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“�We believe abiraterone is �
one of the limited number of 
Phase III compounds in the 
industry’s collective pipeline 
that has the potential to 
change the standard of care �
in a large market.”
Howard Liang, Ph.D.�

Leerink Swann llc�

January 5, 2009



Our journey 
enters
Phase III.

CB7630 (Abiraterone Acetate) 	 Prostate Cancer

Pre-clinical Phase I Phase II Phase III Registration

CB7630 (Abiraterone Acetate) 	 Breast Cancer
CB3304 (Noscapine) 	 Multiple Myeloma
CB1089 (Seocalcitol) 	 Prostate Cancer
CB6604 (ER noscapine) 	 Cancer
Noscapine Analogs 	 Cancer



In the life of every young development company comes a 

turning-point year—a year of significant milestones that 

both accelerate and validate its strategy. I believe 2008 �

was that year for Cougar Biotechnology. Driven by the 

performance of our lead product candidate, CB7630 

(abiraterone acetate), Cougar became a Phase III company.

In April 2008, we began enrolling patients in the first �

Phase III clinical trial in our history, investigating CB7630’s 

use for advanced prostate cancer in patients who have 

failed chemotherapy. This is an especially notable 

achievement considering that we accomplished this 

milestone approximately 2 1/2 years after starting the �

Phase I clinical trial of CB7630. Early this year, we set the 

stage for our second Phase III trial of abiraterone—which 

will be performed in chemotherapy-naïve prostate cancer 

patients—when we reached agreement on a Special �

Protocol Assessment (SPA) with the U.S. Food and Drug 

Administration (FDA). This represents a key step in starting 

our second Phase III study, which we expect to happen in �

the first half of this year.

Over the course of 2008, we continued to present promising 

clinical data from ongoing Phase II trials of abiraterone that 

continued to support the drug’s clinical potential in both 
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* �From February 8 through December 6, 2007, Cougar Biotechnology 
traded on the OTC Bulletin Board® under the symbol “CGRB.OB.” �
On December 7, 2007, Cougar moved to the NASDAQ Global Market∞ 
and began trading under the symbol “CGRB.” The chart to the right 
reflects closing prices through April 4, 2008.

“Our view of CGRB is 
unchanged: we continue �
to believe CB7630 is one 
of the most exciting cancer 
drugs in development.”
Eric Schmidt, Ph.D.�
Cowen and Company
December 31, 2008
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chemotherapy-naïve and chemotherapy-refractory prostate 

cancer patients. The data continue to point to the exceptional 

activity of this first-in-class compound and its potential to 

address this unmet medical need. 

Moving Forward on All Fronts

In 2008 we also capitalized on an additional opportunity �

for CB7630. Due to the drug’s mechanism, CB7630 may be 

applicable to the treatment of breast cancer in addition to �

the treatment of prostate cancer. To investigate this further, �

a Phase I/II trial of CB7630 in patients with advanced breast 

cancer was launched in November 2008 and is sponsored by 

Cancer Research UK. During 2008 we also continued to witness 

further progress in the development of the other product 

candidates in our pipeline. CB3304 (noscapine) continued to 

make progress in its Phase I/II trial in patients with advanced 

multiple myeloma and we continued to consider the potential 

clinical strategy for CB1089 (seocalcitol) as well. 

Solid Financials, Solid Experience

2008 marked Cougar’s first full year as a publicly traded 

company on The NASDAQ Global Market®. During the year, �

we joined the broad-market Russell 3000® Index, a move �

we believe will carry multiple benefits for our stockholders, 

including greater liquidity and exposure to additional 

institutional investors. We enter 2009 in solid financial �

position as well, ending the year with approximately �

$91.0 million in cash. 

We are guided in our journey by a seasoned management �

team and Board of Directors with experience that spans the 

biotechnology and pharmaceutical industry, academia and the 

financial community. On behalf of our management and Board, �

I would like to thank each of our shareholders for your continued 

loyalty and support. When Cougar was founded in 2003, we 

chose to invest in novel oncology compounds that we believed 

would have strong potential to create value for shareholders. 

As the company continues to grow and mature, I am extremely 

proud of our dedication, determination and accomplishments 

and look forward to the potential to create additional 

shareholder value in 2009 and beyond.

Alan H. Auerbach

Chief Executive Officer, President and Founder
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Our lead drug candidate, abiraterone acetate (CB7630), entered 

Phase III studies for castration-resistant prostate cancer (CRPC) 

in 2008—approximately 2 1/2 years after we began Phase I 

clinical trials. This relatively rapid development path results 

from what industry analysts call abiraterone’s “substantial 

promise” for treating multiple forms of prostate cancer.

At the core is CB7630’s unique targeted mechanism of action: �

a reduction in peripheral testosterone production. Research 

suggests that once prostate cancer has progressed after 

treatment with hormonal therapy, it is being fueled by 

testosterone that is produced by these peripheral sources. 

Abiraterone, a once-daily oral drug, inhibits this testosterone 

production by blocking two key enzymes involved in the 

biosynthetic pathway for testosterone.

Our first Phase III trial, launched in April 2008, involves men 

with metastatic CRPC who have failed docetaxel-based 

chemotherapy. This double-blind, randomized study is now 

enrolling 1,160 subjects at 150 sites in the U.S., Canada, 

Europe and Australia. We expect our second, pivotal Phase III 

trial to begin in the first half of this year and enroll 1,000 

patients with metastatic CRPC who have yet to receive 

chemotherapy—a potentially large market opportunity.

“In our view, abiraterone is 
one of the most exciting 
drugs in decades to address 
prostate cancer. It is especially 
impressive in that it works to 
reduce PSA levels in patients 
even after currently approved 
drugs stop working.”
Simos Simeonidis, Ph.D.�
Rodman & Renshaw, LLC
November 6, 2008*

*�Please see required disclaimer on �
inside back cover.

Phase III:	 An Emerging Paradigm Shift



Study 	 COU-AA-001 	 COU-AA-002 	 COU-AA-003 	 COU-AA-004	 COU-AA-BMA

CRPC	 Phase I/II,	 Phase II, 	 Phase II, 	 Phase II,	 Phase II, Bone metastases
	 Prechemotherapy	 Prechemotherapy,	 Postchemotherapy,	 Postchemotherapy,	 pre & post chemotherapy,
		  ketoconazole naive	 single agent	 prednisone combo	 Prednisone combo

Patients enrolled	 54 	 40-50 	 34 	 38 	 44

Evaluable patients	 54 	 12 	 34 	 38 	 41

PSA Decline >_ 50%	 38/54 (70%) 	 9/12 (75%) 	 16/34 (47%) 	 17/38 (45%) 	 21/41 (51%)

Tumor Response	 PR: 15/29 (52%);	 10 pts on study	 PR: 5/19 (26%);	 8 pts remain on study	 4/16 (25%) improvement
(RECIST), other	 SD: 8/29 (28%)	 for > 6 months	 SD: 10/19 (53%);	 for > 6 months	 in bone scan
	 Median Time to PSA		  Median Time to PSA
	 progression: 231 days		  progression: 161 days

Building on Measurable Results

Throughout 2008, we presented data from five ongoing Phase II 

trials of abiraterone at major scientific conferences, including 

the American Society of Clinical Oncology (ASCO) annual 

meeting in June 2008. In one Phase II study of chemotherapy-

naïve patients who failed hormone treatment, 70% saw a 

decline in prostate-specific antigen (PSA) of 50% or more, 

while 25% had a 90% drop. In another Phase II trial of patients 

treated with CB7630 after failing chemotherapy, abiraterone 

generated PSA reductions of at least 50% in 47% of subjects. 
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One in six American 

men will be affected 

by prostate cancer in 

their lifetimes—it is is 

the most frequently 

diagnosed cancer in men.

186,320 estimated new 

cases in the U.S. in 2008

650,000 U.S. men 

receiving first-line 

hormonal therapy for 

prostate cancer

The reduction in the size of the hepatic 

metastases suggests the observations in bone 

can be extended to extraosseous sites
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Phase I/II:	 In Pursuit of Multiple Paths

Our Phase I and Phase II clinical trials of abiraterone in 

advanced prostate cancer have demonstrated that abiraterone 

can produce a strong reduction in many of the androgens in �

the endocrinological pathway that may also play a role in the 

progression of another hormone dependent cancer: advanced 

breast cancer. According to the American Cancer Society, 

breast cancer is the most frequently diagnosed cancer in 

women, except for skin cancers. Cougar Biotechnology has 

taken its first steps to address this urgent need. In November 

2008 we launched a Phase I/II study of abiraterone in women 

with advanced breast cancer. 

The trial is being conducted at The Institute of Cancer Research 

in London and will involve 74 women with hormone-receptor 

positive advanced breast cancer who have failed at least two 

previous rounds of hormone therapy. We are committed to 

exploring abiraterone’s potential in treating this large unmet 

medical need.

“Abiraterone data continue 
to impress with further 
improvements in the �
percent of patients with �
PSA declines as well as �
time to PSA progression.”
Joel Sendek�
Lazard Capital Markets
June 3, 2008

“We believe Cougar’s 
abiraterone is one of the �
most exciting molecules in 
prostate cancer in a long time 
and we remain encouraged �
by the positive data that �
have been presented so far.”
Caroline Y. Stewart�
Piper Jaffray & Co.
March 19, 2009



CB3304: Hematological Diseases

The second product to advance in Cougar’s pipeline is CB3304 

(noscapine). Our Phase I/II trial of CB3304 in treating multiple 

myeloma progressed in 2008. Preclinical studies have shown 

that CB3304, an orally active alkaloid from opium, alters 

microtubule dynamics, blocks cell division (mitosis) and causes 

apoptosis (programmed cell death). We are also interested �

in looking into additional preclinical studies of CB3304’s 

mechanism of apoptosis and its antitumor activity against 

multiple myeloma and renal cell carcinomas when combined 

with other neoplastic agents.
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Gallery of video frames, 10 seconds apart, 

demonstrating the effect of CB3304 (noscapine) 

on microtubule dynamics (fixed pixel positions 

are marked with arrowheads). In control cells, 

microtubules alternated between phases of 

growth and shortening; therefore, the position of 

their plus ends changes significantly over time. 

In cells treated with CB3304, microtubule 

dynamics were suppressed; therefore, the 

position of their plus ends was unaltered.

Eff   e ct   o f  C B 3 3 0 4  o n  m i c r o t u b u l e  d y n a m i cs

Breast Cancer

184,450 estimated  

new cases in 2008

Non-Hodgkin Lymphoma

66,120 estimated  

new cases in 2008 

300,000 existing cases 

(prevalence) 

Multiple Myeloma

19,920 estimated  

new cases in 2008

Renal Cell Cancer

54,390 estimated  

new cases in 2008 

C B  7 6 3 0  &  C B 3 3 0 4 — P o t e n t i a l  U . S .  M a r k e ts
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Scientific Advisory Board Members

Arie S. Belldegrun, M.D., F.A.C.S. 
Chairman, Scientific Advisory Board, and Vice Chairman, �
Board of Directors, Cougar Biotechnology, Inc.�
Chief, Division of Urologic Oncology, and Roy and Carol Doumani 
Chair in Urologic Oncology at the David Geffen School of 
Medicine at the University of California, Los Angeles 

John P. Leonard, M.D. 
The Richard T. Silver Distinguished Professor of Hematology 
and Medical Oncology, Professor of Medicine and �
Director, Hematology/Oncology Clinical Research Program, �
Weill Medical College of Cornell University; Clinical Director, 
New York-Cornell Center for Lymphoma and Myeloma

CB7630 Scientific Advisory Board 

Eric J. Small, M.D. Chairman  
Director of Urologic Oncology�
University of California, San Francisco

Michael A. Carducci, M.D. 
Associate Professor of Oncology and Urology, �
Johns Hopkins Medical Institutions

Celestia S. Higano, M.D. 
Associate Professor, Division of Urology, �
University of Washington

Philip Kantoff, M.D. 
Director, The Lank Center for Genitourinary Oncology, �
and Chief, Division of Solid Tumor Oncology, �
Dana-Farber Cancer Institute�
Professor of Medicine, Harvard Medical School

Chris Logothetis, M.D.  
Anderson Cancer Center

Howard I. Scher, M.D. 
Chief, Genitourinary Oncology Service�
D. Wayne Calloway Chair in Urologic Oncology, �
Memorial Sloan-Kettering Cancer Center

Matthew R. Smith, M.D., Ph.D. 
Assistant Professor of Medicine, �
Massachusetts General Hospital

Nicholas J. Vogelzang, M.D. 
Associate Center Director for Clinical Research �
and Head of the Genitourinary Cancer Program, �
Nevada Cancer Institute

We are gratified at Cougar Biotechnology 
to enjoy the guidance of some of today’s 
most respected, knowledgeable clinicians 
in our efforts to identify innovative 
oncology treatments and bring them 
through the clinical trials process. These 
key opinion leading medical professionals 
bring invaluable experience, perspective 
and insight to our task.

Our search for novel therapies that 
potentially address significant unmet 
medical needs as well as meet significant 
market needs, has led Cougar to engage �
the best minds at major academic medical 
centers, university campuses and cancer 
research centers.

Scientific Advisory Board
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Board of Directors
Arie S. Belldegrun, M.D., FACS
Vice Chairman, Board of Directors, �
Cougar Biotechnology, Inc.

Alan H. Auerbach
Chief Executive Officer and President, 
Cougar Biotechnology, Inc.

Russell H. Ellison, M.D., M.Sc.
Executive Vice President, �
Paramount BioSciences, LLC

Thomas R. Malley
Portfolio Manager (retired), �
Janus Capital Management, LLC

Harold J. Meyers
Senior Vice President, �
Wachovia Securities, LLC

Michael S. Richman
President and Chief Operating Officer, 
Amplimmune, Inc.

Samuel R. Saks, M.D.
Chief Executive Officer, �
Jazz Pharmaceuticals, Inc.

Corporate Officers
Alan H. Auerbach
Chief Executive Officer and President

Arturo Molina, M.D., M.S., FACP
Chief Medical Officer and Executive �
Vice President, Clinical Research �
and Development

William F. Daly
Senior Vice President, Business 
Development

Charles R. Eyler
Senior Vice President, Finance, �
and Treasurer

Richard B. Phillips, Ph.D.
Senior Vice President, Regulatory �
Affairs and Quality Assurance

Thomas W. Griffin, M.D.
Vice President, Clinical Research �
and Development

Christopher M. Haqq, M.D., Ph.D.
Vice President, Clinical Research �
and Development

Forward-Looking Statements

This document contains forward-looking statements 
within the meaning of the Private Securities 
Litigation Reform Act of 1995 that involve 
substantial risks and uncertainties. All statements, 
other than statements of historical facts, included 
in this document regarding the timing, progress �
and anticipated results of the clinical development, 
regulatory processes, potential clinical trial 
initiations, potential IND and NDA filings, as well as 
our strategy, future operations, outlook, milestones, 
the success of our product development, future 
financial position, future financial results, plans and 
objectives of management, are forward-looking 
statements. We may not actually achieve these plans, 
intentions or expectations and you are cautioned not 
to place undue reliance on our forward-looking 
statements. Actual results or events could differ 
materially from the plans, intentions and expectations 
disclosed in the forward-looking statements we 
make. There are various important factors that could 
cause actual results or events to differ materially 
from the forward-looking statements that we make, 
including the risk that the results of our clinical trials 
may not support a claim that a drug candidate is safe 
or effective, the possibility of being unable to obtain 
regulatory approval of our product candidates, our 
need for additional capital, risks related to our ability 
to protect our intellectual property, and our reliance 
on third parties to develop our product candidates. 
Additional risks are described in greater detail in the 
reports we file with the Securities and Exchange 
Commission, including those described under the 
caption “Risk Factors” in our Annual Report on Form 
10-K for the year ended December 31, 2008. We are 
providing this information as of the date of this 
report and do not undertake any obligation to update 
any forward-looking statements as a result of new 
information, future events or otherwise.

Rodman & Renshaw, LLC Disclaimer

Neither the research analyst or the research 
analyst’s household has a financial interest in 
the companies mentioned (including, without 
limitation, any option, right, warrant, future, 
long or short position).

Neither the research analyst nor the Firm �
has any material conflict of interest with the 
companies mentioned, of which the research 
analyst knows or has reason to know at the 
time of this appearance.

Neither the research analyst nor any member 
of the research analyst’s household nor �
the Firm serves as an officer, director or 
advisory board member of any of the 
companies mentioned. 

The Firm nor its affiliates beneficially own �
1% or more of any class of common equity 
securities of the companies mentioned.

The Firm does make a market in the �
securities of the following companies: �
Cougar Biotechnology, Inc. 

Corporate Headquarters
Cougar Biotechnology, Inc.�
10990 Wilshire Blvd., Suite 1200�
Los Angeles, CA 90024�
310.943.8040

Investor Relations
Securities analysts and investment 
professionals should direct their 
inquiries to Investor Relations �
at 310.943.8040 Ext. 117 or �
ir@cougarbiotechnology.com.

For further information about �
Cougar, please visit our Web site �
at www.cougarbiotechnology.com.

Common Stock
Cougar’s common stock is listed �
on The NASDAQ Global Market® �
under the trading symbol ”CGRB.”

Transfer Agent
Wells Fargo Shareowner Services∞
mail
P.O. Box 64874�
St. Paul, MN 55164-0874

courier
161 North Concord Exchange�
South St. Paul, MN 55075�
800.468.9716�
651.450.4064�
https://wellsfargo.com/com/�
shareowner_services

Annual Meeting
The annual meeting of stockholders �
will be held at 10:00 a.m. PDT �
on Tuesday, June 9, 2009, at the �
Luxe Hotel Sunset Boulevard�
11461 Sunset Blvd.�
Los Angeles, CA 90049

Independent Registered Public  
Accounting Firm
J.H. Cohn LLP�
4180 Ruffin Road, Suite 235�
San Diego, CA 92123

Corporate Counsel
Fredrikson & Byron, P.A.�
200 South Sixth Street, Suite 4000�
Minneapolis, MN 55402

Company Leadership Stockholder Information
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