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Your genomic health is life, changing.

Prompted by a family history of breast cancer, Anne Marie, an Irish medical 

scientist, scheduled a mammogram at the age of 47. She soon received the 

unwelcome news that she had early-stage breast cancer. “The diagnosis literally 

took my breath away,” Anne Marie stated. Her oncologist advised radiation, but 

chemotherapy remained a question. After learning about the Oncotype DX test, 

she enrolled in the TAILORx clinical trial, through which she and her physician 

gained access to additional information to help determine if she would benefit 

from chemotherapy. When she learned that she had a high Recurrence Score® 

result, she felt resigned but determined. “I knew I would benefit from the 

treatment, and that made it less difficult to bear. I feel fortunate that I was one 

of the first patients in Ireland to get the test, which is now covered by the Irish 

public health care system and helping patients around the world make more 

informed treatment decisions.”

ANNE MARIE

Oncotype DX® Breast Cancer Patient

Ireland



Leading a Revolution in Cancer Treatment Today

}
…over 66,000 patients tested in 2011…>265,000 tests delivered 

to date…>600,000 breast, colon and prostate cancer diagnoses each 

year in the U.S. alone…received samples from over 65 countries… $100’s of 

millions in savings to the U.S. health care system...more than 45 positive trials and 

studies conducted worldwide…over 30 peer reviewed publications… 

45 U.S. and international patents…110 people in R&D developing current and 

next generation products for clinical use… 

Do I need a  
specific treatment?*

Do I need surgery?*

Do I have an  
aggressive  
disease?

Will my cancer 
return?

Do I need radiation? 

Do I need
chemotherapy?

* based on projected prostate and colon cancer test launches



“We believe the unique capabilities we have established in 

building a successful cancer genomics company, coupled 

with our strategic investments in next generation sequencing 

solutions, position Genomic Health for its next phase of  

growth as a leader in the field of personalized medicine.” 

 
KIm PoPovIts 

Chairman of the Board 

Chief Executive Officer & President

Leading a Revolution in Health Care Tomorrow

“We have built an end-to-end business infrastructure 
that is unmatched in the lab industry. Our robust 
clinical and informatics platform will enable us to 
gather and analyze massive amounts of data 
stemming from our application of next generation 
sequencing, and we believe our global commercial 
organization will continue to lead in the delivery  
of genomic solutions in the future.”

 B R AD CoLE 

Chief Operating Officer

“Ultimately, we intend to offer a complete range of 
genomic products for helping patients at every 
stage of their journey with cancer, from prevention 
to pre-malignant conditions, to early-stage disease, 
to advanced cancer.”

 stE vE sHAK , m . D. 

Chief Medical Officer

“We are continually expanding our use of online 
media to inform, educate, and serve patients  
and their families, and we are building networks 
that will further connect patients in mutually 
supportive ways.”

 L AU R A LEB ER 

Senior Vice President 
Corporate Communications

“Our goal in forming InVitaetm is to leverage our 
proven strengths in order to help millions of patients 
and their families better identify, understand and 
manage common and rare genetic conditions.”

 R ANDY sCot t, PH . D. 

Director, Genomic Health 
Chief Executive Officer, InVitae Corporation 
A Wholly Owned Subsidiary of Genomic Health



Dear Stockholders, 

2011 was a remarkable and pivotal year for Genomic Health, as we strengthened our global leadership 

in personalized medicine and laid the foundation for our next major phase of growth. With a vision now 

expanded to leverage next generation solutions in managing disease, our work is shaping a world in 

which knowledge of your genomic health is life, changing. 

Guided by our commitment to delivering better outcomes in cancer treatment, in the past year 

we advanced both our commercial and pipeline programs while increasing our financial strength. 

Specifically, we:

• Expanded our breast cancer opportunity with the launch of our Oncotype DX DCIS Score™, 

• Increased acceptance and use of our Oncotype DX colon cancer test through the addition of MMR 

testing and Medicare reimbursement, 

• Broadened international patient access through continued adoption and reimbursement success,

• Advanced our prostate cancer program, including the initiation of a major clinical validation study, and

• Accelerated the development of our next generation technologies and products.

These accomplishments point to our singular success in transforming the promise of genomics into the 

practice of medicine. With six product or significant product enhancement introductions over the past 

seven years, we have now helped more than a quarter million cancer patients and their physicians by 

providing them with genomic information to address critical treatment decisions. By helping to guide 

the right treatment for an individual’s disease, Oncotype DX testing is improving the quality of treatment 

decisions for cancer patients and has saved the U.S. healthcare system hundreds of millions of dollars. 

Fueling Our Growth 

Our strong 2011 financial performance demonstrates the value our breast and colon cancer tests have 

delivered to patients, physicians and payors. For the year, we delivered more than 66,000 test results, 

a 16 percent increase over 2010. Total revenue also increased by 16 percent, rising to $206.1 million 

from $178.1 million in the previous year. In addition to top-line growth, margins continued to improve in 

2011, allowing us to record our second full year of profitability and increase our positive cash flow. Our 

balance sheet is robust, including $100.5 million in cash, cash equivalents, and short-term investments, 

an increase of $24 million from last year. These results distinguish us as a growing global healthcare 

company and enable us to invest aggressively in opportunities for both near- and long-term growth, 

including the expansion of our breast and colon product franchises, our growing worldwide business, 

and the development of a robust pipeline including our prostate cancer and next generation products.

KIMBERly J.  POPOvITS 

Chairman of the Board 
Chief Executive Officer & President



Enhancing Our Product Offerings 

A highlight of 2011 was the launch of our Oncotype DX DCIS Score in December, following the 

presentation of positive data from our large clinical validation study in patients with pre-invasive breast 

cancer, or ductal carcinoma in situ (DCIS). These results showed that our DCIS score can identify 75 

percent of women with lower-risk disease who can consider avoiding radiation treatment. DCIS currently 

accounts for one out of every five new breast cancer diagnoses, leading to an addressable U.S. market 

opportunity of up to 40,000 patients annually, with more than twice this opportunity internationally. 

At the same time, we believe there remains a continued growth opportunity for the Oncotype DX 

breast cancer test in patients with invasive breast cancer in the U.S., where less than 60 percent of an 

estimated addressable 100,000 patients each year with early-stage invasive disease are being tested. 

As part of our effort to reach more patients with DCIS and invasive breast cancer, we expanded our 

sales force by 20 percent in early 2012. We also expect to reach more patients through the inclusion of 

our test as a treatment planning tool in two of the world’s largest personalized medicine clinical trials. 

Enrolling more than 20,000 breast cancer patients, the now fully enrolled TAIlORx and recently initiated 

RxPONDER studies are supported by ECOG and SWOG, leading clinical cooperative groups, who plan to 

report results in 2015 and 2020, respectively. 

We also made progress in the past year driving wider adoption of our Oncotype DX colon cancer 

test. We published positive results from the QUASAR clinical validation study in the Journal of Clinical 

Oncology, showing that the colon cancer test is able to predict recurrence risk in patients with stage II 

disease. We also achieved a major reimbursement goal with the establishment of Medicare coverage 

for the test. In addition, we launched non-propriety mismatch repair (MMR) testing, an important 

complementary measure for determining disease aggressiveness in colon cancer. Currently, we are 

advancing studies to evaluate the Oncotype DX colon cancer test for treatment planning in stage III 

disease and expect to announce results during 2012. Further, to predict oxaliplatin chemotherapy  

benefit in stage II and stage III colon cancer patients, we have completed laboratory analysis of an 

oxaliplatin gene identification study in stage II and stage III colon cancer patients and expect to 

announce results during 2012.

Expanding Our Global Presence 

We are continuing to invest in delivering the benefits of Oncotype DX testing to patients worldwide. 

As a result, our international revenues grew more than 85 percent in 2011, compared to the prior year. 

In addition, international product revenue grew to approximately nine percent of our total product 

revenue for the full year. We have provided results to patients in more than 65 countries through our 

direct commercial presence with employees and consultants in various countries, including the United 

Kingdom, Germany, Ireland and Canada, as well as through our network of 17 distributors in 30 nations.

As part of our effort to drive Oncotype DX breast cancer test adoption globally, in the past year we 

completed and presented ten international studies demonstrating the positive impact of the Recurrence 

Score result on breast cancer treatment decisions and healthcare economics. These studies indicate that 

the recommendation to get chemotherapy or not changes more than 30 percent of the time when the 

Recurrence Score is used, and demonstrate that the use of Oncotype DX is cost effective compared with 

clinical practice based solely on traditional measures. With support from these studies, we have now 

secured reimbursement for more than 55 million lives outside the U.S.



Advancing Our Pipeline 

looking ahead, we believe our prostate cancer test, currently in development, will represent a significant 

near-term growth opportunity, and account for almost half of the $3.5 billion total global market 

potential of our breast, colon and prostate cancer tests combined. In January of this year, we took a 

major step forward with the initiation of a large clinical validation study designed to determine if our 

prostate cancer multi-gene test can help distinguish aggressive disease requiring immediate surgery 

from less aggressive disease that can be managed through active surveillance. Importantly, the study 

will utilize our proprietary RT-PCR process to analyze the very small amounts of prostate tumor tissue 

that are typically available from prostate cancer patients at the time of initial diagnosis. 

Each year, more than 200,000 men are diagnosed with prostate cancer in the U.S., and the majority  

of men are over-treated due in part to the lack of molecular tests to distinguish the aggressive from the 

clinically insignificant cancers. If successful, our test could help more men avoid radical surgery and 

radiation along with their lifelong complications. We expect to report topline results later this year and,  

if positive, plan to launch the Oncotype DX prostate cancer test in 2013. 

We have also made major strides in our utilization of next generation sequencing technology to assay 

the entire genome simultaneously to discover regions where expression is associated with clinical 

outcomes and treatment response. In January, we announced our decision to accelerate the program 

into clinical development studies examining both RNA-Seq gene expression and mutation analysis. This 

decision followed our successful completion of the first-ever clinical outcomes study for biomarker 

discovery using next generation sequencing for whole transcriptome profiling of fixed tumor specimens. 

To support these advances, we are investing in the development of a robust informatics infrastructure, 

including a cloud-based system for storing and analyzing vast amounts of genomic data – a capability 

we believe will position us to lead in the clinical application of next generation sequencing.

Broadening Our Focus 

We believe our significant technology investment, combined with the capabilities we have established in 

building a successful cancer genomics company, makes this the ideal time for Genomic Health to expand 

into a new area of great medical need – common and rare genetic conditions. To help meet this need, 

we formed Invitae, a new subsidiary focused on improving the quality of diagnosis, communication, 

and support for patients and their families faced with these difficult conditions. We are pleased that 

Genomic Health’s founder, Randy Scott, will serve as Chief Executive Officer of this new subsidiary. 

We believe our near-term expected investments will lead to significant long-term contributions to our 

company’s growth.

This new venture will draw upon the unique strengths of Genomic Health, built diligently and 

strategically in the 11 years since its founding. Not only have we established leading-edge capabilities 

in biologic discovery, we have built clinical development and global commercialization organizations 

unmatched in the personalized medicine field. We want to thank the patients, physicians, collaborators, 

payors and investors who have helped us to define a new standard of care in cancer treatment whereby 

the delivery of actionable genomic information to medical practice is truly life, changing.

Kimberly J. Popovits 

Chairman of the Board 

Chief Executive Officer & President 
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This Annual Report to Stockholders contains forward- 
looking statements within the meaning of the Private 
Securities Litigation Reform Act of 1995, which 
statements can be identified by words such as “believes,” 
“anticipates,” “plans,” “expects,” “will,” “can,” “intends” 
and similar expressions. These forward-looking statements 
include the reasons for and factors supporting growth 
in usage of our tests; our belief that we can continue to 
lead the advancement of personalized medicine; the 
impact our tests may have on patients, payors or the 
healthcare system; our belief in our ability to maintain and 
generate reimbursement for our Oncotype DX  tests; our 
expectations for 2012 revenue; our belief with respect to 
market need for and acceptance of our recently launched 
or future products, including our Oncotype DX  DCIS 
Score; our beliefs with respect to our product pipeline, 
including our plans to develop and launch a test for early 
stage prostate cancer; our beliefs with respect to the need 
for products to address unmet medical needs in the area 

of common and rare genetic conditions; our ability to 
leverage our previous investments and to generate 
and commercialize new tests or expand indications for 
our existing tests; our ability to accelerate our use of 
next generation sequencing technologies to develop 
products; our ability to leverage our investments and 
expertise to successfully launch our new subsidiary, 
InVitae; the proposed timing of potential future 
product launches; our intent to continue to pursue 
research and development and clinical studies in 
additional patient populations and types of cancer; 
the success of clinical trials or timing of clinical results; 
the applicability of clinical study results to actual 
outcomes; our belief that clinical validation data 
supporting our tests is a key competitive advantage; 
our belief that using our tests allow for more informed 
treatment decisions; our ability to individualize patient 
care and the results obtained by and outcomes of 
individual patients; our belief that our financial results 
reinforce our continued investment in our business 
and support our goal of continued profitability and 
further pipeline investment in 2012; our beliefs 
regarding the success of our business model and the 
benefits it provides; our beliefs with respect to our 
international expansion and drivers of our success 
outside the U.S.; our beliefs regarding potential future 
contributions to our business from investments; our 
beliefs regarding market sizes and opportunities; and 
our plans to continue to pursue reimbursement for 
our tests and our ability to obtain and maintain such 
reimbursement.

Forward-looking statements are subject to risks and 
uncertainties that could cause actual results to differ 
materially. These risks and uncertainties include, but 
are not limited to: our ability to increase usage of our 
tests or future tests; the risk that we may not obtain 
or maintain sufficient levels of reimbursement for our 
existing tests and any future tests we may develop; the 
risk that reimbursement pricing may change; the risks 
and uncertainties associated with the regulation of 
our tests by the FDA or regulatory authorities outside 
of the United States; the impact of new legislation 
or regulation on our business; our ability to use new 
technology to benefit our business; our ability to 
compete against third parties; our ability to develop 
and commercialize new tests; our ability to receive 
patent protection for our innovations;  the intellectual 
property rights of third parties; unanticipated costs 
or delays in research and development efforts; our 
ability to obtain capital when needed; our history of 
operating losses; the results of clinical studies; the 
applicability of clinical results to actual outcomes, and 
the other risks set forth in our filings with the Securities 
and Exchange Commission, including our Annual 
Report on Form 10-K for the year ended December 
31, 2011. These forward-looking statements speak 
only as of the date hereof. Genomic Health disclaims 
any obligation to update these forward-looking 
statements.

Genomic Health, the Genomic Health logo, Oncotype, 
Oncotype DX, Recurrence Score, DCIS Score, and 
InVitae are trademarks or registered trademarks of 
Genomic Health, Inc. In this Report, we may also refer 
to trademarks of other corporations or organizations.

*The story of the patient featured in this Report is her 
own, is not intended to be representative of patients 
with breast cancer generally, and should not be 
considered medical advice. Patients should consult 
their doctor to determine the best treatment decision 
for their individual disease.
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Global Revenue Growth Fueled by Multiple Drivers

Investing Profits in Future Products

2007 2008 2009 2010 2011 2012
2013  &  
beyond

TOTAL REVENUE

BREAST CANCER: NODE-NEGATIVE 

BREAST CANCER: NODE-POSITIVE 

COLON CANCER: STAGE II AND III 

BREAST CANCER: DCIS 

PROSTATE CANCER 

COLON CANCER: STAGE II AND III (specific treatment benefit) 2014

2013

* based on projected prostate and colon cancer test launches

midpoint of 
guidance 
($6.5 million) 
before a 
projected 
incremental 
loss of up to 
$8 million 
in new 
subsidiary 
(InVitae)
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Genomic Health, Inc.

301 Penobscot Drive

Redwood City, CA 94063

1 (866)-ONCOTYPE

genomichealth.com

oncotypeDX.com

facebook.com/UntilEveryWomanKnows

twitter.com/passitonuntil


