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Vilma*, a 48-year-old speech-language pathologist 
and mother of two, was surprised to learn that 
she had breast cancer in August 2007. At first she 
was sure that it was just a small, localized tumor. 
However, during the lumpectomy surgery, her 
surgeon removed a sentinel lymph node, and it 
tested positive for cancer. As a result, he performed 
a second surgery, removing 13 nodes – all of which 
proved to be negative. 

Vilma was referred to an oncologist for chemotherapy. 
To be as well informed as possible, she devoted 
herself to research into breast cancer treatment. 
While reading Dr. Susan Love’s Breast Book, she 
learned about the Oncotype DX® breast cancer assay, 
and decided to ask her oncologist about it. 

Vilma was pleased that her oncologist suggested 
the test during her first consultation. Although the 
test was initially developed to improve treatment 
decision-making for patients with node-negative 
disease, there was clinical evidence pointing to 
its utility in certain patients with node-positive 
breast cancer. “I was impressed that she mentioned 
Oncotype DX,” said Vilma. “It showed that she was 
familiar with current breast cancer practices and 
wanted to design a comprehensive treatment plan.” 

Vilma’s oncologist ordered the Oncotype DX test, 
and her Recurrence Score® result was 19, at the 
low end of the intermediate-risk range of scores. 
“Before the test, I was convinced my result would 
be low, sparing me the challenges of chemotherapy,” 
stated Vilma. “At the same time, I learned that 
my oncologist anticipated that my result would 
be high, justifying very aggressive treatment with 
chemotherapy.” 

Based on Vilma’s actual Recurrence Score result, 
her oncologist adjusted her treatment plan, 
recommending chemotherapy followed by radiation 
treatment. 

“Although enduring chemotherapy was difficult, it 
was so helpful to have tangible evidence to confirm 
my treatment plan,” Vilma concluded.

Vilma
Oncotype DX Patient

B E N E F I T I N G 
        More Patients 



E N S U R I N G 
      Patient Access 

Suzie*, a retired university economics professor, was 
enjoying an active lifestyle when she received the 
unwelcome news in September 2007 that her 
mammogram revealed a clustering of micro-
calcifications in her breast. An ultrasound and 
biopsy followed, confirming a diagnosis of both 
invasive and non-invasive breast cancer. As someone 
who had never missed a day of school or work, 
Suzie, 62, was stunned by this development. About 
to leave on a scheduled trip abroad with her 
husband, Suzie immediately began a course  
of hormone therapy.

After she returned, Suzie chose to have a mastectomy 
and the removal of her sentinel nodes. Her surgeon 
predicted that she would probably need chemotherapy, 
but also mentioned that she appeared to be a good 
candidate for the Oncotype DX breast cancer assay. 
Her oncologist concurred, informing Suzie at her 
initial appointment that she had decided to make 
Suzie her first patient to be tested with Oncotype DX.

After her doctor ordered the test, Suzie was 
introduced to a free service, offered by Genomic 
Health, which performs benefits investigations to 
help patients determine if they have coverage for 
the test by their insurance companies. Known as 
the Genomic Access Program (GAP), the service 
facilitates interactions with insurance providers, 
making it easier for patients to focus on making  
the best possible treatment decision.

Suzie recalled, “The people at Genomic Health took 
care of the insurance paperwork and let me know 
within three days that my insurance would cover the 
cost of Oncotype DX. It was quite a relief, given all 
of the other stress I was facing.”

Within a week of having the test, Suzie learned that 
her Recurrence Score result was 8. “I was relieved to 
receive such a low score!” she said. 

As a result, her physician ruled out chemotherapy 
and instead prescribed a five-year course of hormone 
treatment for Suzie. Today, she enjoys traveling, 
sailing, scuba diving, running, walking and cycling. 
Although the thought of cancer is always in the 
back of her mind, she takes great comfort in the 
information provided by Oncotype DX.

Suzie 
Oncotype DX Patient



I N D I V I D U A L I Z I N G 

      Treatment Decisions 

Mary Lou Smith is a patient advocate and co-
founder of the Chicago-based Research Advocacy 
Network, a non-profit organization working to bring 
together all participants in the medical research 
process with the goal of improving patient care.  
She is also a 23-year breast cancer survivor. 

Despite successful treatment for her breast cancer, 
Mary Lou was deeply affected by her experience  
as a patient with cancer. As a result, she became a 
passionate believer in the value of providing patients 
with as much specific information about their 
individual disease as possible. “It is not useful for 
patients to hear that 95 percent of people in their 
condition will survive,” stated Mary Lou. “What 
they want to know is their actual degree  
of individual risk.”

As a result, Mary Lou began to actively support 
initiatives aimed at providing patients with higher 
quality, more personalized information that would 
help them better manage their disease. When 
Mary Lou learned about the Oncotype DX breast 
cancer assay in 2004, she was excited to see that it 
delivered the kind of individualized information that 
empowers women to actively participate in  
their own treatment decision-making.

Seeing the positive impact that Oncotype DX has 
had on the cancer community, Mary Lou decided to 
work with Genomic Health on developing a program 
to educate patient advocates about genomics and 
cancer. “It is wonderful to see that personalized 
medicine is now a reality, allowing women, along 
with their physicians, to tailor their treatment based 
on the individual biology of their tumors,” said Mary 
Lou. “This is good news for future patients with 
cancer, since innovators like Genomic Health are 
working to develop additional new tools that may 
individualize treatment going forward.”

Mary Lou Smith 
Research Advocacy Network



Randal W. Scott Kimberly J. Popovits

Dear Stockholders,

Eight years ago, the founders of Genomic Health united around a common vision: to build 
a patient-focused company committed to leadership in the genomic analysis of tumor tissue. 
Our dedication to the development and commercialization of new tests to help patients and 
their physicians make more informed treatment decisions has led to our achievement of this 

important vision. Today, we are pleased to report that Genomic Health is proving that health 
care can be personalized. We no longer must accept a “one size fits all” approach to the 
management of cancer. 

Our growth and achievements in the past year point to our success in establishing the 
Oncotype DX® breast cancer assay as a powerful tool for answering critical questions facing 
patients with early-stage disease about their best course of treatment. By reliably informing 
patients about their likelihood of chemotherapy benefit and recurrence, Oncotype DX has 
become a foundational product for individualizing cancer treatment.

 
Meeting Our Milestones

Over the past year, our ability to achieve our business goals further demonstrated our belief 
that Oncotype DX is becoming standard of care in clinical decision-making. We delivered 
more than 39,600 Oncotype DX test results in 2008, a 62 percent increase over 2007. This 
growth reflected rapid adoption of the test and was supported by our inclusion as the only 
multi-gene expression assay in the clinical practice guidelines of the National Comprehensive 
Cancer Network (NCCN) and the American Society of Clinical Oncology (ASCO). In all, 
we have provided more than 85,000 Oncotype DX test results to over 7,500 physicians since 
its commercial introduction in 2004.

Patient access to Oncotype DX also increased in 2008, as we gained reimbursement coverage 
through contracts, policies or agreements for an additional 56 million lives, bringing 
coverage to more than 90 percent of the U.S. insured population. This achievement is a win 
for patients, physicians and payors, as we continued to demonstrate the clinical utility and 
overall value this important test brings to the healthcare system. 

Our ongoing effort to further enhance the clinical utility of Oncotype DX also contributed 
to our 2008 growth. In the past year, we presented additional data showing that our test, 
initially developed to better inform treatment decisions in patients with node-negative 
disease, can also be useful for certain patients diagnosed with node-positive disease. As a 

L E T T E R  to Stockholders 



result, we are now working with payors to amend their policies to include appropriate 
patients with node-positive breast cancer. We also increased the patient-specific information 
provided by our test, adding quantitative estrogen-receptor, progesterone-receptor and 
HER2 scores. These single gene scores yield valuable insights into the tumor biology of 
individual patients, helping physicians to guide the best treatment path. 

Fueled by our continued progress in physician adoption, reimbursement and expanded 
clinical application, our total revenues for 2008 grew 73 percent to $110.6 million, 
compared to $64.0 million in 2007. In addition, we reduced our full-year net loss to $16.1 
million from $27.3 million in 2007, a 41 percent decrease. We also reported year-end cash, 
cash equivalents and investments of $56.7 million. We believe these strong financial results 
will enable us to invest in our growth while moving our organization toward profitability 
over the course of 2009.

 
Broadening Patient Access to Oncotype DX in the U.S. and Internationally

Today, we believe that Genomic Health processes more breast cancer samples than any other 
clinical laboratory in the world; however, we still must strive to reach the nearly 50 percent 
of U.S. women with node-negative breast cancer who currently do not benefit from the 
information provided by Oncotype DX. With this goal in mind, in early 2009, we expanded 
our U.S. sales force from 60 to 80 representatives. This increased investment is intended to 
allow us to further expand our reach in bringing this valuable information to appropriate 
patients. In addition, we continue to take steps to advance our communication with 
physicians through the development of state-of-the-art systems aimed at real-time delivery  
of patient results and online ordering through our web-based physician portal.

We believe our success in the U.S. provides a solid foundation for international expansion. 
To this end, we have established a subsidiary in Geneva, Switzerland, and have appointed 
two new Vice Presidents in Europe and Asia. This increased international presence brings us 
a step closer to achieving our goal of worldwide patient access. Just as in the U.S., we expect 
product adoption in newly entered global markets to be heavily dependent on reimbursement. 
As such, we plan to focus our efforts in this important area through our work with opinion 
leaders and payor systems on a country-by-country basis over the next several years.

 
Advancing Our Pipeline

We believe that our commitment to rigorous and reproducible clinical validation is the 
cornerstone of our success, and a key competitive advantage. Oncotype DX is supported by a 
compelling body of evidence, resulting from 12 clinical studies involving more than 4,000 
patients. In December 2008, we announced data from a large European study demonstrating 
that the Oncotype DX Recurrence Score® result can predict the likelihood of recurrence in 
both node-negative and node-positive breast cancer patients who are treated with aromatase 



inhibitors, as well as tamoxifen. To further expand the use of Oncotype DX, we are 
conducting early development work in ductal carcinoma in situ (DCIS), a pre-invasive form 
of breast cancer, with the goal of initiating studies in 2009.

Outside of breast cancer, our most advanced development program is in early-stage colon 
cancer, where the current treatment paradigm is unclear. As a result, many patients are  
given chemotherapy in order to treat the few who will actually benefit. In January 2009, we 
initiated an independent clinical validation study that we expect will utilize more than 1,200 
patient samples from the large landmark QUASAR trial. The study is designed to assess the 
clinical utility of the 18-gene Oncotype DX colon cancer assay to predict the likelihood of 
recurrence for stage II colon cancer patients treated with surgery alone, as well as to 
determine the magnitude of treatment benefit with chemotherapy following surgery.  
We anticipate results will be presented in the second half of 2009.

In addition to colon cancer, we have a promising pipeline that we believe allows us to pursue 
development of critically needed genomic assays in other cancers and at the same time 
continue to leverage the investments we have made in people and processes over the past  
few years. We have established collaborations and identified patient samples for gene 
identification studies in renal and prostate cancers, and have begun early research in both 
non-small cell lung cancer and melanoma.

 
Looking To the Future

As the need for healthcare reform gains momentum, personalized medicine becomes an 
increasingly important part of the conversation and perhaps a key solution to out-of-control 
spending. We believe tests like Oncotype DX will continue to improve the quality of 
healthcare and demonstrate the positive economic impact of personalized medicine. As 
Genomic Health continues to turn the promise of genomics into the practice of medicine, 
we are pleased to participate in a variety of consortiums, working with stakeholders that are 
focused on establishing updated reimbursement and regulatory systems that support and 
encourage innovation in an independent diagnostic world.

We thank our employees for their passion and shared sense of purpose in bringing about this 
new age of personalized medicine, and sincerely appreciate the support of the patients, 
physicians, collaborators and stockholders whom we serve.

Randal W. Scott, Ph.D. Kimberly J. Popovits 
Executive Chairman of the Board President and Chief Executive Officer
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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 state-
ments can be identified by words such as “believes,” 
“anticipates,” “plans,” “expects,” “will,” “intends” and 
similar expressions. These forward-looking statements 
include the reasons for and factors supporting growth 
in usage of our test; our belief that Oncotype DX is 
becoming standard of care in clinical decision making 
in N- breast cancer; the impact our test may have on 
patients, payors or the healthcare system; our plans 
to invest in our product pipeline and to leverage our 
previous investments; 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 sup-
porting our test is a key competitive advantage; our 
belief that using our test and reporting individual gene 
scores allows 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 will allow us to invest 
in our growth and move toward profitability; our belief 
that we process more breast cancer tumor samples 
than any other clinical laboratory; the benefits that 
may be obtained from our increased sales efforts; 
our belief that we have laid a solid foundation for 
international expansion and drivers of our success 
outside the U.S.; and our plans to continue to pursue 
reimbursement for our test.

Forward-looking statements are subject to risks and 
uncertainties that could cause actual results to differ 
materially from those expected. These risks and un-
certainties include, but are not limited to: our ability 
to increase usage of our test or future tests; the risk 
that we may not obtain or maintain sufficient levels 
of reimbursement for our existing test and any future 
tests we may develop; the risks and uncertainties as-
sociated with the regulation of our tests by FDA; our 
ability to compete against third parties; our ability to 
develop and commercialize new tests; unanticipated 
costs or delays in research and development efforts; 
our ability to obtain capital when needed; our history 
of operating losses; the impact of the economic 
environment on our business, patients and payors; 
the results of clinical studies 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, 2008. These 
forward-looking statements speak only as of the date 
of this Report. Genomic Health disclaims any obliga-
tion to update these forward-looking statements.

Genomic Health, the Genomic Health logo,  
Oncotype, Oncotype DX and Recurrence Score are 
trademarks or registered trademarks of Genomic 
Health, Inc. 

* The stories of the women featured in this Report 
are not intended to be representative of women with 
breast cancer generally. In a multi-center study, 
medical oncologists changed their treatment recom-
mendation for N-, ER+ patients after receiving the 
Recurrence Score in 31.5% of cases. The majority of 
the changes in treatment were from chemo-hormonal 
therapy to hormonal therapy alone. The stories of 
the women featured in this Report should not be 
considered medical advice. Women should consult 
their doctor to determine the best treatment decision 
for their individual disease. As of the date of this Re-
port, substantially all of our existing reimbursement 
coverage is for women with N-, ER+ breast cancer. 
We may not be able to obtain significant levels of 
reimbursement for breast cancer patients with N+, 
ER+ disease. 
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We believe Genomic Health’s 2008 results demonstrate that the Oncotype DX® breast cancer assay is becoming standard of care in 
helping patients and physicians make individualized treatment decisions.  Physician adoption of Oncotype DX grew rapidly, reflecting 
our ongoing effort to add to the clinical utility of the test. In addition, patient access to Oncotype DX increased steadily in 2008, as 
reimbursement coverage was extended to more than 90 percent of U.S. insured lives. These advances helped to increase total 2008 
revenues by 73 percent, which we believe puts us on a path to profitability while allowing us to invest in additional product opportu-
nities and international expansion.
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Excellent Business Metrics 
Strengthened Financial Position

Test Delivered

Product Revenues ($M) 

Gross Margin %

Total Revenues ($M)

Net Loss ($M)
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Increased Clinical Value 
Accelerated Adoption

Annual Oncotype DX Worldwide Test Results Delivered

Strong Payor Support 
Fueled Revenue Growth

Quarterly Oncotype DX Worldwide Product Revenues 
(in thousands of dollars)
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Filled Pipeline
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