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FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K, or Annual Report, includes forward-looking statements within the
meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange -
Act of 1934, or the Exchange Act. All statements other than statements of historical facts contained in this
Annual Report, including statements regarding our anticipated future clinical and regulatory events, future ‘
financial position, business strategy and plans and objectives of management for future operations, are forward-
looking statements. Forward looking statements are generally written in the future tense and/or are preceded by
words Such as “may,” “will,” “should,” “forecast,” “could,” “expect,” “suggest,” “believe,” “estimate,”

“continue,” “anticipate,” “intend,” “plan,” or similar words, or the hegatives of such terms or other variations on
such terms or cbmparab_le terminology. Such forward-looking statements include, without limitation, statements
regarding the potential future commercialization of our product candidates, the anticipated start dates, durations
and completlon dates, as well as the potential future results, of our ongoing and future clinical trials, the
anticipated designs of our future clinical trials, anticipated future regulatory submissions and events, our
anticipated future cash position and future events under our current and potential future collaborations. These
forward-looking statements are subject to a number of risks, uncertainties and assumptions, including without
limitation the risks described in “Risk Factors” in Part I, Item 1A of this Annual Report. These risks are not
exhaustive. Other sections of this Annual Report include additional factors that could adversely impact our
business and financial performance. Moreover, we operate in a very competitive and rapidly changing
environment. New risk factors emerge from time to time and it is not possible for our management to predict all
risk factors, nor can we assess the impact of all factors on our business or the extent to which any factor, or
combination of factors, may cause actual results to differ materially from those contained in any forward-looking
statements. You should not rely upon forward-looking statements as predictions of future events. We cannot
assure you that the events and circumstances reflected in the forward-looking statements will be achieved or
occur and actual results could differ materially from those projected in the forward-looking statements. We
assume no obligation to update or supplement forward-looking statements.



PART 1

.Item 1. Business.
Overview

We are a biopharmaceutical company focused on the rapid development of novel small molecule drugs to
treat serious diseases for which there are limited treatment options. Together with our collaboration partner
Astellas Pharma Inc., or Astellas, we are developing MDV3100 for multiple stages of advanced prostate cancer.
We have successfully completed a Phase 3 tﬁal in the latest stage patients—those who have failed docetaxel-
based chéemotherapy-—and we.are conducting an additional Phase 3 trial and two Phase 2 trials in men with
earlier stages of advanced prostate cancer. Based on the positive results of the AFFIRM trial, we have exercised
our right under our collaboration agreement with Astellas to co-promote MDV3100 in the U.S., should it receive
marketing approval. We and Astellas expect to file applications for marketing approval for MDV3 100 both in the
U.S. and in Europe in 2012. MDV3100 has received “Fast Track” designation from the U.S. Food and Drug
Adrmmstrauon, or FDA for the post-docetaxel indication.

We have not generated any revenue from product sales to date, and we may never generate any revenue from
product sales. We have funded our operations primarily through private and public offerings of our common stock
and from the up-front, development milestone and cost-sharing payments from Astellas and from our former
collaboration pdrtner Pfizer, Inc., or Pfizer. We have incurred cumulative net losses of $250.3 million through
December 31, 2011, and we expect to incur substantial additional ldsses for the foreseeable future as we pursue
regulatbry approval for, and, if approved, commercial launch of, MDV3100 and continue to finance clinical and
preclinical studies of our existing and potential future product candidates and our corporate overhead costs.

We are a corporation formed in Delaware in October 1995, under our former name Orion Acquisition
Corp. II, to identify and consummate a business combination, Our three'subsidiaries are Medivation Prostate
Therapeutics, Inc., or MPT, Medivation Neurology, Inc., or MNI, and Medivation Technologies, Inc., or MTL
MPT holds our MDV300 series technology, which is in development for the treatment of advanced prostate
cancer under our collaboration agreement with Astellas, and MTI holds our earlier stage technologies. MNI holds
our dimebon technology, which previously was in development for the treatment of Alzheimer’s disease and
Huntington disease under our former collaboration agreement with Pfizer. As discussed elsewhere in this Annual
Report, in January 2012, Pfizer exercised its right to terminate the collaboration agreement and we and Pfizer
discontinued development of dimebon for all indications.

Our MDV300 Series Prostate Cancer Program

We have obtained an exclusive, worldwide commercial license to a series of novel small molecules, referred
to as the MDV300 series compounds. Our lead development candidate from the MDV300 series is a molecule we
refer to as MDV3100, which is in Phase 3 development for a type of advanced prostate cancer known as
castration-resistant prostate cancer, or CRPC. We are conducting this program in collaboration with Astellas.

Prostate Cancer Statistics

According to the American Cancer Society, prostate cancer is the most commonly diagnosed cancer among
men in the United States, other than skin cancer. The American Cancer Society estimates that approximately
241,000 new cases of prostate cancer were diagnosed, and approximately 34,000 men died of prostate cancer, in
the United States alone during 2011. Prostate cancer is thus the second-leading cause of cancer death in men in
the United States, after lung cancer. According to the American Cancer Society, about 1 in 6 men will be
diagnosed with prostate cancer during his lifetime and about 1 in 36 men will die of prostate cancer.

Advanced Prostate Cancer

Prostate cancer is frequently diagnosed at a stage where it is believed to be confined to the prostate gland
and its immediate surroundings—i.e., it has not yet metastasized to other areas of the body. Prostate cancer
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detected at this stage generally is treated either with prostatectomy (surgical removal of the prostate gland) or
with radiation: For most men, these procedures are successful in curing the disease. However, for some men,
these procedures are not curative and their prostate cancer continues to spread. This disease progression is
typically detected by rising levels of serum prostate specific antigen, or PSA. Men whose disease continues to
progress following surgery or radiation are considered to have advanced prostate cancer. :

Treatment of Advanced Prostate Cancer -

The Testosterone Szgnalmg Pathway Prostate cancer is fueled by the male sex hormone testosterone.
Testosterone is produced primarily in the testes, although lesser amounts of testosterone are also produced in the
adrenal glands and in prostate cancer tumors themselves. In order to fuel prostate cancer growth, testosterone
must first bind to its receptor, known as the androgen receptor, which is located predomrnantly in'the cytoplasm
of prostate cancer cells (the area within the cell membrane but outside the nucleus). Once binding has occurred,
the bound testosterone/androgen receptor complex must then pass from the cytoplasm into the nucleus of the cell,
a process known as nuclear translocation. Finally, once inside the nucleus, the bound complex must then bind to
and activate DNA, which triggers cell growth and thus tumor progression.

Established Hormonal Therapies. Because testosterone is the primary fuel of prostate cancer growth, first-
line medical therapy for advanced prostate cancer typically entails treatment with a class of drug known as
luteinizing hormone releasing hormone, or LHRH, analogs, which reduce testosterone to castrate levels—i.e., the
levels that would be achieved following surgical castration. Patients treated with LHRH analogs typically remain
on those drugs for the remainder of their lives, in order to keep testosterone levels suppressed to castrate levels.
Estimated sales of LHRH analog drugs in the United States, United Kingdom, France, Germany, Italy, Spain and
Japan, or the G7 countries, were approximately $2.6 billion in 2009 according to Decision Resources. Another
class of marketed hormonal drugs, known as anti-androgens, block the ability of testosterone to bind its receptor,
the androgen receptor. These drugs are often added on to LHRH analog treatment as second-line therapy for
advanced prostate cancer. In some cases, advanced prostate cancer patients-are started on both an LHRH analog.
and an anti-androgen simultaneously, a treatment regimen known as combined androgen blockade. Casodex® - -
(bicalutamide), sold by AstraZeneca PLC, is the largest selling anti-androgen drug, with global annual sales of
approximately $580 million in 2010 according to the public disclosures of AstraZeneca PLC. Generic versions of
bicalutamide are now available.

Most advanced prostate cancer initially responds to these hormonal therapies. However, according to a
study published in the October 7, 2004 issue of The New England Journal of Medicine, virtually all advanced
prostate cancer undergoes changes in a median of 18-24 months after initiation of hormonal therapy that allows
the cancer to continue to grow despite the reduction of testosterone to very low (i.e., castrate) levels. Prostate
cancer that has reached this state is known as CRPC. The development of CRPC following initiation of hormonal
therapy is generally determined based on either rising levels of PSA or documented disease progression as-

_evidenced by imaging tests or clinical symptoms. Due to biological changes that have occurred in CRPC, drugs
such as bicalutamide that initially decrease androgen receptor signaling and inhibit prostate cancer growth may
have’ precrsely the opposite effect and start to fuel the growth of CRPC. - '

Chemotheraeze It was prevrously believed that prostate cancers that had entered the CRPC state would no
longer respond to hormonal therapies. Thus, the next line of treatment for these patients has typically been
chemotherapy. The primary-chemotherapy for CRPC patients is Taxotere® (docetaxel), which has been shown in
clinical studies to prolong survival by approximately 10 weeks. However, docetaxel is an infused cytotoxic °
chemotherapy, and thus entails an increased risk of serious adverse effects, including fluid retention, liver
toxicity, low white blood cell counts, and death. Nonetheless, according to Decision Resources, sales of Taxotere
for the treatment of prostate cancer in the G7 countries were $629 million in 2009. In 2010, the FDA approved a
new second-line chemotherapy, Jevtana® (cabazitaxel), for use in CRPC patients who had previously failed
docetaxel treatment. Jevtana (cabazitaxel) was shown in clinical studies to prolong median survival by
approximately 10 weeks, but like docetaxel is an infused cytotoxrc chemotherapy that entails increased risk of
death and other serious adverse events. :



Prostate Cancer Vaccines. In 2010, the FDA approved the first vaccine for CRPC. Prostate cancer vaccines
operate by enhancing the ability of the body’s immune system to attack and destroy prostate cancer cells. This
agent, Provenge® (sipuleucel-T), was approved based on data demonstrating a median overall survival advantage
of approximately four months in CRPC patients, the large majority of whom had not previously undergone
chemotherapy. :

Novel Hormonal Therapies. In April 2011, Zytiga (abiraterone acetate) was.approved by the FDA for use in
combination with the steroid prednisone to treat CRPC patients who had previously failed docetaxel-based
chemotherapy. Zytiga (abiraterone acetate) operates by reducing production of testosterone in the adrenal glands,
a secondary source of testosterone production in the body. Zytiga (abiraterone acetate) demonstrated an overall
survival advantage of approximately four months in post-docetaxel CRPC patients and that prostate cancers that
continue to grow despite testosterone having been reduced to castrate levels remain responsive to hormonal
theraples

MDV3100

MDV3100 is an investigational agent that is.the first in a new class of medicines called androgen receptor
signaling inhibitors. : . ,

‘Mechanism of Action

. While MDV3100, like all other hormonal therapies for prostate cancer, operates through the testosterone
signaling pathway, it does so in a-manner that is distinct from that of currently approved drugs. An article
published in May 2009 in Science described the novel mechanism of action of MDV3100. In the Science article,
researchers using various preclinical models of CRPC provided evidence that MDV3100 inhibits 1) testosterone
binding to androgen receptors; 2) nuclear translocation of androgen receptors; and 3) DNA binding and
activation by androgen receptors. This preclinical research also found that, by interfering with testosterone
signaling in these three distinct ways, MDV.3100 induces the death of CRPC cells.

Completed Clinical Trials
Phase 3 AFFIRM Trial

.In November 2011, we reported positive results from a planned mtenm analysis of the AFFIRM frial, a
randomlzed double-blind Phase 3 trial evaluating MDV3100 (160 mg once daily) versus placebo.in 1, 199 :
patients with advanced prostate cancer who had previously failed docetaxel-based chemotherapy. The primary
endpoint of the AFFIRM trial was overall survival. The Independent Data Menitoring Committee, or IDMC,
overseeing the AFFIRM trial determined that MDV3100 demonstrated a clinically meaningful and statistically
significant (p<0.0001) improvement in overall survival compared to placebo, and as a result recommended that
the study be stopped early and men who received placebo be offered MDV3100. The IDMC informed us that
1) MDV3100 produced a 4.8-month advantage in median survival compared to placebo; 2) the estimated median
survival for men treated with MDV3100 was 18.4 months compared to 13.6 months for men treated with
placebo; and 3) MDV3100 provided a.37% reduction in risk of death compared to placebo (hazard ratio.= 0.631).
The IDMC further determined, considering the observed safety profile, that MDV3100 demonstrated a favorable
risk-to-benefit ratio sufficient to stop the. study

In February 2012, we reported further results from the AFFIRM trial at the American Society of Clinical
Oncology’s 2012 Genitourinary Cancers Symposium, or ASCO GU. In addition to confirming the results
reported in November 2011, we reported that MDV3100 had achieved all of the trial’s secondaty endpoints with
strong statistical significance and was well tolerated. As compared to patients taking placebo, MDV3100 patients
in the AFFIRM trial experienced longer median radiographic progression-free survival (8.3 versus 2.9 months;
p<0.0001; hazard ratio = 0.404), a higher soft tissue response rate (28.9% versus 3.8%; p<0.0001), and longer
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median time:to PSA progression (8.3 versus 3.0 months; p<0.0001; hazard ratio = 0.249). PSA declines of 50%
or greater were.more common in the' MDV3100 group than in the placebo group (54.0% versus 1.5%; p<0.0001),
as were PSA declines.of 90% or greater (24.8% versus 0.9%; p<0.0001). ' _ ’ o

MDV3100 was well tolerated in the AFFIRM trial. Common side effects included fatigue, diarrhea and hot
flush: Serious adverse events, adverse events causing patients to stop treatment, and adverse events causing death
all were lower in the MDV3100 group than in the placebo group. Serious side effects of interest were fatigue
(6.3% in the MDV3100 group versus 7.3% in the placebo group), cardiac disorders (0.9% versus 2.0%) including
myocardial infarction:(0.3% versus 0.5%), seizure (0.6% versus 0.0%) and liver function test abnormalities
(0.4% versus 0.8%). The period during which AFFIRM patients were followed for safety issues was more than
twice as long for MDV3100 patients (9.3 months) as compared to placebo patients (4.0-months).; -

The FDA has granted Fast Track designation for the development of MDV3100 in the post-chemotherapy
indication, a designation that is reserved for development programs that the FDA determines to be for a life- ..
threatening condition with unmet medical need. Receipt of Fast Track designation enables us to request that the
FDA grant us priority review for our anticipated new drug application, or NDA, in post-chemotherapy patients.
In considering requests for priority review, the FDA applies the same standard it uses to-award Fast Track
designation. We plan to hold a pre-NDA meeting with the FDA in early 2012. We and Astellas expect to file
both a NDA with the FDA atid a marketing authorization application, or MAA, with the European Mediéines
Agency in 2012 seeking approval to market MDV3100 for post-docetaxel advanced prostate cancer in the U.S.

and Europe, respectively.

Based on the positive results from the AFFIRM trial, we elected to exercise our right under the Astellas
Collaboration Agreement to co-promote MDV3100 in the U.S. market. Should MDV3100 receive marketing
approval, we will provide 50% of the sales and medical affairs support for MDV3100 in the U.S. market.

Phase 1-2 Trial

~* In'December 2008, we completed enrollment in an open-label Phase 1-2 clinical trial of MDV3100 in
patients with CRPC. We enrolled 140 patients in seven-dose ‘groups; ranging from 30 mg/day to 600 mg/day. Of
the 140 patients, 75 had previously failed docetaxel-based chemotherapy and 65 were chemotherapy-naive. All
140 patients also had failed at least one line of prior hormonal therapy. The trial endpoints-included safety, -
tolerability, pharmacokinetics, circulating tumor cell, or CTC, counts, PSA levels, radiographic change in soft

tissue and bony metastases, and time to progression.

Data from this trial were published in The Lancet in 2010. These data showed that MDV3100 consistently
demonstrated anti-tumor activity across endpoints, as evaluated by reductions in PSA levels, radiographic
findings and CTC counts. This activity was consistently stronger in the earlier stage (i.e. chemotherapy naive) as
compared to the later stage (i.e., post-chemotherapy) patients. Key efficacy data as reported in The Lancet were
as follows: :

, o ; v , Chemotherapy-Na'iVé'Patients Post-Chelﬁotherapy Patients
PSA decline > 50% from baseline . S . 62% . . 1% )

Radiographic control: soft-tissue lesions 80% 65%
(partial response or stable disease) . . i o

Radiographic control: bony lesions 63% C C51% -
(stable diséase) S N . o R

CTC conversion from “poor prognosis” . e = 15% v 37%

to “good prognosis™ -

In February 2011, we presented new long-term follow-up data covering all 140 patients enrolled in the trial”
at 2011 ASCO GU. PSA progression data reported at 2011 ASCO GU were calculated using three distinct
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reporting criteria: the criteria specified in the Phase 1-2 trial protocol; the most recent published PSA reporting
consensus criteria (the Prostate Cancer Clinical Trials Working Group 2, or PCWG2, criteria); and an older
commonly used reporting method (the Prostate-Specific Antigen Working Group 1, or PSAWG], criteria). Key
efficacy data as presented at 2011 ASCO GU were as follows:

Chemotherapy-Naive 'Patients Post-Chemotherapy Patients

Median time to PSA progression Not reached 316 days (45 weeks)

- (per protocol criteria) : .

Median time to PSA progression 281 days (40 weeks) 148 days (21 weeks)
(per PCWG2 criteria) ' ' \

Median time to PSA progression -~ 420 days (60 weeks)* 166 days (24 weeks)
(per PSAWGT criteria) 812 days (116 weeks)**

Median time to radiographic 394 days (56 weeks) 173.days (25 weeks)
progression - \ PP ; Coren .

*  All chemotherapy-naive patients. . N
**  Subpopulation of chemotherapy-naive patients who were also ketoconazole-naive

MDV3100 was well tolerated in this trial at doses up to and including 240 ‘mg/day. The most frequently
reported adverse event was fatigue. Seizures were observed in two patients, one each at doses of 600 and 360 mg/
day. Both patients were taking concomitant medications that can cause seizures. A possible but unwitnessed
seizure was reported in a patient taking a dose of 480 mg/day. o ’

Ongoing Clinical Trials
Phase 3 PREVAIL Trial

PREVAIL is a randomized, double-blind, placebo-controlled Phase 3 trial evaluating MDV3100 (160 mg
once daily) versus placebo in approximately 1,700 patients with advanced prostate cancer who have not
previously beentreated with chemotherapy. The co-primary endpoints are progression-free survival and overall
survival, We began enrollment in the PREVAIL trial in September 2010. N v :

Phase 2 TERRAIN Trial ’ : ‘

TERRAIN is a randomized, double-blind Phase 2 trial evaluating MDV3"=1' 00 versus biéaluxanﬁde, the
leading marketed anti-androgen drug, in approximately 370 advanced prostate cancer patients who have
progressed following medical castration with an LHRH analog drug or surgical castration. The primary endpoint
is progression-free survival. ‘We began enrollment in the TERRAIN trial in March 2011. '

Phase 2 Hormone-Naive Trial - -

In May 2011, we initiated a Phase 2 trial evaluating MDV3100 in approximately 60 patients with advanced
prostate cancer who have not had any previous hormonal treatment. This is the first trial to examine the effects of
MDV3100 in the-earlier-stage population of advanced prostate cancer patients who have not yet undergone
medical or surgical castration. The primary chdpoint in the trial is PSA response. : h o

The Astellas Collaboration Agreement. .

. Ch

Our global development and commercialization agreement with Astellas, or the Astellas Collaboration -
Agreement, became effective in October 2009. Under the Astellas Collaboration: Agreement, we and Astellas-
agreed to collaborate on the development of MDV3100 for the United States market, including associated ~ -
regulatory filings with the FDA. In addition, if approved by the FDA, following such approval and the launch of
MDV3100 in the United States, we and Astellas will co-promote MDV3100 in the United Statés. Astellas is
responsible for development of, seeking regulatory approval for, and commercialization of MDV3100 outside the
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United States. Astellas will be responsible for commercial manufacture of MDV3100 on a global basis. Both we
and Astellas have agreed not to commercialize certain other products having a similar mechanism of action as- - -
MDV3 100 for the treatment of spec1f1ed 1ndlcat10ns for a specified time perlod subject to certain exceptlons

‘We'and Astellas share equally the costs of develonmg and commermahzlng MDV3100 for the Unlted States
market (subject to the exceptions noted below), and we and Astellas will share equally profits (or losses)
resulting from the commercialization of MDV3100 in the United States. Costs of clinical trials supporting
development in both the United States and in either Europe or Japan are borne two-thirds by Astellas and
one-third by us. Both we and Astellas will be responsible for all costs incurred in fielding and supporting our
respective MDV3100 sales forces, and each of us will be entitled to receive a fee for each detail made by our
respective sales forces. Outside the United States, Astellas will bear all development and commercialization costs
and will pay us tiered, double-digit royalties -on the aggregate net sales of MDV3100.

The agreement establishes several Jomt committees.consisting of an equal number of representatives from
both parties that operate by consensus to oversee the collaboration. In the event that a _]omt committee is unable
* to reach consensus on a ‘particular issue, then, depending on the issue, a dispute may be decided at the joint
committee lével by thie party with the final decision on the issue or escalated to senior management of the parties.
If a dispute is escalated to senior management and no consensus is teached, then the dispute may be decided by -
the party to whom the contract grants final decision on such issu¢. Other issues can only be decided by consensus
of the parties, and unless and until the parties’ representatives reach: agreement on such issue, no dec1s1on on-such
issue will be made, and the status quo w111 be malntalned ‘ :

Under the Astellas Collaboration Agreement, Astellas paid us a non-refundable, up-front cash payment of
$110.0 million in the fourth quarter of 2009. We are also eligible to receive up to $335.0 million in development
milestone payments, plus up to an additional $320.0 million in commercial milestone payments. As of
December 31, 2011, we had received an aggregate of $13.0 million in development milestone payments under
the Astellas Coliaboration Agreement Should the FDA or European Medicines Agency accept for filing an NDA
or MAA, respectlvely, seeking approval of MDV3100 in post-chemotherapy patients based on the results of our
AFFIRM trial, we would be entitled to a $10.0 million and a $5.0 million milestone payment, respectlvely, under
the Astellas Collaboration Agreement; respectively. In addition, should the NDA be approved by the FDA or the
MAA be approved by the European regulators, we would be entitled to a $30.0 million and a $15.0 million
milestone payment under the Astellas Collaboration Agreement. We are required to share 10% of the up-front
and development milestone payments received under the Astellas Collaboration Agreement with The Regents of
the University of California, or UCLA, pursuant to the terms of our MDV3100 license agreement, which is
discussed in the section below titled “License Agreement with UCLA.”

Each of Medivation and Astellas is permitted to terminate the Astellas Collaboration Agreement for an
uncured material breach by the other party or for the insolvency of the other party. Astellas has a right to "
terminate the Astellas Collaboration Agreement unilaterally by advance writteft notice to us, but, except in
certain specific circumstances, generally cannot exercise that termination right until the first anniversary of .
MDV3100’s first commercial sale. Following any. termination of the Astellas Collaboration Agreement in its
entirety, all rights to develop and commercialize MDV3100 will revert to us, and-Astellas will grant a license to -
us to enable us to continue sich development and commercialization. In addition, except in the case of a
termination by Astellas for our uncured material breach, Astellas will supply MDV3100 to us during a specified -
transition period.

Ltcense Agreement with UCLA

‘Under an August 2005 license agreement with UCLA, and subsequent amendments to this agreement, our
subsidiary MPT holds an exclusive worldwide license-under several UCLA patents and patent applications
related to our MDV300 series compounds. Under our Astellas Collaboration Agreemeént, we granted Astellas a-
sublicense under the patent rights licensed to us by UCLA.
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We are required to pay UCLA an annual maintenance fee, up to $5.5 million in aggregate milestone
payments upon the achievement of certain development and regulatory milestone events, and 10% of any
up-front and development milestone payments we receive from sublicensees. We are also required to pay UCLA
a single-digit royalty on sales of products falling within the scope of the patent rights licensed from UCLA.
Should we receive marketing -approval-of MDV3100 either in the U.S. or Europe, we would be required to pay
UCLA a single, one-time milestone payment of $2.0 million. UCLA may terminate the agreement if we do not
meet a general obligation to diligently proceed with the development, manufacture, and sale of licensed products,
or if we commit any other uncured material breach of the agreement. UCLA may also terminate the agreement if
we fail to meet specific development, regulatory, and commercialization milestones by agreed-upon deadlines,
which we may extend for a limited time period by paying an extension fee. We may terminate the agreement at
any time upon advance written notice to UCLA. If neither party terminates the agreement early, the agreement
will continue in force until the expiration of the last-to-expire licensed patent. :

Termination of Pﬁzer Collaboratlon Agreement and Dimebon Program

InJ anuary 2012, we reported negatlve top line results from our Phase 3 CONCERT trial of our product
candidate dimebon in patients with mild-to-moderate Alzheimer’s disease. We previously had reported negative
top line results from our Phase 3 CONNECTION trial of dimebon in patients with mild-to-moderate Alzheimer’s
disease and our Phase 3 HORIZON trial of dimebon in patients with Huntington disease. In January 2012, Pfizer
exercised its right to terminate our collaboration agreement for the development and commercialization of
dimebon and we and Pfizer discontinued development of dimebon for all indications. During the ensuing 180
days, we and Pfizer will work together to wind down our respective remaining collaboration activities.

Intellectual Property

We have an exclusive license to multiple issued patents and pendmg applications covering the MDV300
series compounds and uses thereof, including issued composition of matter patents covering MDV3100 in the
U.S., Europe and Japan. The terms of these issued MDV3100 composmon of matter patents expire in 2027 in the
U.S.and in 2026 in Europe and Japan. We also own multiple pending patent applications covering our earher
stage technology programs. We intend to prosecute our owned intellectual property, and request that our
licensors prosecute our licensed intellectual property, in the U.S., Europe, J apan and other jurisdictions that we
deem appropriate.

Government Regulation and Product Approvals
FDA Approval Process

In the United States, pharmaceutical products are subject to extensive regulation by the FDA. The Federal
Food, Drug, and Cosmetic Act, or.the FDC Act, and other federal and state statutes and regulations, govern,
among other things, the research, development, testing, manufacture, storage, recordkeeping, approval, labeling,
promotion and marketing, distribution, post-approval monitoring and reporting, sampling, and import and export
of pharmaceutical products. Failure to comply with applicable U.S. requirements may subject a company to a
variety of administrative or judicial sanctions, such as FDA refusal to approve pending NDAs, warning letters,
product recalls, product seizures, total or partial suspension of productmn or distribution, mJunctlons fines, civil
penalties, and criminal prosecution: '

Pharmaceutical product development in the U.S. typically involves preclinical laboratory and animal tests,
the submission to the FDA of either a notice of claimed investigational exemption or an 1nvest1gat10na1 new drug
application, or IND, which must become effective before clinical testing may commence, and ‘adequate and well-
controlled clinical trials to establish the safety and effectiveness of the drug for each indication for which FDA
approval is sought. Satisfaction of FDA pre-market approval requirements typically takes many years and the
actual time required may vary substantially based upon the type, complexity, and novelty of the product or
disease.



Preclinical tests include laboratory evaluation of product chemistry, formulation, and toxicity, as well as
animal trials to assess the characteristics and potential safety and efficacy of the product. The conduct of the
preclinical tests must comply with federal regulations and requirements, including good laboratory practices. The
results of preclinical testing are submitted to the FDA as part of an IND along with other information, including:
information about product chemistry, manufacturing and controis, and a proposed clinical trial protocol. Long-
term preclinical tests, such as animal tests of reproductive tox1c1ty and carcinogenicity, may-begin or continue
after the IND is submitted.

A 30-day waiting period after the submission of each IND is required prior to the commencement of clinical
testing in humans. If the FDA has neither commented on nor questioned the IND within this 30- day period, the
clinical trial proposed in the IND may begin. :

Chmcal trials involve the admrmstratron of the IND to healthy volunteers or patients under the supervision
of a qualified investigator. Clinical trials must be conducted 1) in compliance with federal regulations; 2) in
compliance with good clinical practice, or GCP, an mtematxonal standard meant to protect the rights and health
of patients and to define the roles of clinical trial sponsors, administrators, and monitors; as well as 3) under
protocols detailing the objectives of the trial, the parameters to be used in monitoring safety, and the -
effectiveness criteria to be evaluated. Each protocol involving testing on U.S. patients and subsequent protocol
amendments must be submitted to the FDA as part of the IND.

The FDA may order the temporary, or permanent, drscontlnuatron of a clinical trial at any time, or impose
other sanctions, if it believes that the clinical trial either is not being conducted in accordance with FDA .
requirements or presents an unacceptable risk to the clinical trial patients. The study protocol and informed
consent information for patients in clinical trials must also be submitted to an institutional review board (IRB) or
Ethics Commlttee (EC) for approval. An IRB/EC may also require the chmcal trial at the site to be halted, either
temporanly or permanently, for fallure to comply with the IRB/EC’s requirements, or may impose other
conditions.

Clinical trials to support NDAs for marketing approval are typrcally conducted in three sequential phases,
but the phases may overlap. In Phase 1, the initial introduction of the drug into healthy human subjects or
patients, the drug is tested to assess metabolism, pharmacokinetics, pharmacological actions, side effects
associated with increasing doses, and, if possible, early evidence on effectiveness. Phase 2 usually involves trials
in a limited patient population to determine the effectiveness of the drug fora particular indication, dosage
tolerance, and optimum dosage, and to identify common adverse effects and safety risks. If a compound
demonstrates evidence of effectiveness and an acceptable safety profile in Phase 2 evaluations, Phase 3 trials are
undertaken to obtain the additional information about clinical efficacy and safety in a larger number of patients,
typically at geographically dispersed clinical trial sites, to permit FDA to evaluate the overall benefit-risk
relatlonshlp of the drug and to prov1de adequate 1nformat10n for the latwlmg of the drug.

After completion of the required clinical testing, a NDA is prepared and submitted to the FDA. FDA
approval of the NDA is required before marketing of the product may begin in the U.S. The NDA must include
the results of all preclinical, clinical, and other testing anda compilation of data relating to the product’ s
pharmacology, chemistry, manufacture, and controls. The cost of preparing and submlttlng a NDA is substantial. -
Under federal law, the submission of most NDAs is additionally subject to a substantial application user fee, -
currently exceeding $1.8 million and the manufacturer and/or sponsor under an approved NDA are also subject to
annual product and establishment user fees, currently approximately $0.1 million per product and $0.5 rmlhon
per establishment. These fees are typically increased annually '

The FDA has 60 days from its receipt of a NDA to determme whether the application w111 be accepted for
filing based on the FDA’s threshold determination that it is sufficiently complete to permit substantive review.
Once the submission is accepted for filing, the FDA begins an in-depth review. The FDA has agreed. to certain -
performance goals in the review of NDAs. Most such applications for standard review drug products are
reviewed within ten months; most applications for priority review drugs are reviewed in six months. We expect
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the FDA to amend each of these: goals to extend them by two months for applications received after September
2012. Priority review.can be applied to drugs that the FDA determines offer major advances in treatment, or
provide a treatment where no adequate therapy exists. For biologics, priority review is further limited only for
drugs intended to treat a serious or life-threatening disease relative to the currently approved products. The
review process for both standard and priority review may be extended by FDA for three additional months to
consider certain late-submitted information, or information intended to clarify information already provided in
the submission. The FDA may also refer applications for novel drug products, or drug products which: present
difficult questions of safety or efficacy, to an advisory committee—typically a panel that includes clinicians and
other experts-—for review, evaluation; and a recommendation as to whether the application should be approved.
The FDA is not bound by the recommendation‘of an advisory committee, but it generally follows such
recommendations. Before approving a NDA, the FDA will typically inspect one or moré clinical sites to assure
compliance with GCP. Addmonally, the FDA will inspect the facility or the facilities at which the drug is
manufactured. The FDA will not approve the product unless compliance with current good manufacturing
practices, or cGMP—a quality system regulatrng manufactiring—is satisfactory and the NDA contains data that
provrde substantral evrdenc‘e that the drUg is safe and effectlve i the mdlcatlon studled '

After FDA evaluates the NDA and the manufacturing facrlmes it issues either an approval letter or a
complete response letter:'A complete response létter generally outlines the deficiencies in the submission and
may require substantial additional testing or information in order for the FDA 'to reconsider the application: If, or
when, those deficiencies have been addressed to the FDA’s satisfaction in a resubmission of the NDA, the FDA
will issue an approval letter. FDA has committed to reviewing such resubnuss1ons in two or six months
dependmg on the type of 1nformatlon 1nc1uded

An approval letter authorizes commerc1al marketmg of the drug wrth specific prescrlblng 1nformatlon for
specrfic indications. As a condltlon of NDA approval, th¢ FDA may require a risk evaluation and mltlgatlon
strategy, of REMS, to 'help ensure that the benefits of the drug outweigh the potential risks. REMS can intlude »
medication guides, communication plans for healthcare professionals, and elements to assure safe use, or
ETASU. ETASU can include, but are not limited to, special training or certification for prescnblng or dispensing,
d1spens1ng only under certain crrcumstances spec1a1 momtormg, and the use of patient registries.. The
requlrement for a REMS can matenally affect the potentlal market and | profitability of the drug Moreover
product approval may require. substantial post-approval testing and surveﬂlance to momtor the drug s safety or
efficacy. Once granted product approvals may be withdrawn if comphance w1th regulatory standards is not
maintained or problems are. 1dent1f1ed followmg 1n1t1a1 marketmg

'The Hatch-Waxman Act .~ = .2 S e

In seekmg approval for a drug through a NDA apphcants are requrred to 11st with the FDA each patent
whose claims cover the applicant’s product. Upon approval of a drug, each of the patents listed in the appl1cat1on
for the drug is then published in the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations,
commonly known as the Orange Book, Drugs listed in the Orange Book can, in turn, be cited by potential
competitors in support of approval of an abbreviated new drug application, or ANDA. An ANDA provides for -
marketing.of a drug product that has the same active ingredients in the same strengths and dosage form as the
listed drug and has been shown thmugh bloequlvalence testing to be- therapeutically equivalent to the hsted drug
Other than the requirement for bioequivalence testing, ANDA applicants are not required to conduct, or submit
results of,.pre-clinical or clinical tests to prove the safety or effectrveness of their drug product Drugs approved
in this way are commonly referred to as “generic equivalents” to the listed drug, and can often be, substituted by
pharmac1sts under prescnptrons wntten for the ongrnal listed drug

The ANDA apphcant is requu‘ed 10 certrfy to the FDA concernmg any patents hsted for'the approved
product in the FDA’s Orange Book. Specifically, the applicant must certify that: 1) the required patent
information has not been filed; 2) the listed patent has expired; 3) the listed patent has not expired, but will expire
on a particular date and approval is sought after patent expiration; or 4) the listed patent is invalid or will not be
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infringed by the new product. A certification that the new product will not infringe the already approved
product’s listed patents, or that such patents are invalid, is called a Paragraph IV certification. If the applicant
does not challenge the listed patents, the ANDA appl1cat10n will not be approved until all the listed Ppatents
clamnng the referenced product have exprred

If the ANDA appl1cant has prov1ded a Paragraph IV certification to the FDA, the apphcant must also send
notice of the Paragraph IV certification to the NDA and patent holders once the ANDA has been accepted for
filing by the FDA. The NDA and patent holders may then initiate a patent infringement lawsuit in response to the
notice of the Paragraph IV certification. The filing of a patent infringement lawsuit within 45 days of the receipt
of a Paragraph IV certification automatically prevents the FDA. from approving the ANDA until the earlier of 30
months, expiration of the patent, settlement of the lawsuit, or a decision in the mfnngement case that i 1s favorable
to the ANDA applicant.

The ANDA apphcatlon also will not be approved until any non-patent exclusrvrty listed in the Orange Book
for the referenced product has. exprred Federal law provides a period of five years following approval of a drug
contammg no previously approved active ingredients during which ANDAs for generrc versions of those drugs
cannot be submitted, unless the submission contains a Paragraph IV challenge to a listed patent—in which case
the submission may be made four years following the original product approval. Federal law provides for a
period of three years of exclusivity during which FDA cannot grant effective approval of an ANDA based’on the
approval of a listed drug that contains previously approved active ingredients but is approved in a new dosage
form, route of administration or combination, or for a new use; the approval of which was required to be
supported-by new clinical trials conducted by, or for, the applicant.

Advertzsmg and Promotwn

Once a NDA is approved a product w1ll be subject to certam post-approval requirements. For instance, the
FDA closely regulates. the post-approval marketing and promotion of drugs, including standards and regulations
for direct-to-consumer, advertising, off-label promotion, industry-sponsored scientific and educational activities .
and promotional activities involving the internet.

Drugs may be marketed only for the approved indications and in accordance with the provisions of the
approved labeling. Changes to some of the conditions established in an approved application, including changes
in indications, labeling, or manufacturing processes or facilities, require submission and FDA approval of a new
NDA or NDA supplement before the change can be implemented. A NDA supplement for a new indication
typically requires clinical data similar to that in the original application, and the FDA uses the same procedures
and actions;in. revrewmg NDA supplements as it does in reviewing NDAs.

Adverse E vent Reportmg and GMP Complumce

Adverse event reporting and subrmssron of periodic reports is requlred followrng FDA approval of a NDA.
The FDA also may require post-marketing testing, known-as Phase 4 testing, risk minimization action plans, and
surveillance to monitor the effects of an approved product, or the FDA may place conditions on an approval that
could restrict the distribution or use of:the product. In addition, quality-control, drug manufacture, packaging,
and labeling procedures must continue to conform to GMP- after approval. Drug manufacturers and certain of
their subcontractors are required to:register their. ¢stablishments with FDA and certain state agencies.. -
Registration with the FDA subjects entities to-periodic unannounced inspections by the FDA, during which the
agency inspects manufacturing facilities to assess compliance with current GMP. Accordingly, manufacturers
must continue to expend time, money, and effort in the areas of production and quality-control to maintain
compliance with current GMP. Regulatory authorities may withdraw product approvals or request product recalls
if a company fails to comply with regulatory standards, if'it encounters problems followmg initial marketmg, or
if previously unrecognized problems are subsequently drscovered
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Fast Track Designation

The FDA is required to facilitate the development, and expedite the review, of drugs that are intended for
the treatment of a serious or life-threatening condition for which there is no effectiye treatment and which
demonstrate the potential to address unmet medical needs for the condition. Under the fast track program, the
sponsor of a new drug candidate may request that the FDA designate the drug candidate for a specific indication
as a fast track drug concurrent with, or after, the filing of the IND for the drug candidate. The FDA must
determine if the drug candldate qualifies for fast track designation w1th1n 60 days of receipt of the sponsor’s
request.

In addition to other benefits, such as the ability to use surrogate endpoints’and have greater interactions with
FDA, the FDA may initiate review of sections of a fast track drug’s NDA before the apphcatlon is'complete. This
rolling review is available if the applicant provides, and FDA approves, a schedule for the submission of the
remaining information and the applicant pays applicable user fees. However, the FDA’s time period goal for
reviewing an apphcatlon does not begin until the last section of the NDA is submitted. Addluonally, the fast
track des1gnat10n may be withdrawn by the FDA if it beheves that the des1gnat10n isno longer supported by data
emerging in the cllmcal trial process

.Accelerated Approval

Under the FDA’s accelerated approval regulations, the FDA may approve a drug for a serious or life-
threatening illness that provides meaningful therapeutic benefit to patients over existing treatments based upori a -
surrogate endpoint that is reasonably likely to predict clinical benefit. In clinical trials, a surrogate endpoint is a
measurement of laboratory or clinical signs of a disease or condition that substitutes for a direct measurement of
how a patient feels, functions, or survives. Surrogate endpoints can often be measured more easily or more
rapidly than clinical endpoints. A drug candidate approved on this basis is subject to rigorous post-marketing
compliance tequirements, including the completion of Phase 4 or post-approval clinical trials to confirm the
effect on the clinical endpoint. Failure to conduct required post-approval studies, or confirm a clinical benefit’
during post-marketing studies, will allow the FDA to withdraw the drug fromthe market on ‘an expedited basis.
All promotional materials for drug candidates approved under accelerated regulations are subject to prior review
by the FDA.

Antt-chkback False Clazms Laws and the Prescnptwn Drug Marketmg Act

In addition to FDA restrictions on marketing of pharmaceutical products several other types: of state and
federal laws have been applied to restrict certain marketing practices in the pharmaceutical industry in-recent
years. These laws include anti-kickback statutes and false claims statutes. The federal healthcare program ‘vanti—'
kickback statute prohibits, among other things, knowingly and willfully offering, paying, soliciting or receiving
remuneration to induce; or in return for; purchasing, leasing, ordering or arranging for the purchase, lease or
order of any healthcare item or service reimbursable under Medicare, Medlcald or other federally financed
healthcare programs. This statute has been interpreted to apply to arrangements between pharmaceutical:
manufacturers on the one hand and prescribers, purchasers, and formulary managers on the other. Violations of ‘
the anti-kickback statute are punishable by imprisenment, criminal fines, civil monetary penalties, and-exclusion .
from participation in federal healthcare programs. Although there are a number of statutory exemptions and -
regulatory safe harbors protecting certain common activities from prosecution or other regulatory sanctions, thé
exemptions and safe harbors are drawn narrowly, and practices that.involve remuneration intended to induce
prescribing, purchases or recommendatlons may be subject to: scrutmy 1f they do not quahfy for an exemptlon or:
safe harbor. . - ‘ i 5 i -

‘Federal false «claims Jaws. prohibit-any person from knowingly presenting, or causing to be presented, a false-
claim for payment to the federal government, or knowingly making, or causing to be made, a false statement to
have a false claim paid. Recently, several pharmaceutical and other healthcare companies have been prosecuted
under these laws for allegedly inflating drug prices they report to pricing services, which in turn were used by the
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government to set Medicare and Medicaid reimbursement rates, and for allegedly providing free product to
customers with the expectation that the customers would bill federal programs for the product. In addition,
certain marketing practices, including off-label promotion, may also violate false claims laws. The majorlty of
states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, wh1ch apply
to items and services reimbursed under Medicaid and other state programs, or, in several staies, apply regdr(ucsa
of the payor. '

Physician Drug< Samples

As part of the sales and marketing process, pharmaceutical companies frequently provide samples of
approved drugs to physicians. The Prescription Drug Matketing Act, or the PDMA, imposes requirements and
limitations upon the provision of drug samples to physicians, as well as prohibits states from licensing "
distributors of prescription drugs unless the state licensing program meets certain federal guidelines that include
minimum standards for storage, handhng, and record keepmg In addmon, the PDMA sets forth civil and
criminal penalties for violations. :

Competltlon o

The bxophannaceutlcal mdustry is intensely compet1t1ve in general Furthermore our business strategy is to
target large unmet medical needs, and those markets are even more highly competitive. For example, since:2010
a new second-line chemotherapy drug, Jevtana (cabazitaxel), and'a new oral hormonal drug, Zytiga (abiraterone
acetate), have received marketing approval in the post-chemotherapy CRPC patient population we studied in our
Phase 3 AFFIRM trial of MDV3100; and a new prostate cancer vaccine, Provenge (sipuleucel-T), received
marketing approval covering both the post-chemotherapy CRPC population we studied in our Phase 3 AFFIRM
trial and the chemotherapy-naive CRPC population we are studying in our Phase 3 PREVAIL trial. Jevtana
(cabazitaxel) and Zytiga (abiraterone acetate) have since acquired substantial shares in the market for treatment
of post-chemotherapy patients, which may make it more difficult for us to compete successfully in this market,
notwithstanding the positive results from our AFFIRM trial. In. addition, enrollment has already been completed
in a Phase 3 trial of Zytiga (abiraterone acetate) in the chemotherapy-naive CRPC population we are studying in
our Phase 3 PREVAIL trial. Several other drugs are also in advanced clinical development in both populations.
Companies currently marketing, or expected to be marketing in the near future, products that will compete °
directly with any of our investigational drugs that may receive marketing approval include some of the world’s
largest and most expenenced pharmaceutlcal companies, such as Johnson & Johnson and sanofi-aventis. There
are also multlple additional small molecule and recombinant protein ‘candidates in development targeting
advanced prostate cancer, 1nclud1ng compounds already in Phase 3 clinical trials. Most, if not all, of these
competing drug development programs are being conducted by pharmaceutical and blotechnology companies
with considerably greater financial resources, human resources and experience than ours. Any of our product
candidates that receive regulatory approval will face significant competition from both approved drugs and from
any of the drugs currently under development that may subsequently be approved. Bases upon which our product
candidates would have to compete successfully include éfficacy, safety, price and cost-effectiveness. In addition,
our product candidates would have to compete against these other drugs with several different categories of
decision makers, including physicians, patients, government and private third-party payors, technology
assessment groups and patient advocacy organizations. For example, Medicare Part B, which covers infused
medicines, generally provides lower patient out-of-pocket expenses and better physician economics than does
Medicare Part D, which covers oral medicines. One of our primary competitors in post-docetaxel patients, the
infused chemotherapy drug Jevtana (cabazitaxel), is reimbursed under Medicare Part B while MDV3100, should
it receive marketing approval and be reimbursed by Medicare, would be covered under Medicare Part D. Even if
one of our product candidates is approved, we cannot guarantee that we, Astellas or any of our potential future
partners.will be:able to compete successfully on any of these bases. Any future product candidates that we may
subsequently acquire will face similar competitive pressures. If we or our current or potential future partners.
cannot compete successfully on any of the bases described above, our business will not succeed.
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Research and Development Expense

A significant portion of our operating expense is related to research and development, and we intend to
maintain our strong commitment to research and development. For the years ended December 31, 2011, 2010 and
2009, we recorded $73.4 million, $72.2 million and $87.7 million, respeotively, of research and development
expenses. Research and development expenses represented 71%, 76% and 75% of total operating expenses in the
years ended December 31, 2011, 2010 and 2009, respectively. More information regarding our research and
developmeént activities can be found in the section entitled “Management’s Discussion and Analysis of Financial
Condition and Results of Operations” under Item 7 of this Annual Report.

Manufacturing

Our business strategy is to use current GMP compliant contract manufacturers for manufacture of clinical
supplies as well as for commercial supplies if required by our commercialization:plans, and to transfer
manufacturing responsibility to our collaboration partners when possible.

The MDV3100 being used in our completed and ongoing trials was manufactured by cGMP-compliant
contract manufacturers. Pursuant to the Astellas Collaboration Agreement, Astellas has agreed to assume
commercial manufacturing responsibility for MDV3100, after we complete transfer of those responsibilities to
Astellas. Commercial manufacturing processes for MDV3100 have not yet been validated. Based on currently.
available information, we believe that MDV3100 drug product can be manufactured at commercial:scale on a
cost-effective basis. However, we caution you that this is a forward-looking statement and that we cannot .
guarantee that we w111 be able to.complete this work on a timely basis or at all.. ‘ 7

Employees ‘

As of Deeember 31, 2011, we had 121 full-time employees, none of which are represented by‘labor unions
or covered by collective bargaining agreements. We consider our relationships with our employees to be good.

Available Information

Our website address is www. medlvatlon com; however 1nformat10n found on, or that can be accessed
through, our website is not mcorporated by reference into this Annual Report on Form 10-K. We file or furnish
electronically with the SEC our Annual Report on Form 10-K, quarterly reports on Form 10-Q, current reports on
Form 8-K and amendments to those reports filed or furmshed pursuant, to Section 13(a) or 15(d) of the Exchange
Act. We make available free of charge on or through our website copres of these reports as soon as reasonably
practicable after we electromcally file such materral with, or furnish it to, the SEC

The SEC maintains an interpet site that contains reports, proxy and_ information statements and other
information regarding our filings at www.sec.gov. You may also read and copy any of our materials filed with .,
the SEC at the SEC’s Public Reference Room at 100 F Street, NE, Washmgton DC 20549. Information
regarding the operation of the Public Reference Room can be obtained by calhng the SEC at 1-800-SEC- 0330

Item 1A. Risk, Fqcfors.

Our business faces significant risks, some of which are setforth below to enable readers to assess, and be .
appropriately apprised of, many of the risks and uncertainties applicable to the forward-looking statements made
in this Annual Report. You should carefully consider these risk factors as each of these risks could adversely
affect our business, operating results, cash flows and financial condition. If any of the évents.or circumstances
described in the following risks actually occurs, our business may suffer, the trading price of our common stock
could decline and our financial condition or results of operations could be harmed. Given these risks and
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uncertainties, you are cautioned not to place undue reliance on forward-looking statements. These risks should
be read in conjunction with the other information set forth in this Annual Report. The risks and uncertainties
described below are not the only ones we face. Additional risks and uncertainties not presently known to us, or
that we currently believe to be zmmqtertal may :also adversely aﬁ‘ect our business.

Risks Relateq to Our Busine__ss} .

We have incurred net losses sirice inception, expect toincur additional losses in the future as we continue
our development activities and may never achieve sustained revenues or profitability. Our only revenue to date
has been collaboration revenue under our collaboration agreement with Astellas Pharma Inc., or Astellas, and our
former collaboration agreement with Pfizer Inc., or Pfizer. MDV3100 has not received marketing approval, and
we do not know when or if it will receive marketing approval or become commercially available. We have
incurred losses since inception and expect to continue to incur substantial :additional losses:for the foreseeable
future as we continue to finance clinical and preclinical studies of MDV3100 and potential future product
candidates, potential launch costs of MDV3100 should that agent receive marketing approval, and our corporate
overhead costs. Our operating losses have had, and will continue to have, an adverse impact on our working
capital, total assets and stockholders’ equlty We do not know when or if we will ever generate any additional
revenue, including any milestone payments, profit sharing payments or royalty payments under our collaboration
agreement with Astellas, or become cash-flow positive, because of the significant uncertainties with respect to
our ability to generate product revenue from, and obtain approval from the FDA, or.comparable foreign
regulatory authorities for, MDV3100 or future product candidates.

Because we depend on f inancing from third pames for our operatzons our business may fazl if such
financing becomes unavailable or is offered on commercially unreasonable terms. To date, we have flnanced our
operations primarily through private and public offerings of our common stock and from up-front, development
milestone and cost-sharing payments received pursuant to-our collaboration agreement with Astellas and our
former collaboration agreement with Pfizer: As of December 31, 2011 we had cash, cash equivalents and short-
term investments totaling $145.1 million available to fund our operations. Based upon our current expectations,
we believe our capital resources at December 31, 2011 will be sufficient to fund our currently planned operations
for the next 12 months: This estimate is based on a number of assumptions that may prove to be wrong, and we
could exhaust our available cash, cash equivalents and short-term investments earlier than presently anticipated.
We may be required or choose to s¢ek additional capital within the next 12 months to expand our clinical. . -
development activities for MDV3100 based on-the positive results of our Phase 3 AFFIRM trial in post-
chemotherapy advanced prostate cancer patients, to fund costs-of planning for and executing a commercial -
launch of MDV3100, should it receive marketing approval, if we face challenges or delays in connection with
our clinicdl trials or the potential approval and commercialization of MDV3100, or to maintain minimum cash:
balances that'we deem reasonable and prudent. In addition, we intend to-evaluate the capital markets from time to
time to determine whether to raise additional capital in the form of equity, convertible:debt or otherwise,
depending on market conditions relative to our need for funds at such time, and we may seek to raise additional
capital within the next 12 months should we conclude that such capltal is available on terms that we consider to
be in the best mterests of our company and our stockholders. :

We have incurred losses since inception and expect to continue to incur substantial additional losses for the:
foreseeable future. as we pursue regulatory approval for, and, if approved, commercial launch of, MDV3100 and
continue to finance clinical and preclinical studies of MDV3100 and potential future product candidates and our -
corporate overhead costs. Our future capital requirements will depend on many factors, including without
limitation:

e potential launch costs of MDV3 100 should that agent receive marketmg approval for post-
chemotherapy patlents

* the timing and magnitude of any potenual sales of MDV3100, should that agent'recelve marketlng
- approval for post-chemotherapy patients;
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* whether any changes are made to the scope of our ongoing clinical development activities;
* the scope and results of our and our collaboration partner’s preclinical and clinical trials;

* whether we experience delays in our preclinical and clinical development programs, including potential
delays in recruiting, or inability to recruit, patients into our ongoing PREVAIL trial of MDV3100 in
pre-chemotherapy advanced prostate cancer as a result of the availability of Zytiga (abiraterone
acetate), which was approved by the FDA in April 2011 for post-chemotheérapy patients, or other
investigational and approved prostate cancer therapies, including MDV3100 itself should that agent be
approved to treat post-chemotherapy patients, or slower than anticipated product development‘

*  whether opportunities to acquire additional product candidates arise and the timing and costs of
acquiring and developmg those product candidates;

¢ whether we are able to enter into additional third-party collaborative partnersh1ps to develop and/or
commercialize potential future product candidates on terms, mcludmg development cost share terms,
that are acceptable to us; ¢ v

e the tlmmg and requlrements of, and the costs involved in, conductmg studies required t to obtaln
. regulatory approvals for MDV3 100 or potentlal future product candidates from the FDA and
‘comparable forergn regulatory agencies;

* the availability of third parties to perform the key development tasks for MDV3 100 and potentral
future product candidates, including conducting preclinical and clinical studies-and manufacturing our.
product candidates to be tested in those studies, and the associated costs of those services;

+ expenses associated wrth the pending purported securmes class action lawsults as well as any other
11t1gat10n and

.+ the costs involved in preparing, ﬁlmg, prosecuting, mamtamlng, defending the val1d1ty of and -
enforcing patent claims and other costs related to patent rights and other intellectual property rights, -
1nclud1ng lmgatlon costs and the results of such ht1gat10n

Our current view of the worldwrde capital markets is that they are extremely volatile with: llrmted
accessibility, and many biotechnology companies have had limited or no success in obtaining funding in this
environment. Continuation of this challenging market climate may significantly limit.our ability to raise funds,
and there can-be no assurance we will be able to raise additional funds on-acceptable terms or at all. If we are
unable to raise additional funds when needed, we could be required to delay, scale back or eliminate some or all
of our development programs and other operations. We may seek to raise.additional funds through public or
private financing or other arrangements. Any additional equity financing would be dilutive to stockholders, and
debt financing, if available, may involve restrictive covenants. Our failure to raise capital when needed may.harm
our business and operating results. : : :

Even if we receive regulatory approval of MDV3100 or any potential future product candidates, which we -
may never do, we must successfully commercialize such products before: we can become ‘profitable. 1t is not
unusual for new pharmaceutical products to be commercially unsuccessful or achieve a lower than expected level
of commercial success. We expect to incur substantial expenses associated with our commercialization efforts
even prior to obtaining regulatory approval of such product candidates, including MDV3100, as well as
thereafter. We may never generate significant revenues and, even if we do generate revenues, the magnltude of
those revenues may never be sufficient for us to achieve or sustain profitability.

As we evolve from a company primarily involved in research and development to a company also potentzal!y
involved in commercialization, we may encounter dtﬁicultzes in managing our growth and expandzng our
operations successfully. Although certain of our employees have commercialization experience, as a company we
currently have only limited commercial capabilities. To be prepared to perform-our co-promotion activities for
MDV3100, should it be approved in the U.S., we will need to expand our organization substantially, including
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marketing and sales capabilities or contract with third parties to provide these capabilities for us, which will be
expensive and time consuming. Any failure or delay in the development of our internal commercial capabilities
would adversely 1mpact the commercialization of MDV3100 in the event it receives regulatory approval. If we
are not successful i in commermahzmg MDV3100 or potential future product candidates in the event they 1 receive
regulatory apnroval our future product revenue will suffer and we may incur srgnxﬁcant additional losses.

As our operations expand we expect that we will need to manage additional relationships with vanous
collaboratlve partners supplrers and other th1rd part1es Future growth w111 impose s1gn1f1cant added
MDV3100 and to compete. effectlvely will depend in part on our ability to manage any future growth
effectively. To that end, we must be able to manage our development efforts effectively, and hire, train and
integrate add1t10na1 management, administrative and sales and marketing personnel. We may not be able to
accomplish these tasks, and our failure to accomplish any of them could prevent us from successfully growing
our company : ‘

Our business strategy depends on our ability to identify and acquire additional product candidates which we
may never acquire or identify for reasons that may not be in our control, or are otherwise unforeseen or ,
unforeseeable to us. A key component of ‘our business strategy is to drver51fy our product development risk by
identifying and acquiring new product opportunities for development. However, we may not be able to’ identify
promising new technologles In addition, the competition to acquire promising biomedical technologies is fierce,
and many of our competitors are large, mult1nat10na1 pharmaceutlcal biotechnology and medical device compames
with considerably more financial, development and commercialization resources and expenence ‘than we have »
Thus, even if we succeed in 1dent1fymg promising technolog1es we may not be able to acquire rights to themon
acceptable terms or at all. If we are unable to identify and acquire new technologies, we will be unable to diversify
our product risk. We believe that any such failure would have a significant negative impact on our prospects
because the risk of failure of any particular development program in the pharmaceutlcal industry is high.

Because we depend on our management to oversée the execution of development plans for MDV3100 and to
identify and acquire promising new product candidates, the loss of any of our executive officers would harm our
business. Our future success depends upon the continued serv1ces of our executive officers. We are pamcularly
dependent on the contlnued services of David Hung, M.D., our president and chief executive officer and a
member of our board of directors. Dr. Hung identified MDV?3100 for acquisition and has primary respons1b111ty
for 1dent1fy1ng and evaluating other potential product candidates. We believe that Dr. Hung’s services in this
capacity would be dlfﬁcult to replace None of our executive officers i is bound by an employment agreement for
any specific term and they may terminate their employment at any time. In add1t10n we do not have “key
person” life i 1nsurance policies covering any of our executive officers. The loss of the services of any of our '
executive ofﬁcers could delay the development of MDV3100 and delay or preclude the 1dent1ﬁcat1on and
acquisition of new product cand1dates either of which events could harm our bus1ness ‘

Our reliance on third partzes for the operatzon of our busmess may result in matertal delays, cost overruns
and/or quality deficiencies in our development programs. We rely on outs1de vendors to perform key product
development tasks, such as conductmg preclinical and clinical studies and manufactunng our product ¢andidates
at appropriate scale for prechnrcal and chmcal trials and, in situations where we are unable to transfer those
respons1b111t1es to a corporate partner, for commerc1al use as well. In order to ‘manage our business successfully,
we will need to 1dent1fy, engage and properly manage qualified extemal vendors that will perform these
development activities. For example, we need to monitor the activities of our vendors closely to ensure that they
are performing their tasks correctly, on time, on budget. and in compliance with strictly enforced regulatory
standards. Our ab111ty to identify and retain key vendors with the requisite knowledge is critical to our business
and the failure to do so could negatively impact our business. Because all of our key vendors perform services for
other clients in add1t10n to us, we also need to ensure that they are appropriately pr10r1tlz1ng our projects. If we
fail to manage our key vendors well, we could incur material delays, cost overruns or ‘quality deficiencies in our -
development programs, as well as other material disruptions to our business.
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Risks Related to Our Product Development Candidates

Pharmaceutical product candidates require extensive, time- -consuming and expensive preclinical and
clinical testing to establish safety and efficacy. We may never attract additional partners for our technologies or
receive marketing approval in any Jurisdiction. The research and development of pharmaceuticals is an
extremely risky industry. Only a small percentage of product candidates that enter the development process ever
receive marketing approval. MDV3100 is not currently approved for sale anywhere in the world, and it may
never receive such approval. The process of conducting the preclinical and clinical testmg requrred to estabhsh
safety and efficacy and obtain marketmg approval is expensive and uncertain and takes many years. If we are
unable to complete prechnlcal or clmlcal trials of MDV3100 or future product candidates, or if the results of
these trials are not satisfactory to convmce regulatory authorities or partners of their safety or efﬁcacy, we will
not be able to obtain marketing approval or attract additional partners for those product candidates. Furthermore,
even if we or our partners are able to obtain marketing approvals for any of our product candrdates, those
aoorovals may be for indications that are niot as broad as desired or may contain other limitations that would
adversely affect our ability to generate revenue from sales of those products. If this occurs, our business will be
matenally harmed and our ability to generate revenue wrll be severely impaired. ‘

Because our ongomg Phase 3 PREVAIL trtal of MDV3100 in pre- chemotherapy pattents has overall
survival.as a prtmary endpoint, the avatlabzltty of approved and/or experimental agents that prolong survxval
mcludmg the approved hormonal agent Zytiga ( abiraterone acetate ), the approved chemotherapy agents '
docetaxel and Jevtana (. cabazztaxel ), and the approved prostate cancer vaccine Provenge ( sipuleucel-T), as well
as the potenttal commerczal avallabzltty of MDV3100 itself s should it be approved for post-chemotherapy pattents
may make it more dtﬂicult for our PREVAIL trtal to succeed or may prevent it from succeedmg, and could. )
reduce the magnztude of any potenttal survival benef t that MDV3 100 may demonstrate in PREVAIL even lf tkat
trial does succeed. Our ongoing Phase 3 PREVAIL trial in pre- chemotherapy advanced prostate canceris
attempting to demonstrate a statlstlcally 51gn1ﬁcant difference in survival between drug-treated and placebo-
treated patients. Overall survival and progression-free survival are the co-primary endpoints in our ongoing
PREVAIL trial. Patients participating in our PREVAIL trial may elect to leave the trial and switch to alternative
treatments that are, or may in the future become, avallable to them commercially, such as Zytlga (ablraterone ,
acetate), docetaxel, Jevtana (cabazrtaxel) and Provenge (srpuleucel -T), or MDV3100 itself should it be approved'
for post-chemotherapy patients based on the positive 1 ‘results in the, AFFIRM tr1a1 Each of these alternat1ve o
treatmenits has demonstrated statlstrcally significant survival beneﬁts of ‘between two and one- -half and five .
months in advanced prostate cancer patients,and, except for MDV3100 is commerc1a11y avallable Patlents from
our PREVAIL trial may | be able to obtain commerc1a1 access to ‘these alternanve agents notwrthstandmg the fact
that, other than Provenge (s1pu1euce1 T), none of them has been shown to prolong survival in pre- chemotherapy
patients. However Zytiga (ablraterone acetate) is. belng studred 1n an ongoing Phase 3 chmcal trial evaluatlng its
potential ab111ty to prolong survival i in pre-chemotherapy patlents and pos1t1ve results from that ‘trial could o
become available at any time. The surv1va1 of any patients who leave our PREVAIL trial to take an altematlve
treatment will continue to be included in the analysis of the trial. Any survival benefit conferred by these
alternative treatments may have a negative impact on the results of our PREVAIL trial, particularly in the case of
the one-half of all patients in our PREVAIL trial who were randormzed to placebo. Pat1ents in our PREVAIL
trial are free to leave the tr1a1 at any time, and are free to take any altematlve tréatment once they have left the
trial. We have no ability fo control or influence e1ther of these de01s1ons Use of other alternatlve hfe—prolongmg
treatments by patients leavmg our PREVAIL trial could make it more dlfﬁcult for the tnal t0 succeed could ‘
prevent it from succeeding, and could reduce any potentlal survrval beneflt that may be demonstrated even 1f
does succeed. Fallure of our PREVAIL trral could have srgmﬁcant negative ( effects on us, 1nc1ud1ng preventmg
us from obtammg marketmg approval in pre- chemotherapy advanced prostate cancer, which is a far larger ,
commerc1a1 opportumty than post-chemotherapy advanced prostate cancer, bemg requlred to conduct additional
trials, or causmg our partner Astellas to elect to. terminate our, collaboratlon agreement Even if our PREVAIL
trial succeeds any negative impact on the surv1val benefrt shown in that trial could reduce or eliminate
MDV3 100’s ability to compete effectlvely w1th other treatments that have shown longer surv1va1 beneﬁts
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Enrollment and retention of patients in clinical trials is an expensive and time-consuming process, could be
made-more difficult or rendered impossible by multiple factors outside our control, including the availability. of
competing treatments or clinical trials of competing drugs for the same indication and the results.of other studies
of our product candidates in the same or other indications, and could result in significant delays, cost overruns,.
or both, in our prodict development dctivities, or in the failure of such activities. We may encounter delays in
enrolling, or be unable to enroll, a sufficient: number of patients to complete any of our clinical trials, and even.
once enrolled we may be unable to retain a sufficient number of patients to complete any of our trials. Patient- -
enrollment and retention in clinical trials depends on many factors, including the size of the patient population, -
the nature of the trial protocol, the existing body of safety and efficacy data with:respect to the study drug, the
number and nature of competing treatments and ongoing clinical trials of competing drugs for the same
indication, the proximity of patients to clinical sites and the eligibility criteria for the study. For example, there
are multiple ongoing Phase 3 trials competing with our ongoing PREVAIL trial to recruit pre-chemotherapy -
advanced prostate cancer patients, including an ongoing Phase 3 trial of an-investigational agent from Takeda
Pharmaceuticals that operates by the same molecular mechanism of action as the approved drug Zytiga
(abiraterone acetate). Furthermore, because patients in our PREVAIL trial have a 50% chance of being'
randomized to placebo, the availability of competing treatments may make it more difficult, or impossible, to
complete enroliment in the PREVAIL trial. Such competing treatments include the approved hormonal agent
Zytiga (abiraterone acetate), the approved chemotherapy agents Jevtana (cabazitaxel) and docetaxel, and the
approved prostate cancer vaccine Provenge (sipuleucel-T), all of which-have been shown to prolong overall:
survival in advanced prostate cancer patients. To date, Zytiga (abiraterone acetate) has been shown to prolong
overall survival only in post-chemotherapy advanced prostate cancer patients: However, Zytiga (abiraterone
acetate) is being studied in an ongoing Phase 3 trial evaluating that drug’s potential ability to.prolong.overall - -
survival in pre-chemotherapy advanced prostate cancer. patients, the same population being studied in our
PREVALIL trial. Should data from the ongoing Zytiga (abiraterone acetate) Phase 3 trial become available that
demonstrate an overall survival benefit in pre-chemotherapy patients, such data could make it more difficult-or
impossible for us to recruit and retain patients in our PREVAIL trial, as those patients may prefer to take Zytiga
(abiraterone acetate) rather than participate in our PREVAIL trial. In addition, should MDV3100 receive . -
marketing approval in post-chemotherapy patients based on the positive results in the AFFIRM trial, patients in
our. PREVAIL trial may elect to leave the study and attempt to receive MDV3100 commercially, despite. the fact -
that MDV 3100 has not been shown to prolong overall survival in pre-chemotherapy patients. Such development .
could make it more difficult or impossible for us to retain patients in our PREVAIL trial. Furthermore, any -
negative results we may report in clinical trials of MDV3100 or any potential future product candidates may
make it difficult or impossible to recruit and retain patients in other clinical studies of that same product
candidate. Delays or failures in planned patient enrollment and/or retention may result in increased costs,
program delays or both, which could have a harmful effect on our ability to develop MDV3100 or any other
product candldates or could render further development impossible.

Positive results from our AFFIRM trial in post—chemotherapy advanced prostate cancer may not be predictive
of results of our PREVAIL trial in pre-chemotherapy advanced prostate cancer or any of our other ongoing and .
potential future clinical trials of MDV3100. Product candidates in clinical trials, including Phase 3 clinical trials,
often fail to show the desired safety and efficacy outcomes déspite having progressed successfully through prior
stages of preclinical and clinical testing. Even where we achieve positive results in.clinical trials, subsequent clinical
trials may fail, even if those subsequent trials are designed very similarly to their predecessors. Accordingly, despite
the positive results from our Phase 3 AFFIRM trial of MDV3100 in post-chemotherapy:advanced prostate cancer,
our ongoing Phase 3 PREVAIL trial in pre-chemotherapy advanced prostate cancer, our ongoing Phase 2
TERRAIN trial comparing MDV3100 to bicalutamide, our ongoing Phase 2 study of MDV3100 in hormone-naive
patlents and any other of our ongoing or planned studies of MDV3100 may fail. .

MDV31 00 and any of our other potennal Juture product candtdates, should any of them, receive marketmg
approval, will face significant competition from other approved products and other products in. development. The
biopharmaceutical industry is intensely competitive in general. Furthermore, our business strategy is to target
large unmet medical needs, and those markets are even more highly competitive. For example, since 2010-a new
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second-line chemotherapy drug, Jevtana (cabazitaxel), and a new oral hormonal drug, Zytiga (abiraterone
acetate), have received marketing approval in the post-chemotherapy CRPC patient population we studied in our
Phase 3 AFFIRM trial of MDV3100, and a new prostate cancer vaccine, Provenge (sipuleucel-T), received
marketing approval covering both the post-chemotherapy CRPC population we studied in our Phase 3 AFFIRM
trial and the chemotherapy-naive CRPC population we are studying in our Phase 3 PREVAIL trial. Jevtana
(cabazitaxel) and Zytiga (abiraterone acetate) have since acquired substantial shares of the market for treatment
of post-chemotherapy patients, which may make it more difficult for us to compete successfully in this market,
notwithstanding the positive results from our AFFIRM trial. In addition, enrollment has already beén completed
in a Phase 3 trial of Zytiga (abiratetone acetate) in the chemotherapy-naive CRPC population we are studying in
our Phase 3 PREVAIL trial. Several other drugs are also in advanced clinical development in both populations.
Companies currently marketing, or expected to be marketing in the near future, products that will compete
directly with any of our investigational drugs that may receive marketing approval include some of the world’s
largest and most experienced pharmaceutical companies, such as Johnson & Johnson and sanofi-aventis. There
are also muitiple additional small molecule and recombinant protein candidates in development targeting
advanced prostate cancer, including compounds already:in Phase 3 clinical trials. Most, if not.all, of these
competing drug development programs are being conducted by pharmaceutical and biotechnology companies.
with considerably greater financial resources, human resources and experience than ‘ours. Any of our product
candidates that receive regulatory approval will face significant' competition from both approved drugs and from
any of the drugs currently under development that may subsequently be approved. Bases upon which our product
candidates would have-to compete successfully include efficacy, safety, price and cost-effectiveness. In addition,
our product candidates would have to compete against these other drugs with several different categories of
decision makers, including physicians, patients; government and private third-party payors, technology
assessment groups and patient advocacy organizations. For example, Medicare Part B, which covers infused
medicines, generally provides lower patient out-of-pocket expenses and better physician economics:than does
Medicare Part D, which covers oral medicines.:One of our primary competitors in post-docetaxel patients, the
infused chemotherapy: drug Jevtana (cabazitaxel), is reimbursed under Medicare Part B while MD V3100, should
it receive marketinig approval and be reimbursed by Medicare, would be covered under Medicare Part D. Even if
one of our product candidates is approved, we cannot guarantee that we, Astellas or any of our potential future
partners will:be able to-compete successfully on any. of these bases. Any future product candidates that we may -
subsequently acquire will face similar competitive pressures. If we or our partners cannot compete successfully
on any of the bases described: above, our business will not succeed.

MDV3100 and any other potential future product candidate: that is eventually approved for sale may not be
commercially successful if not widely-covered and appropriately reimbursed by third-party payors at levels that.
produce patient co-payments that are acceptable and affordable to patients. Third-party payors, including public
insurers such as Medicare and Medicaid and private insurers, pay for a large share of health care products and
services consumed in the United States. In Europe, Canada and other major international markets, third-party
payors also pay for a significant portion of health care products and services and many. of those countries have
nationalized health care systems:in which the government pays for all such products-and services and must
approve product pricing. Even if approved by the FDA and foreign regulatory agencies, MDV3100 and any
potential future product candidates are unlikely to achieve commercial success unless they are covered widely by
third-party payors and reimbursed at a rate that generates an acceptable commercial return for us-and any
collaborative partner. In addition, even if they ultimately elect to reimburse our product candidates, most third-
party payors will not reimburse- 100% of the cost, but rather require-a portion of the cost to be borne by the - -
patients themselves. Thus; even if reimbursement is available, the percentage of drug cost required to be borne by
the patients may: make use of our product candidates financially difficult or impossible for certain patients, which
would have a negative impact on sales of our product candidates. It is increasingly-difficult to obtain coverage
and acceptable reimbursement levels from third-party payors, and we may be unable to achieve these objectives.
Achieving: coverage and acceptable reimbursement levels typically involves negotiating with individual payors
and is a time-consuming and costly process. Moreover, comprehensive health care reform legislation was
recently enacted in the United States that substantially changes the way health care is financed by both
governmental and private insurers, and significantly impacts the pharmaceutical industry. The new legislation
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contains a number of provisions that are expected to impact our business and operations, including those relating
to the increased use of comparative effectiveness research on health.care products, changes to enrollment in
federal healthcare programs, reimbursement.changes and fraud and abuse provisions, all of which will impact
existing government health care programs and will result in the development of new programs. Many of the
details regarding the implementation of this legislation have yet to be determined.and implementation may
ultimately adversely affect our business. Further, we expect that there will continue to be a number of federal and
state proposals to implement government controls over drug product pricing. We are currently unable to predict
what additional legislation or:regulations, if any, relating to the pharmaceutical industry or third-party payor:
coverage and reimbursement may be enacted in the future, or-what effect the recently enacted federal health care.
reform legislation or any such additional legislation or regulation will or would have on our business. In addition,
we would face competition in such negotiations from other approved drugs against which we compete, which
may include other approved drugs marketed by Astellas, and the marketers of such other drugs are likely to be.
significantly larger than us and therefore enjoy significantly more negotiating leverage with respect to the
individual payors than we may have. Our.commercial prospects would be further weakened if payors approved
coverage for MDV3100 or any potential future product candidates only as second- or later-line treatments, or if
they placed any of those product candidates in tiers requiring unacceptably high patient co-payments. Failure to
achieve acceptable coverage and reimbursement levels. could materially harm our or our partner s ability to
successfully market our product candidates..

We are dependent upon our collaboratlve relattonshtp wzth Astellas to further develop, manufacture and
commercmlzze MDV3100, There may-be czrcumstances that delay or prevent Astellas’ ability to develop,
manufacture and commerczaltze MDV3100 or that result in Astellas terminating our agreement wn‘h them. In
October 2009, we announced that we had entered into a ¢ollaboration agreement with Astellas for the
development, manufacture and commermahzatron of MDV3100 to treat prostate cancer. Under the agreement,
Astellas is responsible for developing, seeking regulatory approval for and commercmhzmg MDV3100 outside
the United States and, following a transition period, is responsible globally for all manufacture of product for
both clinical and commercial purposes. We and Astellas are jointly responsible for developing, seeking
regulatory approval for, and commerc1allzmg MDV3 100 in the United States. We,and Astellas share equally the -
costs, profits and losses-arising from development and commercrahzatlon of MDV3100 in the United States. For
clinical trials useful both in the United States and in Europe or Japan, we will be responsible for one-third of the
total costs and Astellas will be responsible for the remaining two-thlrds -

We are subJect toa number of nsks assocrated wrth our dependence on our collaboratlve relatlonshrp with
Astellas, including:

. Astellas’ right to terminate the collaboration agreement with us on limited notice for convenience
(subject to certain limitations), or for other reasons specified in the respective collaboration agreement;
 the need for us to identify and secure on-‘commercially reasonable terms the services of third parties to
- perform key activities currently performed by Astellas in the event that Astellas were to terminate its
collaboration with us, including clinical and, if approved, commercial manufacturing, development
activities outside of the United States and commercialization activities globally;

e adverse decisions by Astellas regarding the ameunt and timing of resource expenditures for the
development and commercialization of MDV3100

* decisions by Astellas to prioritize other of its present or future products more highly than MDV3 100
for either development and/or commercial purposes; 4

* possible disagreements as to the timing, nature and extent of our development plans, including chmcal
trials or regulatory approval strategy;

* changes in key management personnel that are members >of the collaborat_ion’s various committees; and

* possible disagreements with Astellas, including those régarding the development and/or
. commercialization of products, interpretation of the collaboration-agreement and ownershlp of
- proprietary rights. . -
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Due to these factors and other possible disagreements with Astellas, we may be delayed or prevented from
further developing, manufacturing or potentially commercializing MDV3100 or we may become involved in
11t1gat10n or arbitration, which would be time consummg and expensive.

If Astellas were to un1laterally terminate our collaboratlve relauonshlp, we would need to: undertake
development, manufacturing and marketing activities for MDV3100 solely at our own expense and/or seek one
or more other partners for some or all of these activities, worldwide. If we pursued these activities on our own, it .
would significantly increase our capital.and infrastructure. requirements, might limit the indications we are able to
pursue for MDV3100, and could prevent us from effectively developing and potentially commercializing
MDV3100. If we sought to find one or more other pharmaceutical company partners for some or-all of these
activities, we may not be successful in such efforts, or they may result:in collaboratlons that have us expendlng
greater funds and.efforts than eur currentrelationship with Astellas.

iy Lok s : 4 B .

' We are dependent on the.efforis of, and ﬁmamg by, Asie;las for rhe deve;opmem of MDV3100: Under the
terms of the AsteHas Collaboration: Agreemeént, we and Astellas myust agree.on any changes to the development
plan for MDV3100 that is set forth in the agreement. If we-and Astellas cannot agree on-any. such changes, * -
clinical trial progress could be significantly delayed or’halted. Subject to certain limitations set forth-in the -
Astellas Collaboration Agreement, Astellas is generally free to terminate the agreement at its discretion on
limited notice to us. Similarly, in the event of an uncured material breach of the agreement by us, Astellas may
elect to terminate the agreement, in which case all rights to develop and’comtmercialize MDV3100 will revert to
us. If Astellas terminates its co-funding of our MDV3100 program, we may be‘unable to ‘fund the development
and potential commercialization costs‘on our own and may be unable to find another partner, which could force
us to raise additional capital or could cause our MDV3100 program to' fail. In addition, Astellas is solely
responsible for the development and regulatory approval of MDV3100 outsrde the Umted States so we are’
entlrely dependent on Astellas for the successful completron of those actrvrtles R :

The financial returns to us, if any; 'under our collaboration a'gr’e“ement with Astell‘as'"depend in large patt on
the achievement of development and coinmercialization milestones, plus a'share of any profits from any product
sales in the ‘United States and royaltles on any product sales outside of the 'United States. Therefore otr success, '
and any associated financial returns to us and' our investors; will depend in large part ont the perforrnance of
Astellas under the Astellas Collaboration Agreement. If Astéllas fails to perform or satisfy its obligations to us,
the development, potential regulatory approval or commercjalization of MDV3100 would be delayed or may. not
occur and our business and prospects could be matenally and adversely affected for that reason.

We are dependent on the efforts of Astellas to market and promote MDV3100 if approved for cbmr’n’e'rcial sale.
Under our collaboration with Astéllas, we and Astellas have the right to co-promote MDV3100 to all-‘customers in
the United States, and Astellas has the:sole right to promote MDV;3100 toall customers outside of the United States.
We are thus partially. dependent on Astellas to successfully promote MDV3100 in-the United States and solely
dependent on Astellas to successfully promete- MDV3100 outside of the United States. We have limited: ability to
direct Astellas in its potential commercialization of MDV3100 in any country, including the United States. If
Astellas fails to adequately market and promote MDV3100, whether inside or outside of the United States, we may
be unable to obtain any remedy against Astellas. If this were to happen any sales of MDVSIOQ may be harmed,
wh1ch would negatively 1mpact our busmess results of operatrons cash ﬂows and 11qu1d1ty ‘
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We are dependent on Astellas to manufacture clinical and commerczal reqmrements of MDV3I 00, which
could result in-the delay of clinical trials or regulatory approval or lost sales. Under out agreement with
Astellas, after a transition period, Astellas has the primary right and responsibility. to manufacture and/or manage
the supply of MDV3100 for clinical trials and all commercial requlrements We are in the process of
transitioning the manufacturing obhgatlons for MDV3100 to Astellas. Consequently, we are, and expect to
remain, dependent on Astellas to supply MDV3100. Astellas may encounter difficulties in production scale-up,
including problems involving production yields, quality centrol and quality assurance, and shortage of qualified
personnel. Astellas may not perform as agreed or may default in their obligations to supply clinical trial supplies
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and/or commercial product. Astellas may fail to deliver the required quantities of MDV3100 on a timely basis.
Any such failure by Astellas could delay our future clinical trials and our applications for regulatory approval, or,
if approved for commercial sale, could impair our ability to meet the market demand for MDV3100 and therefore
result in decreased sales. If Astellas does not adequately perform, we may be forced to incur additional expenses,
delays, or both, to arrange or take responsibility for other third parties to manufacture MDV3100 on our behalf,

as 'we do not have any internal manufacturing capabilities.

If Astellas’ business strategies.change, any such changes may adversely affect our collaborative
relationship with Astellas. Astellas may change its business strategy. Decisions by Astellas to either reduce or
eliminate its participation in the prostate cancer field, to-emphasize other competitive agents currently in its -
portfolio at the expense of MDV3100, or to add additional competitive agents to its portfolio, could reduce its
financial incentives to continue to develop, seek regulatory approval for, or potentially commercialize
MDV3100. For example, Astellas has partnered with us based in part on Astellas’ desire to use MDV3100 as a
component of building a global oncology franchise, which Astellas presently does not have. If Astellas’ strategic
objective of building a global oncology franchise were to change such change could negatrvely impact any
commercial prospects of MDV3100. :

Our mdustry is h’ighly regulated by the FDA and comparable foreign regulatory agencies. We must comply
with extensive, strictly enforced regulatory requirements in order to develop and obtain marketing approval for
any of our product candidates. Before we, Astellas or any potential future partners can obtain regulatory
approval for the sale of our product candidates, our product candidates must be subjected to extensive preclinical
and cl1mca1 testmg to demonstrate their safety and efﬁcacy for humans ¢

'The: prechmcal and chmcal trials of any product candidates that we develop must comply w1th regulation by
numerous federal, state and local government authorities in the United States, principally the FDA, and by .
similar agencies in other countries. We are required to obtain and maintain an effective IND application to-
commence human clinical trials in the United States and must obtain and maintain additional regulatory
approvals before proceeding to successive phases of our clinical trials. Securing FDA approval requires the
submission of extensive preclinical and clinical data and supporting information for each therapeutic indication
to establish the product candidate’s safety and efficacy for its intended use. It takes years to complete the testing
of a new drug or medical device and development delays and/or failure can occur at any stage of testing. Any of
our present and future clinical trials may be delayed or halted due to any of the following' '

. any prechmcal test or clinical trial may fail to produce safety and effrcacy results satlsfactory to the
'FDA or forelgn regulatory authorities;

e 'preclrmcal and clinical data can be 1nterpreted in different ways which could delay, limit or prevent
'regulatory approval : ; : Cen

. as we experrenced with dimebon, negatrve or inconclusive results from a preclmlcal test or chnrcal trial
" oradverse medical events during a chmcal trial could cause a prechmcal study or clinical trial to be
v repeated ora program to be terminated, even if other studies or tnals relating to the program are
ongomg or have been completed and were successful;

* the FDA orforeign regulatory authorities can place a clinical hold on a trial. if, among other:reasons, it
~finds that patients enrolled in the trial are or-would be exposed to an unreasonable and srgmﬁcant risk
- of illness or injury;

* the FDA might not approve the clinical processes or facilities that we utilize, or the processes or
facilities of our consultants, including without limitation the vendors who will be manufacturing drug
substance and drug product for us or any potential collaborators;

* any regulatory approval we, Astellas or any potential future collaborators ultimately obtain may be
limited or subject to restrictions or post-approval commitments that render the product not
commercially viable; and
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«  we may encounter delays or rejections based on changes in FDA policies or the policies of foreign
regulatory authorities during the period in which we develop a product candidate or the period required
for review of any final regulatory approval before we are able to market any product candidate.

- In addition, information generated during the clinical trial process is susceptible to varying interpretations
that could delay, limit, or prevent regulatory approval at any. stage of the approval process. Failure to demonstrate
adequately the quality, safety and efficacy of any of our product candidates would delay or prevent regulatory
approval of the applicable product candidate. There can be no assurance that if clinical trials are completed,
either we or our collaborative partners will submit applications for required authorizations to manufacture or
market potential products or that any such application will be rev1ewed and approved by appropriate regulatory
authorities in a timely manner, if at all. :

If MDV3100 or any potential future product candidates cannot be manufactured in a cost-effective manner
and in compliance with current GMP and other applicable regulatory standards, they will not be commercially
successful. All pharmaceutical and medical device products in the United States, Europe and other countries must
be manufactured in strict compliance with cGMP and other applicable regulatory standards. Establishing a
cGMP-compliant process to manufacture pharmaceutical products involves significant time, cost and uncertainty.
Furthermore, in orderto-be commercially viable, any such process would have to yield product on a cost-
effective basis, using raw materials that are. commercially available on acceptable terms. We face the risk that our
contract manufacturers may have interruptions in raw. material supplies, be unable to comply with strictly
enforced regulatory requirements, or, for other reasons beyond their or our control, be unable to complete their
manufacturing responsibilities on time, on budget, or at all. Under our collaboration agreement with Astellas,
Astellas is responsible for all manufacture of MDV3100 for commercial purposes, but we cannot guarantee that
Astellas will b able to supply MDV:3100 in a timely manner or at all. Furthermore, commercial manufacturing
processes have not yet been: validated for MDV3100. We thus cannot guarantee that commercial- scile cGMP
manufacture of: MDV3100 will be possible, ona cost-effectwe basis or at all, which would matenally and
adversely affect the value of these programs ‘ ;

. We.may be sub]ecr to product ltabzltty or other lmgatton, whzch could result in-an inefficient allocation of
our critical resources, delay the implementation of our business strategy and, if successful, materially and
adversély harm our business and financial condition as.a result of the costs of liabilities that may be imposed
thereby. Our business exposes us to the risk of product liability claims that is inherent in the development of
pharmaceutical products. If MDV3100 or any potent1a1 future product candidate harms people, or is alleged to be
harmful, we may be subject to costly and damaging product liability claims brought against us by clinical trial
participants, consumers, health care providers, corporate partners or others. We have product liability insurance
covering our ongoing clinical trials, but do not have insurance for any of our other development activities. If we
are unable to obtain insurance at an acceptable cost or otherwise protect against potential product liability claims,
we may be exposed to s1gn1f1cant litigation costs and liabilities, which may materially and adversely affect our
business and financial posmon If we are sued for i 1njur1es allegedly caused by any of our product candidates, our
litigation costs and liability could exceed our total assets and our ab111ty to pay. In addition, we may from time to
time become involved in various lawsuits and legal proceedmgs which arise in the ordinary course of our
business. Any litigation to which we are subject, including the purported securities class action lawsuits
described in the section-entitled “Legal Proceedings” under Part I, Item 3 of this Annual Report, could require
significant involvement of our senior management and may divert management’s attention from our business and
operations. Litigation costs or an adverse result in any litigation that may arise from time to time may adversely
impact our operating results or financial condition.
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Risks Related to Intellectual Property

Intellectual property protectton for our product candidates is cructal to our busmess and is subject to a
significant degree of legal risk, particularly in the life sciences industry. The success of our business will depend
in part on our ability to obtain and maintain intellectual property protectron———pnmanly‘ patent protection—of our
technologies and MDV3100 and any potential future product candidates, as well as successfully defending these
patents against third-party challenges ‘We and our collaborators will only be able to protect our technologies and
product candidates from unauthorized use by third parties to the extent that valid and enforceable patents or trade
secrets cover them. Furthermore the degree of future protection of our proprietary rights is uncertain because
legal means afford only limited protection and may not adequately protect our rights or permit ‘us or our potential
future collaborators to. gain or keep our competitive advantage.

The patent pos1t1ons of life sciences companies can be highly uncertain and involve complex legal and
factual quest1ons for which lmportant legal prmc1p1es remain unresolved. Further, changes in either the patent -
laws or in mterpretauons of patent laws in the United States or other countries may diminish the value of our k
intellectual property rights. Accordingly, we cannot predlct the breadth of claims that may be granted or enforced
for our patents or for third-party patents that we have licensed. For example

» we or our licensors might not have been the first to make the inventions covered by each of our
pending patent apphcatlons and issued patents;

* we or our licensors might not have been the first to file patent applications for these inventions;

» . others may independently-develop similar or alternative technologies or duplicate any of our
technologies;

* itis possible that none of our pending patent apphcat1ons or the pending patent appl1cat1ons of our
hcensors wrll result in issued patents; o

-+ .our issued patents and future issued patents or those of ¢ our l1censors may not provide a basis for "
protecting commercially viable products, may not provide us with any competitive advantages, or may
be challenged by third parties and invalidated or rendered unenforceable; and

s we may not develop addmonal proprletary technologtes or product candrdates that are patentable

Our exzstmg and any future patent rights-may not: adequately protect MDV3100 or any potenttal future
product candidates, which:could prevent us from'eVer generating any revenues or profits. We cannot guarantee
that any of our pending or future patent applications will mature-into issued patents, or that any of our current.or
future issued patents will adequately protect MDV3100 or any potential future product candidates from
competitors. For example, there is a large body of prior art, including multiple issued patents and published: -
patent applications, disclosing molecules in the same chemical class as our licensed MDV300 series compounds.
Since our licensed MDV 300 series compounds include approximately 170 specific molecules, we expect that
some members of this series may not be patentable in light of this prior art, or may infringe the claims of patents
presently issued or issued in the future.-Furthermore, we cannot gudrantee that any of our present or future issued
patents will not be challenged by third parties, or that they will withstand any such challenge. If we are not able
to obtain adequate protection for, or defend, the intellectuial property position of our technologies-and:product: -
candidates, then we may not be:able to-attract collaboratots to acquire or partner our development programs.i
Further, even if we can obtain protection for and defend the intellectual property position of eur technologies and
product candidates, we or any-of our potential future collaborators still may not be able to exclude competitors
from developing or marketing competing drugs. Should this occur, we and our potential future collaborators may
not generate any revenues or profits from our product candidates or our revenue or profits would be 51gn1ﬁcantly
decreased.

We could become subject to litigation or other challenges regarding intellectual property rights, which
could divert management attention, cause us to incur significant costs, prevent us from selling or using the

challenged technology and/or subject us to.competition by lower priced generic products. In recent years, there
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has been significant litigation in the United States and elsewhere involving pharmaceutical patents and other
intellectual property rights. In particular, generic pharmaceutical manufacturers have been very aggressive in
challenging the validity of patents held by proprietary pharmaceutical companies, especially if these patents are
commercially significant. If MDV3100 or any future product candidates succeed, we may face similar challenges
to our existing or future patents. If a generic pharmaceutical company or other third party were able to
successfully invalidate any of our present or future patents, MDV3100 and any potential future product
candidates that may ultimately receive marketing approval could face additional competition from lower priced
generic products that would. result in significant price and revenue erosion and have a significantly negative
impact on the commermal viability of the affected product candidate(s).

In the future, we may be a party to litigation to prOtect our intelléctual property or to defend our activities in
response to alleged infringement of a third party’s intellectual property. These claims and any resulting lawsuit, if
successful, could subject us to. srgmﬁcant liability for damages and invalidation, or a narrowing of the scope, of
our propnetary rights. These lawsuits, regardiess of their success, would likely be time-consuming and expensive
to litigate and resolve and would divert management time and attention. Any potential intellectual property

litigation also could force us to do one or more of the following: A
* discontinue our products that use or are covered by the challenged intellectual property; or

* obtain from the owner of the allegedly infringed intellectual property right a license to sell or use the
relevant technology, which license may not be available on reasonable terms, or at all.

If we are forced to take any of these actions, our business may be seriously harmed Although we carry
general liability insurance, our insurance does not cover potential claims of this type.

In addition, our patents and patent apphcatrons or those of our hcensors could face other challenges such
as interference proceedings, opposition proceedings and re-examination proceedmgs Any such challenge, if
successful, could result in the invalidation of, or in a narrowing of the scope of, any of ourpatents and patent
applications subject to the challenge. Any such challengés, regardless of their success, would likely be time-
consuming and expensive to defend and resolve and would divert our management’s time and attention.

‘We may in the future initiate claims or litigation against third parties for infringement in order to protect our
proprietary rights or to-determine the scope.and validity of.our proprietary rights or the proprietary rights of
competitors. These claims could result in costly litigation and the diversion of our technical and management
personnel and we may not prevail in makmg these claims. .- . o :

We rely, on license agreements for certain‘aspects of our product candidates and-our technology. We may in .
the future need to obtain additional licenses of third-party:technology that may not be available to us or are
available only on commercially unreasonable terms, and which may cause-us to operate our business in a more.
costly or otherwise adverse manner that was not anticipated. We have entered into agreements with third-party
commercial and academic institutions to license intellectual property. rights and technology for use in our product
candidates. For example, we have a license agreement with UCLA pursuant to which we were granted exclusive -
worldwide rights to certain UCLA patents related to our MDV300 series compounds. Some of these license. . . -
agreements, including our license agreement with UCLA, contain diligence and milestone-based termination
provisions, in which case our failure to meet any agreed upon diligence requirements or milestones' may allow
the licensor to terminate the agreement. If our licensors terminate our license agreements or if we :are unable to
maintain the exclusivity of our exclusive license agreements, we. may be unable to continue to develop and-
commercialize MDV3100 or any potential future product candidates based on licensed intellectual property
rights and technology. ,

From time to time we may be required to license technology from additional third parties to develop
MDV3100 and any future product candidates. For example, the commercial scale manufacturing processes that.

we are developing for MDV3100 may require licenses to third-party technology. Should we:be required to obtain
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licenses: to.any third-party technology, including any such patents based on biological activities or required to
manufacture our product candidates, such licenses may not-be available to us on commercially reasonable terms,
or at all. The inability to obtain any third-party license required to develop any of our product candidates could -
cause us to abandon any related development efforts, which could seriously harm our business and operations.

We may become involved in disputes with Astellas or any paotential future collaborators over intellectual
property ownership, and publications:by our research collaborators and scientific advisors could impair our
ability to obtain patent protection or protect our proprietary information, which, in either case, could have a
significant impact on our business. Inventions discovered under research, material transfer or other such
collaboration agreements, including our collaboration agreement with Astellas, may become jointly owned by us
and the other party to such agreements in some cases and the exclusive property of either party in other cases.
Under some circumstances, it may be difficult to determine who owns a particular invention, or whether it is
jointly owned, and disputes could arise regarding:ownership of those inventions. These disputes could be costly
and time consuming and an unfavorable outcome could have a significant adverse effect on our business if we
were not able to protect or license rights to these inventions. In addition, -our research collaborators and scientific
advisors generally have contractual rights to publish our data and other proprietary information, subject to our
prior review. Publications by our research collaborators and scientific advisors containing such information,
either with our permission or in contravention ‘of the terms of their agreements with us, may impair our ability to
obtain patent protection or protect our-proprietary information, which could significantly harm our business.

Trade secrets may not provide adequate protection for our business and technology. We also rely on trade
secrets to protect our technology, especially where we believe patent protection is not appropriate or obtainable.
However, trade secrets are difficult to protect. While we use reasonable efforts to protect our trade secrets, our or
any potential collaborators’ employees, consultants, contractors or scientific and other advisors may
unintentionally or willfully disclose our information to competitors. If we were to enforce a claim that-a third
party had illegally obtained and was using our trade secrets, our enforcement efforts would be expensive and
time consuming, and the outcome would be unpredlctable In addition, courts outside the United States are
sometimes less willing to protect trade secrets. Moreover, if our competitors independently develop equivalent
knowledge, methods or know-how, it will be more dlfﬁcult or impossible for us to enforce our rights and our
business could be harmed

Risks Related to Ownership of Our Common Stock

We have been named as a defendant in a purported securities class action lawsuit. This lawsuit could result
in substantial damages and may divert management’s time and attention from our business and operations. In
March 2010, the first of several putative securities class action lawsuits was commenced in the U.S. District
Court for the Northern District of California, naming as defendants us and certain of our officers. The lawsuits
are largely identical and allege violations of the Securities Exchange Act of 1934, as amended. The plamuffs
allege, among other things, that we disseminated false and misleading statements about the effectiveness of
dimebon for the treatment of Alzheimer’s disease. The plaintiffs purport to seek damages, an award of their costs
and injunctive relief on behalf of a class of stockholders who purchased or otherwise-acquired our common stock
between September 21, 2006 and March 2, 2010. The actions were consolidated in September 2010 and, in April
2011, the court entered an order appointing Catoosa Fund, L.P. and:its attorneys as lead plaintiff and lead
counsel. Thereafter, the lead plaintiff filed a consolidated amended complaint, which was dismissed without .
prejudice as to all defendants in August 2011. The lead plaintiff filed a second amended complaint in
November 2011. In January 2012, we filed a motion to dismiss the second amended complaint, which is
scheduled to be heard by the Court on March 16, 2012

Our managemcnt believes that we have meritorious defenses and 1ntends to defend this lawsuit vigorously. -
However, this lawsuit is subject to inherent uncertainties, and the actual cost will depend upon many unknown -
factors. The outcome of the litigation is necessarily uncertain, we could be forced to expend significant resources
in the defense of the suit and we may not prevail. Monitoring and defending against legal actions is time
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consuming for our management and detracts from our ability to fully focus our internal resources on-our business
activities. In addition, we may incur substantial legal fees and costs in connection with the litigation and,
although we believe the Company is entitled to coverage under the relevant insurance policies, subject to a
$350,000 retention, coverage could be denied or prove to be insufficient. We are not currently able to estimate
the possible cost to us from this matter, as this lawsuit is currently at an early stage and we cannot be certain how
long it may take to resolve this matter or the possible amount of any.damages that we may: be required to pay.
We have not established any reserves for any potential liability relating to-this lawsuit. It is possible that we -
could, in the future, incur judgments.or enter into settlements of claims for-moenetary damages. A decision
adverse to our interests on these actions could result in the payment of substantial damages, or possibly fines, and
could have a material adverse effect on our cash flow, results of operations and financial position. In addition, the
uncertainty of the currently ‘pending litigation could lead to more volatility in our stock price.

Our stock price may be volatile, and our stockholders’ investment in our stock-could.decline in value. The
market prices for our securities and those of other life sciences companies have been highly volatile and may
continue to be highly volatile in the future. The following factors; in addition to other risk factors described in
this: Annual Report, may have a-significant impact on the market price 'of our common stoek:

* the recerpt or failure to recerve the additional funding necessary to conduct our busrness

¢ the progress and results of prechmcal studies and clinical trials of our product candidates conducted by
us, Astellas or any future collaborative partners or licensees, if any, and any delays in enrolling a
sufficient number of patients to complete clinical trials of our product candidates;

 the announcement by our competrtors of results from clrnrcal tnals of thelr products or product
candidates;

¢ selling by existing stockholders and short—sellerS' .

Ce vannouncements of technologrcal 1nnovat1ons or new commercral products by our competrtors or us
¢ developments concerning proprretary rights, 1nclud1ng patents

e developments concemrng our collaboration with Astellas or any future collaborations';' ‘

» publicity regarding us, our product candidates or those of our competitors, including research reports
published by securities analysts;

SR

. regulatory developments in the United States and foreign countnes

¢ litigation, .including the purported securities class action lawsurts pending against us and certain of our
officers; : i ‘ j

e ’economrc and other extemal factors or other drsaster or crrsrs and

. perrod—to—perrod fluctuations in frnancral results

We do not intend to pay. dividends on oun“common stock for the foreseeable future. We do not expect for the
foreseeable future.to.pay dividends on our common stock. Any future determination to pay dividends on or
repurchase shares of our common stock will be at the discretion of our board of directors and will depend-upon, .
among other factors, our success in completing sales or partnerships of our programs, our results of operatrons
financial condition, caprtal requrrements, contractual restrictions ‘and apphcable law. :

Our prznczpal stockholders exert substantlal mﬂuence over us and may: exercise their control in a manner .
adverse to your interests. Certain stockholders and their affiliates own a substantial amount of our outstanding
common stock. These stockholders may have the power to direct our affairs and be able to determine. the
outcome of certain matters submitted to stockholders for approval. Becauseia limited number of persons controls
us, transactions could be difficult or impossible to complete without the:support of those persons. Subject to
applicable law, it is possible.that these persons will exercise control over us in a manner adverse to your interests.
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Provisions of our charter documents, our stockholder rights plan and Delaware law could make it more.
difficult for a third party to acquire us, even if the offer may be considered beneficial by our stockholders.
Provisions of the Delaware General Corporat1on Law could dlscourage potential acquisition proposals and could
delay, deter or prevent a change i in control. The anti-takeover provisions of the Delaware General Corporatlon
Law impose various 1mped1ments to the ability of a third party to acquire control of us, even if a change in
control would be beneflclal to our existing stockholders. Specifically, Section 203 of the Delaware General
Corporation Law, unless its application has been waived, provides certain défault anti-takeover protectlons in
connection with transactions between us and an “interested stockholder.” Generally, Sect1on 203 prohibits
stockholders who, alone or together with their affiliates and associates, own more than 15% of the subject
company from engaging in certain business combmatlons for a period of three years following the date that the
stockholder became an interested stockholder of such subject company without approval of the board or the vote
of two-thirds of the shares held by the mdependent stockholders. Our board of directors has also adopted a
stockholder rights plan, or “poison pill,” which would significantly dilute the ownership of a hostile acquirer.
Additionally, provisions of our amended and restated certificate of incorporation and bylaws could deter, delay
or prevent a third party from acquiring us, even if doing so would benefit our stockholders, including without
limitation, the authority of the board of directors to issue, without stockholder approval preferred stock with
such terms as the board of d1rectors may determlne '

Future sales of our common stock in the public market could cause our stock price to fall. Sales of a
substantial number of shares of our common stock in the public market that were previously restricted from sale,
or the perception that these sales might occur, could depress the market price of our common stock and could
impair our ability to raise capital through the sale of additional equity securities. In the event that we do raise
capital through the sale of additional equity securities or debt convertible into equity securities, the dilution
represented by the additional shares of our equity securities in the public market could cause our stock price to
fall, in which case investors may not be able to sell their shares of our equity securities at a price equal to or
above the price they paid to acquire them.

Item 1B. Unresolved Staff Comments.

None.

Item 2. Properties.

Our corporate headquarters are currently located at 201 Spear Street, San Francisco, California, where we
lease approximately 34,000 square feet of office space pursuant to lease agreements that expire in July 2012 and
May 2013.

In December 2011, we entered into a lease agreement for approximately 57,000 square feet of office space
located at 525 Market Street, San Francisco, California, which is intended to serve as our future corporate
headquarters following construction and build-out. The term of the lease is for seven years, with an anticipated
commencement date of June 2012. We have an option to extend the term of the lease for an additional five years.

In February 2012, we entered into a lease agreement for 15,336 square feet of office space located in
Oakbrook Terrace, Illinois, which is intended to serve as our commercial headquarters following construction
and build-out. We selected this location for our commercial headquarters based on its proximity to our
collaboration partner, Astellas. The term of the lease is seven years and seven months, with an anticipated
commencement date of May 2012.

We believe our properties are adequately maintained and suitable for their intended use. We continually
evaluate our properties and believe that our current facilities plus any planned expansion are generally sufficient
to meet our expected needs and near-term growth.
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Item 3. Legal Proceedings.

~ In March 2010, the first of several putative securities class action lawsuits was commenced in the U.S.
District Court for the Northern District of California, naming as defendants us and certain of our officers. The
lawsuits are largely identical and allege violations of the Securities Exchange Act of 1934, as amended. The
plaintiffs allege among other things that we disseminated false and misleading statements about the effectiveness
of dimebon for the treatment of Alzheimer’s disease. The plaintiffs purport to seek damages, an award of their
costs and 1n]unciive relief on behalf of a class of stockholders who purchased or otherwise acquired our common
stock between September 21, 2006 and March 2, 2010. The actions were consolidated in September 2010, and, in
April 2011 the court entered an order appointing Catoosa Fund, L.P. and its attorneys as lead plaintiff and lead
counsel. Thereafter, the lead plaintiff filed a consolidated, amended complaint, which was dismissed without
prej judice as to all defendants in August 2011. The lead plaintiff filed a second amended complamt in November
2011. In January 2012, we filed a motion to dlslmss the second amended complaint, which is scheduled to be
heard by the Court on March 16, 2012.

Our management believes that we have meritorious defenses and intends to defend this lawsuit v1gorous1y
However, this lawsuit is subject to inherent uncertainties, the actual cost may be significant, and ‘we may not
prevail. We believe we are entitled to coverage under our relevant insurance policies, subject to a $350,000
retention, but coverage could be denied or prove to be insufficient.

Item4. Mine Safety Disclosures.

None.
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PARTII
Item 5. Market for Reglstrant’s Common Equlty, Related Stockholder Matters and Issuer Purchases of
~ Equity Securltles.
Market lntormatlon

Our common stock, par value $0.01, is hsted on the NASDAQ Global Market under the symbol “MDVN.”
The following table sets forth on a per share basis the high and low intraday sales prices of our common stock as
reported by the NASDAQ Global Market:

High Low

2011:

Quarter ended March 31,2011 ...... ... $19.84 $13.27°

Quarterended June 30,2011 ... ...ttt $25.50 $18.71

Quarter ended September 30,2011 ....... ... ... .. i $22.97 $14.32

Quarter ended December 31,2011 .............. .o, $49.66  $15.51
2010: :

Quarter ended March 31, 2010 e e $40.49  $10.47

Quarter ended June 30,2010 . .. .......\uuuneeriieaaaan. e $1225 $ 879

Quarter ended September 30,2010 ...t e $13.13 § 843

"Quarter ended December 31,2010 ............ e B T $16.68  $10.96

Stockholders

As of the close of business on February 22, 2012, there were 23 stockholders of record of our common stock
and the last reported sales price per share of our common stock was $65.08. The number of stockholders of
record is based upon the actual number of stockholders registered at such date and does not include holders of
shares in “street names” or persons, partnerships, associates, or corporations, or other entities identified in
security listings maintained by depositories.

Dividends

We have never paid our stockholders cash dividends and we do not anticipate paying any cash dividends in
the foreseeable future as we intend to retain all of our cash for use in our business. Any future determination to
pay dividends will be at the discretion of our Board of Directors, and will depend on a number of factors,
including but not limited to any outstanding mdebtedness earnings, capital requirements, financial condition and
future prospects, and applicable Delaware law.
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Performance Graph

We have presented below the cumulative total return to our stockholders during the penod from
December 31, 2006 through December 31, 2011 in comparison to the cumulative total return of the NASDAQ
Composite Index and the NASDAQ Biotechnology Index. All values assume a $100 initial investment and the
reinvestment of the full amount of all dividends and are calculated as of the last stock trading day of each year. -
The comparisons are based on historical data and are not indicative of, nor intended to forecast, the future
performance of our common stock.
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Medivation, Inc. ..........ccvviiiniiiin. $100 $ 91.02 $92.10 $237.99 $ 9589 $291.46
NASDAQ Composite Index . .................... $100 $110.65 $6642 $ 96.54 $114.07 $113.17
NASDAQ Biotechnology Index . . ... .. F $100 $104 64 $91.77 $106.42 $122.62 $137.42

The information under “Performance Graph” is not.deemed to be “soliciting material” or “filed” with the Securities and Exchange
Commission or subject to Regulation 14A or 14C, or to the liabilities of Section 18 of the Securities Exchange Act of 1934, as amended, and
is not to be incorporated by reference in any filing of Medivation under the Securities Act of 1933, as amended, or the Securities Exchange ‘
Act of 1934, as amended, whether made before or after the date of this Annual Report on Form 10—K and irrespective of any general
incorporation language in those filings.

Recent Sales of Unregistered Securities

None.
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Item 6.  Selected Financial Data.

. The following is a summary of our historical consolidated financial data for the years ended and on the dates
indicated below. The historical consolidated financial data for the years ended December 31, 2011, 2010 and
2009 and as of December 31,2011 and 2010 have been derived from our audited consolidated financial
statements inciuded in Item 15 of this Annual Keport The historical financial data for the years ended
December 31, 2008 and 2007 and as of December 31, 2009, 2008 and 2007 have been derived from our audited
consolidated financial statements not included in this Annual Report The information below is not necessarily
indicative of results of future operations, and should be read in conjunction with Item 7, “Management s
Discussion and Analysis of Financial Condition and Results of Operations,” and the consolidated