its product, the FDA
does not regulate the practice of medicine and as a result cannot direct physicians as to what product containing rhIGF-1 to prescribe to their
patients. As a result, we would have limited ability to prevent off-label use of a competitor s product containing rhIGF-1 to treat any diseases for
which we have received FDA approval even if it violates our method of use patents and/or we have orphan drug exclusivity for the use of
rhIGF-1 to treat such diseases.

Competitors could challenge our patents and file an Abbreviated New Drug Application (ANDA) or a 505(b)(2) new drug application for an
IGF-1 product and adversely affect the competitive position of Increlex.

Products approved for commercial marketing by the FDA are subject to the provisions of the Drug Price Competition and Patent Term
Restoration Act of 1984, or Hatch-Waxman Act. The Hatch-Waxman Act
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provides companies with marketing exclusivity for varying time periods during which generic or modified versions of a drug may not be
marketed and allows companies to apply to extend patent protection for up to five additional years. It also provides a means for approving
generic versions of a drug once the marketing exclusivity period has ended and all relevant patents have expired. The period of exclusive
marketing, however, may be shortened if a patent is successfully challenged and defeated. Competitors with a generic IGF-1 product or a
modified version of IGF-1 may attempt to file an ANDA or a 505(b)(2) NDA and challenge our patents and marketing exclusivity. Such
applications would have to certify that one of the patents in the Increlex NDA is invalid or not infringed by the manufacture, use, or sale of the
product described in that ANDA or 505(b)(2) application under the Hatch-Waxman Act. If successful, a competitor could come to market at an
earlier time than expected. We can provide no assurances that we can prevail in a challenge or litigation related to our patents or exclusivity.

If we fail to protect our intellectual property rights, competitors may develop competing products, and our business will suffer.

If we are not able to protect our proprietary technology, trade secrets and know-how, our competitors may use our inventions to develop
competing products. We have licensed intellectual property rights, including patent rights, relating to rhIGF-1 technologies from Genentech.
However, these patents may not protect us against our competitors. Patent litigation is very expensive, and we therefore may be unable to pursue
patent litigation to its conclusion because currently we do not generate revenues.

We do not have patent composition coverage on the rhIGF-1 protein alone. Although we have licensed from Genentech its rights to its methods
of use and manufacturing patents, it may be more difficult to establish infringement of such patents as compared to a patent directed to the
rhIGF-1 protein composition alone. Our licensed patents may not be sufficient to prevent others from competing with us. We cannot rely solely
on our patents to be successful. The standards that the U.S. Patent and Trademark Office and foreign patent offices use to grant patents, and the
standards that United States and foreign courts use to interpret patents, are not the same and are not always applied predictably or uniformly and
can change, particularly as new technologies develop. As such, the degree of patent protection obtained in the United States may differ
substantially from that obtained in various foreign countries. In some instances, patents have issued in the United States while substantially less
or no protection has been obtained in Europe or other countries. Our United States Patent No. 6,331,414 B1 licensed from Genentech is directed
to methods for bacterial expression of thIGF-1 and expires in 2018. We have no equivalent European patent. The European Patent Office has
determined that the claims of Genentech s corresponding European patent application are not patentable under European patent law in view of
public disclosures made before the application was filed.

We are uncertain of the level of protection, if any, that will be provided by our licensed patents if we attempt to enforce them, and they are
challenged in court where our competitors may raise defenses such as invalidity, unenforceability or possession of a valid license. For example,
we initiated patent infringement proceedings against Avecia Limited and Insmed Incorporated in the United Kingdom and against Insmed
Incorporated in the United States to enforce patent rights we licensed from Genentech. The United States action, among other things, alleges
infringement of United States Patent No. 6,311,414 B1 identified above. If the court finds any of the patents at issue in those litigations,
including United States Patent No. 6,311,414 B1, to be invalid or unenforceable, we would be prevented from enforcing such patents against
third parties in the future, thus preventing us from using the affected patents to exclude others from competing with us. In addition, the type and
extent of patent claims that will be issued to us in the future are uncertain. Any patents that are issued may not contain claims that will permit us
to stop competitors from using similar technology.

In addition to the patented technology licensed from Genentech, we also rely on unpatented technology, trade secrets and confidential
information, such as the proprietary information we use to manufacture Increlex. We may not be able to effectively protect our rights to this
technology or information. Other parties may independently develop substantially equivalent information and techniques or otherwise gain
access to or disclose this
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technology. We generally require each of our employees, consultants, collaborators, and certain contractors to execute a confidentiality
agreement at the commencement of an employment, consulting or collaborative relationship with us. However, these agreements may not
provide effective protection of this technology or information or, in the event of unauthorized use or disclosure, they may not provide adequate
remedies.

We may incur substantial costs as a result of patent infringement litigation or other proceedings relating to patent and other intellectual
property rights, and we may be unable to protect our intellectual property rights.

In December 2004, we initiated patent infringement proceedings against Avecia Limited and Insmed Incorporated in the United Kingdom and
against Insmed in the United States to enforce patent rights we licensed from Genentech. We cannot predict the outcome of such litigation.
These actions have required a substantial diversion of financial and personnel resources and could expose us to liability for costs or other awards
of damages. Declaratory judgments of invalidity against our patents asserted in such actions could prevent us from using the affected patents to
exclude others from competing with us.

In addition, a third party may claim that we are using its inventions covered by its patents and may initiate litigation to stop us from engaging in
our operations and activities. Although no third party has claimed that we are infringing on their patents, patent lawsuits are costly and could
affect our results of operations and divert the attention of managerial and technical personnel. There is a risk that a court would decide that we

are infringing the third party s patents and would order us to stop the activities covered by the patents. In addition, there is a risk that a court will
order us to pay the other party damages for having infringed the other party s patents. The biotechnology industry has produced a proliferation of
patents, and it is not always clear to industry participants, including us, which patents cover various types of products or methods of use. The
coverage of patents is subject to interpretation by the courts, and the interpretation is not always uniform. If we are sued for patent infringement,
we would need to demonstrate that our products or methods of use do not infringe the patent claims of the relevant patent and/or that the patent
claims are invalid, and we may not be able to do so. Proving invalidity, in particular, is difficult since it requires a showing of clear and
convincing evidence to overcome the presumption of validity enjoyed by issued patents.

We are aware of a U.S. patent of Chiron Corporation related to processes of manufacturing rhIGF-1 in yeast host cells, to fusion proteins, DNA,
and yeast host cells useful in such processes of manufacturing rhIGF-1 in yeast host cells, and to thIGF-1 made as a product of such processes.
While we use bacterial expression, not yeast expression, in our process for manufacturing Increlex, we cannot predict whether our activities
relating to the development and commercialization of Increlex in the United States will be found to infringe Chiron s patent in the event Chiron
brings patent infringement proceedings against us. We may not be able to obtain a license to Chiron s patent under commercially reasonable
terms, if at all. If we are unable to obtain a license to Chiron s patent, and if in any patent infringement proceeding Chiron brings against us the
court decides that our activities relating to the development and commercialization of Increlex in the United States infringe Chiron s patent, the
court may award damages and/or injunctive relief to Chiron. Any such damages, injunctive relief and/or other remedies the court may award
could render any further development and commercialization of Increlex commercially infeasible for us or otherwise curtail or cease any further
development and commercialization of Increlex.

We cannot be certain that others have not filed patent applications for technology covered by our licensor s issued patents or our pending
applications or our licensor s pending applications or that we or our licensors were the first to invent the technology because:

some patent applications in the United States may be maintained in secrecy until the patents are issued,

patent applications in the United States and many foreign jurisdictions are typically not published until 18 months after filing, and

publications in the scientific literature often lag behind actual discoveries and the filing of patents relating to those discoveries.
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Patent applications may have been filed and may be filed in the future covering technology similar to ours. Any such patent application may
have priority over our patent applications and could further require us to obtain rights to issued patents covering such technologies. In the event
that another party has filed a U.S. patent application on inventions similar to ours, we may have to participate in an interference proceeding
declared by the U.S. Patent and Trademark Office to determine priority of invention in the United States. The costs of these proceedings could
be substantial, and it is possible that such efforts would be unsuccessful, resulting in a loss of our United States patent position with respect to
such inventions.

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. In addition, any uncertainties resulting from the initiation and continuation of any litigation could harm our
business.

If we lose our licenses from Genentech, we may be unable to continue our business.

We have licensed intellectual property rights and technology from Genentech, under our U.S. and International License and Collaboration
agreements with Genentech. Under each agreement, Genentech has the right to terminate our license if we are in material breach of our
obligations under that agreement and fail to cure that breach. Under the terms of the agreements, we are obligated, among other things, to use
reasonable business efforts to meet specified milestones, including filing for regulatory approval in the United States for either a diabetes
indication or a substitute indication by December 31, 2008. If we fail to use reasonable business efforts to meet our development milestones for
either agreement, Genentech may terminate that agreement. If either agreement were terminated, then we would lose our rights to utilize the
technology and intellectual property covered by that agreement to develop, manufacture, market and sell Increlex for any indication. This may
prevent us from continuing our business.

We are subject to Genentech s option rights with respect to the commercialization of Increlex for all diabetes and non-orphan indications in
the United States.

Under our U.S. License and Collaboration Agreement with Genentech, Genentech has the option to elect to jointly commercialize thIGF-1 for
all diabetes and non-orphan indications in the United States. Orphan indications are designated by the FDA under the Orphan Drug Act, and are
generally rare diseases or conditions that affect fewer than 200,000 individuals in the United States. With respect to those non-orphan and
diabetes indications in the United States, once Genentech has exercised its option to jointly develop and commercialize, Genentech has the final
decision on disputes relating to development and commercialization of such indications. Our ability to sublicense the development and
commercialization of such products requires the consent of Genentech.

We do not know whether our planned clinical trials will begin on time, or at all, or will be completed on schedule, or at all.

The commencement or completion of any of our clinical trials may be delayed or halted for numerous reasons, including, but not limited to, the
following:

the FDA or other regulatory authorities either do not approve a clinical trial protocol or place a clinical trial on clinical hold;

patients do not enroll in clinical trials at the rate we expect (for example, in one of our current Phase III clinical trials of thIGF-1 in
Primary IGFD, patients have not enrolled at the rate we expected);

patients experience adverse side effects;

patients develop medical problems that are not related to our products or product candidates;
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third-party clinical investigators do not perform our clinical trials on our anticipated schedule or consistent with the clinical trial
protocol and good clinical practices, or other third-party organizations do not perform data collection and analysis in a timely or
accurate manner;

contract laboratories fail to follow good laboratory practices;

interim results of the clinical trial are inconclusive or negative;

sufficient quantities of the trial drug may not be available, or available drug may become unusable;

our trial design, although approved, is inadequate to demonstrate safety and/or efficacy;

re-evaluation of our corporate strategies and priorities; and

limited financial resources.
In addition, we may choose to cancel, change or delay certain planned clinical trials, or replace one or more planned clinical trials with
alternative clinical trials. Our clinical trials or intended clinical trials may be subject to further change from time to time as we evaluate our
research and development priorities and available resources. Our development costs will increase if we need to perform more or larger clinical
trials than planned. Significant delays for our current or planned clinical trials may harm the commercial prospects for Increlex and our prospects
for profitability.

Clinical development is a long, expensive and uncertain process, and delay or failure can occur at any stage of any of our clinical trials.

To gain approval to market a product for treatment of a specific disease, we must provide the FDA and foreign regulatory authorities with
clinical data that demonstrate the safety and statistically significant efficacy of that product for the treatment of the disease. Clinical
development is a long, expensive and uncertain process, and delay or failure can occur at any stage of any of our clinical trials. A number of
companies in the pharmaceutical industry, including biotechnology companies, have suffered significant setbacks in advanced clinical trials,
even after promising results in earlier trials. Success in preclinical testing and early clinical trials does not ensure that later clinical trials will be
successful. If a clinical trial failed to demonstrate safety and statistically significant efficacy, we would likely abandon the development of that
product, which could harm our business and may result in a precipitous decline in our stock price.

If third-party clinical research organizations do not perform in an acceptable and timely manner, our clinical trials could be delayed or
unsuccessful.

We do not have the ability to conduct all of our clinical trials independently. We rely on clinical investigators, third-party clinical research
organizations and consultants to perform a substantial portion of these functions. If we cannot locate acceptable contractors to run our clinical
trials or enter into favorable agreements with them, or if these contractors do not successfully carry out their contractual duties, satisfy FDA
requirements for the conduct of clinical trials, or meet expected deadlines, we may be unable to obtain or maintain required approvals and may
be unable to market and sell Increlex on a timely basis, if at all.

We may need others to market and sell Increlex in Europe.

We may need others to market and sell Increlex in Europe. If we receive marketing approval for Increlex in Europe and decide to sell Increlex in
Europe through one or more third parties, we will need to enter into marketing arrangements with them. We may not be able to enter into
marketing arrangements with third parties on favorable terms, or at all. In addition, these arrangements could result in lower levels of income to
us than if we marketed Increlex entirely on our own. In the event that we are unable to enter into a marketing arrangement for Increlex in
Europe, we may not be able to develop an effective sales force to successfully market and sell our product in Europe. If we fail to enter into
marketing arrangements for our product and are unable to develop an effective international sales force, our revenues could be limited.
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If we fail to identify and in-license other patent rights, products or product candidates, we may be unable to grow our revenues.

We do not conduct any preclinical laboratory research. Our strategy is to in-license products or product candidates and further develop them for
commercialization. The market for acquiring and in-licensing patent rights, products and product candidates is intensely competitive. If we are
not successful in identifying and in-licensing other patent rights, products or product candidates, we may be unable to grow our revenues with
sales from new products.

In addition, we may need additional intellectual property from other third parties to market and sell Increlex for indications other than severe
Primary IGFD or Primary IGFD. We cannot be certain that we will be able to obtain a license to any third-party technology we may require to
conduct our business.

The committed equity financing facility that we entered into with Kingsbridge Capital Limited may not be available to us if we elect to make
a draw down, and may require us to pay certain liquidated damages.

In October 2005, we entered into a committed equity financing facility, or CEFF, with Kingsbridge Capital Limited, or Kingsbridge, which
entitles us to sell and obligates Kingsbridge to purchase, from time to time over a period of three years, newly issued shares of our common
stock for cash consideration of up to an aggregate of $75.0 million, subject to certain conditions and restrictions. Kingsbridge will not be
obligated to purchase shares under the CEFF unless certain conditions are met, which include:

a minimum price for our common stock;

the accuracy of representations and warranties made to Kingsbridge;

compliance with laws;

effectiveness of the registration statement, filed by us with the U.S. Securities and Exchange Commission, or SEC, for the resale of the
shares of common stock issuable in connection with the CEFF and the shares of common stock underlying the warrant we issued to
Kingsbridge in connection with the entering into of the CEFF; and

the continued listing of our stock on the Nasdaq Stock Market.
In addition, Kingsbridge is permitted to terminate the CEFF if it determines that a material and adverse event has occurred affecting our
business, operations, properties or financial condition. If we are unable to access funds through the CEFF, or if the CEFF is terminated by
Kingsbridge, we may be unable to access capital on favorable terms or at all.

The terms of the CEFF require us to pay certain liquidated damages in the event that the registration statement filed by us with the SEC is not
available for the resale of securities purchased by Kingsbridge under the CEFF or upon exercise of the warrant we issued to Kingsbridge. Except
for certain periods of ineffectiveness permitted under the CEFF, we are obligated to pay to Kingsbridge an amount equal to the number of shares
purchased under the CEFF and held by Kingsbridge at the date the registration statement becomes unavailable, multiplied by any positive
difference in price between the volume weighted average price on the trading day prior to such period of unavailability and the volume weighted
average price on the first trading day after the period of unavailability. In addition, we are entitled in certain circumstances to deliver a blackout
notice to Kingsbridge to suspend the use of the registration statement and prohibit Kingsbridge from selling shares under the registration
statement. If we deliver a blackout notice in the 15 trading days following a settlement of a draw down, then we must make a blackout payment
to Kingsbridge as liquidated damages, or issue Kingsbridge additional shares in lieu of this payment, calculated by means of a varying
percentage of an amount based on the number of shares purchased and held by Kingsbridge and the change in the market price of our common
stock during the period in which the use of the registration statement is suspended. If the trading price of our common stock declines during a
suspension of the registration statement, the blackout payment could be significant and could adversely affect our liquidity and our ability to
raise capital.
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If we fail to obtain the capital necessary to fund our operations, we will be unable to execute our business plan.

We believe that our existing cash, cash equivalents and short-term investments as of December 31, 2005, together with the net proceeds from
our public offering of common stock in January 2006 and our CEFF, will be sufficient to meet our projected operating and capital expenditure
requirements through at least the end of 2007 based on our current business plan. We expect capital outlays and operating expenditures to
increase over the next several years as we expand our operations.

Our future capital needs and the adequacy of our available funds will depend on many factors, including:

our ability to market and sell sufficient quantities of Increlex;

the status of competing products;

the commercial status of the Increlex bulk drug manufacturing operations at Cambrex Baltimore, including the success of our cGMP
production activities;

the success of Increlex final drug product manufacturing;

the costs, timing and scope of additional regulatory approvals for Increlex;

the rate of progress and cost of our future clinical trials and other research and development activities; and

the pace of expansion of administrative expenses.
We expect that we will require and attempt to raise additional funds through equity or debt financings, collaborative arrangements with
corporate partners or from other sources, and the CEFF. However, there can be no assurance that additional financing will be available when
needed, or, if available, that the terms will be favorable. If additional funds are not available, we may be forced to curtail or cease operations.

If we are unable to manage our expected growth, we may not be able to implement our business plan.

Our ability to implement our business plan requires an effective planning and management process. As of December 31, 2005, we had 89
full-time employees, and we expect to hire additional employees in the near term. Our offices are located in the San Francisco Bay area where
competition for personnel with biopharmaceutical skills is intense. If we fail to identify, attract, retain and motivate these highly skilled
personnel, we may be unable to continue our development and commercialization activities.

We expect that our anticipated future growth will place a significant strain on our management, systems and resources. In particular, to fulfill
our strategy to market and sell Increlex in the United States, we may need to hire a significant number of additional employees. To manage the
anticipated growth of our operations, we will need to increase management resources and implement new financial and management controls,
reporting systems and procedures. If we are unable to manage our growth, we could be unable to execute our business strategy.

If product liability lawsuits are brought against us, we may incur substantial liabilities.

One potential risk of using growth factors like rhIGF-1 is that it may increase the likelihood of developing cancer or, if patients already have
cancer, that the cancer may develop more rapidly. Increlex may also increase the risk that diabetic patients may develop or worsen an existing
retinopathy, which could lead to the need for additional therapy such as laser treatment of the eyes or result in blindness. We have Phase 111
study results from the treatment of 76 children with severe Primary IGFD with Increlex for an average of 4.4 years, with some patients being
treated for over 12 years. None of the children withdrew from the study due to adverse events.
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However, some patients experienced hypoglycemia, or low blood glucose levels. Other side effects noted in some patients include hearing
deficits, enlargement of the tonsils and intracranial hypertension.

There may also be other adverse events associated with the use of Increlex, which may result in product liability suits being brought against us.
While we have licensed the rights to develop, market and sell Increlex in certain indications, we are not indemnified by any third party,
including our contract manufacturers, for any liabilities arising out of the development or use of rthIGF-1.

Whether or not we are ultimately successful in defending product liability litigation, such litigation would consume substantial amounts of our
financial and managerial resources, and might result in adverse publicity or reduced acceptance of Increlex in the market, all of which would
impair our business. We have obtained clinical trial insurance and product liability insurance; however, we may not be able to maintain our
clinical trial insurance or product liability insurance at an acceptable cost, if at all, and this insurance may not provide adequate coverage against
potential claims or losses.

Budgetary or cash constraints may force us to delay our efforts to develop certain research and development programs in favor of developing
others, which may prevent us from meeting our stated timetables and completing these projects through to product commercialization.

Because we are an emerging company with limited resources, and because research and development is an expensive process, we must regularly
assess the most efficient allocation of our research and development resources. Accordingly, we may choose to delay or abandon our research
and development efforts for the treatment of a particular indication or project to allocate those resources to another indication or project, which
could cause us to fall behind our initial timetables for development. As a result, we may not be able to fully realize the value of some of our
product candidates in a timely manner, since they will be delayed in reaching the market, or may not reach the market at all.

We must implement additional finance and accounting systems, procedures and controls as we grow our business and organization and to
satisfy new reporting requirements.

As a public reporting company, we must comply with the Sarbanes-Oxley Act of 2002 and the related rules and regulations of the Securities and
Exchange Commission, including expanded disclosures and accelerated reporting requirements and more complex accounting rules. Compliance
with Section 404 of the Sarbanes-Oxley Act of 2002 and other requirements will increase our costs and require additional management
resources. We have upgraded our finance and accounting systems, procedures and controls and will need to continue to implement additional
procedures and controls as we grow our business and organization and to satisfy new reporting requirements. Section 404 requires annual
management assessments of the effectiveness of our internal control over financial reporting and a report by our independent registered public
accountants attesting to and reporting on these assessments. If we are unable to complete the required assessment as to the adequacy of our
internal control reporting or if our independent registered public accounting firm is unable to provide us with an unqualified report as to the
effectiveness of our internal controls over financial reporting, investors could lose confidence in the reliability of our internal control over
financial reporting, which could adversely affect our stock price.

If we are unable to attract and retain additional qualified personnel, our ability to market and sell Increlex and develop other product
candidates will be harmed.

Our success depends on our continued ability to attract and retain highly qualified management and scientific personnel and on our ability to
develop relationships with leading academic scientists and clinicians. We are highly dependent on our current management and key medical,
scientific and technical personnel, including: Dr. John A. Scarlett, our President and Chief Executive Officer and Dr. Ross G. Clark, our Chief
Technical Officer, whose knowledge of our industry and technical expertise would be extremely difficult to
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replace. We have at will employment contracts with all of our executive officers. They may terminate their employment without cause or good
reason and without notice to us.

Risks Related to OQur Common Stock
If our results do not meet analysts forecasts and expectations, our stock price could decline.

While research analysts and others have published forecasts as to the amount and timing of our future revenues and earnings, we have stated that
we will not be providing any forecasts of the amount and timing of our future revenues and earnings until after the assessment of two quarters of
product sales. Analysts who cover our business and operations provide valuations regarding our stock price and make recommendations whether
to buy, hold or sell our stock. Our stock price may be dependent upon such valuations and recommendations. Analysts valuations and
recommendations are based primarily on our reported results and their forecasts and expectations concerning our future results regarding, for
example, expenses, revenues, clinical trials, regulatory marketing approvals and competition. Our future results are subject to substantial
uncertainty, and we may fail to meet or exceed analysts forecasts and expectations as a result of a number of factors, including those discussed
under the section entitled Risks Related to Our Business above. If our results do not meet analysts forecasts and expectations, our stock price
could decline as a result of analysts lowering their valuations and recommendations or otherwise.

If our officers, directors and largest stockholders choose to act together, they are able to control our management and operations, acting in
their best interests and not necessarily those of other stockholders.

As of December 31, 2005, our directors, executive officers and principal stockholders and their affiliates beneficially owned approximately
66.7% of our common stock. Our greater than five percent beneficial owners include entities affiliated with MPM Capital, which beneficially
owned 21.7%; entities affiliated with Prospect Management Co. 1, LLC, which beneficially owned 9.7%; MedImmune, Inc., which beneficially
owned 9.5%; entities affiliated with Rho Ventures, which beneficially owned 9.5%; The Bank of New York, which beneficially owned 5.9%;
and State of Wisconsin Investment Board, which beneficially owned 5.6%. Our directors, executive officers and principal stockholders and their
affiliates collectively have the ability to determine the election of all of our directors and to determine the outcome of most corporate actions
requiring stockholder approval. They may exercise this ability in a manner that advances their best interests and not necessarily those of other
stockholders.

Anti-takeover provisions in our charter documents and under Delaware law may make an acquisition of us, which may be beneficial to our
stockholders, more difficult.

Provisions of our amended and restated certificate of incorporation and bylaws, as well as provisions of Delaware law, could make it more
difficult for a third party to acquire us, even if doing so would benefit our stockholders. These provisions:

establish a classified board of directors so that not all members of our board may be elected at one time;

authorize the issuance of blank check preferred stock that could be issued by our board of directors to increase the number of
outstanding shares and hinder a takeover attempt;

limit who may call a special meeting of stockholders;

prohibit stockholder action by written consent, thereby requiring all stockholder actions to be taken at a meeting of our stockholders;
and

establish advance notice requirements for nominations for election to our board of directors or for proposing matters that can be acted
upon at stockholder meetings.
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In addition, Section 203 of the Delaware General Corporation Law, which prohibits business combinations between us and one or more
significant stockholders unless specified conditions are met, may discourage, delay or prevent a third party from acquiring us.

The committed equity financing facility that we entered into with Kingsbridge may result in dilution to our stockholders.

Pursuant to the CEFF, Kingsbridge committed to purchase, subject to certain conditions and at our election, up to $75.0 million of our common
stock. Should we sell shares to Kingsbridge under the CEFF, or issue shares in lieu of an