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2 0 0 6  An nual  Re p ort



Genomic Health, Inc. (Nasdaq: GHDX) is a life science company focused on the develop-

ment and commercialization of clinical laboratory services for cancer that allow physicians and 

patients to make individualized treatment decisions. In 2004, Genomic Health launched its first 

test, Oncotype DX™, which has been shown to predict the likelihood of breast cancer recur-

rence and the likelihood of chemotherapy benefit in a large portion of early-stage breast cancer 

patients. The company was founded in 2000 and is located in Redwood City, California. 



Advanced Our Science

• Clinical studies with the National Surgical Adjuvant Breast and Bowel Project (NSABP) 

and Kaiser Permanente published in the Journal of Clinical Oncology and Breast Cancer 

Research

• National Cancer Institute launched  TAILORx, a first-of-its-kind 10,000-patient individu-

alized treatment trial, utilizing Oncotype DX to identify and randomize treatment for a 

select group of breast cancer patients 

• Two U.S. patents issued covering Oncotype DX

Increased Physician Usage and Adoption

• More than 14,500 tests delivered in 2006

• Over 27,000 tests ordered by more than 5,500 physicians from commercial launch of  

Oncotype DX through early 2007 

Expanded Reimbursement Coverage

• Health plans covering approximately 100 million lives have approved Oncotype DX  

for coverage 

• Positive Oncotype DX coverage policy established for Medicare patients throughout the 

U.S. by National Heritage Insurance Company, Medicare’s California contractor

• Aetna national contract signed in November 2006 to provide reimbursement coverage  

for Oncotype DX

• UnitedHealthcare national contract signed in January 2007 to include reimbursement  

for Oncotype DX
 

Advanced Our Pipeline

• Colon cancer program advanced in clinical development, based on promising data

• Studies underway in single gene reporting for estrogen and progesterone receptor  

(ER and PR) to enhance clinical utility of Oncotype DX 

• Oncotype DX clinical studies in samples from node-positive breast cancer  

patients initiated

K ey  Mi le ston e s

On the Cover: As Lynn, of Greenbrae, CA drove through California’s wine country one day, a thought 

came to her: My life won’t get any better than this.

Weeks later, Lynn was diagnosed with breast cancer. Having worked in healthcare business develop-

ment for years, Lynn considered herself very well informed about available healthcare choices. Still, 

she says, “My doctors were way ahead of me – they suggested the Oncotype DX breast cancer assay 

for my tumor.  The two weeks I waited for my Recurrence Score results were the longest of my life.”

Lynn’s Recurrence Score results were 9, indicating a low risk of recurrence and a small likelihood she 

would benefit from treatment with chemotherapy. This individualized information helped Lynn make 

the decision to pass on chemotherapy, which, once she recovered from surgery, allowed her to return 

to daily activity and exercise much more quickly. 

Though her diagnosis indeed changed everything, Lynn believes that her life did get better – she found 

renewed purpose in all aspects of her life, and values the opportunity to help other women avoid the 

suffering that does not have to come with breast cancer.



Genomic Health® was founded on the principle that quantitative gene expression matters in cancer, 
and that with hard work and scientific rigor, we could develop tools to help physicians and patients 
improve the quality of cancer treatment decisions. 

Many of us at Genomic Health have a personal connection to cancer, and have experienced the 
frustration and helplessness that accompany a friend or loved one’s diagnosis. As a company, we are 
committed to developing products that will provide patients with individualized information to help 
determine the best treatment plan for their individual disease. 

In 2004, we launched our first product, the Oncotype DX breast cancer assay, for certain early-stage 
breast cancer patients. Looking to 2007, we plan to expand our breast cancer program and invest 
in research and development for other cancers, including colon, prostate and lung. By focusing on 
innovation, quality and value, we remain steadfast in our mission to improve treatment decisions, and 
are pleased to review our progress.  

Meeting the Needs of Patients, Physicians and Payors

Every year, over 200,000 women hear, “You have breast cancer.” Roughly half are diagnosed with 
lymph node-negative, estrogen receptor-positive, early-stage disease, and each faces a difficult decision: 
whether to undergo treatment with chemotherapy. 

Current medical guidelines recommend that up to 90% of these women be offered chemotherapy, yet 
clinical data demonstrate that only 4 in 100 will benefit from this toxic and expensive treatment. With 
no way to differentiate these women, physicians prescribe chemotherapy to most patients to avoid 
missing the few that will benefit. 

In recent years, we believe we have honed our ability to appropriately quantify the risk of disease 
recurrence based on the individual characteristics of a woman’s tumor. The Oncotype DX breast cancer 
test utilizes a clinically validated panel of 21 cancer-related genes and applies state-of-the-art genomic 
technology. The test provides each patient Recurrence Score™ results that have been shown clinically to 
predict the likelihood of breast cancer recurrence and the likelihood of chemotherapy benefit in a large 
portion of early-stage breast cancer patients. 

Physicians and patients can use this score to individualize treatment. Patients unlikely to benefit from 
chemotherapy are spared harmful side effects, while those at higher risk of recurrence, who are likely 
to benefit from treatment, can be confident in their decision. This individualized approach also allows 
payors to more effectively allocate resources, which we hope will benefit healthcare systems as we work 
toward improving patient outcomes. 

Increasing Usage, Adoption and Reimbursement

Since Oncotype DX became commercially available in 2004, over 5,500 physicians have utilized the 
test in treatment planning for more than 27,000 patients. Over 14,500 test results were delivered in 
2006 – more than twice the number in 2005.

In 2006, we significantly expanded reimbursement coverage for our test, increasing the number of lives 
covered from just over 10 million at the beginning of 2006 to approximately 100 million in early 2007. 

In addition to reimbursement contracts, we provide substantial financial assistance for uninsured and 
low-income patients, depending on financial need, to enhance access to Oncotype DX. However, 150 
million insurable U.S. lives remain not covered by a policy that reimburses for our test, a challenge we 
plan to continue to address in 2007 and beyond. 

A Pro g re s s  Re p ort  to  ou r  Sto c k holde rs



Positive reimbursement developments helped to drive strong revenue growth in 2006: our total 
revenue increased to $29.2 million compared to $5.2 million in 2005. Product revenue for 2006 was 
$27.0 million compared to $4.8 million in 2005. To support our increasing commercial and research 
activities, during 2006 we opened a new development laboratory, tripled our commercial laboratory 
processing capabilities and expanded our direct sales force to 50 fi eld representatives in early 2007.

Evolving Regulatory Environment

We saw a shift in the regulatory landscape in 2006 as the U.S. Food and Drug Administration (FDA) 
issued new draft guidance that may alter the future regulatory path for products such as Oncotype DX. 
We maintain an ongoing dialogue with FDA regarding our test, and share FDA’s interest in ensuring 
patient safety. We believe a balance between regulation and innovation can and should be reached.

Clinical Validation, Support for Pipeline Expansion

Our published clinical data continues to bolster physician demand and reimbursement coverage 
of Oncotype DX. Peer-reviewed publications in the Journal of Clinical Oncology and Breast Cancer 
Research further validated and supported the clinical utility of our test.

Drawing on strong data to guide the expansion of our product pipeline, we plan to enhance current 
Oncotype DX reports with quantitative single gene reporting for estrogen and progesterone receptors 
by the end of 2007. We also are evaluating the utility of Oncotype DX in patients with node-positive 
breast cancer, and aim to make this information available in 2008.

Based on data reported at ASCO in 2006, we are advancing a new genomic-based test for colon can-
cer. We intend to follow the same rigorous development path as we did for our Oncotype DX breast 
cancer assay, including plans to evaluate the new test in more than 3,000 patient samples.

Looking Ahead

We plan to continue to focus on the needs of patients, physicians and payors. By investing time and 
resources to advance a molecular understanding of cancer biology, we believe we can enhance the 
quality of treatment decisions and medical outcomes for cancer patients while providing value for 
health plans. 

As we interact with the healthcare providers and patients we serve, we are gratifi ed to learn of the 
impact Oncotype DX is having on treatment decisions every day. We are driven by the signifi cant need 
for better information to diagnose and individualize treatment of disease at the molecular level. While 
we wish we could relate every story, we are pleased to share the experiences of several women that 
represent the magnitude of this important issue facing cancer patients.

We thank all of you who share our vision of individualized medicine, and who support us in trans-
forming clinical decision-making in cancer, one patient at a time.

Sincerely,

Randal W. Scott, Ph.D.    Kimberly J. Popovits
Chairman & Chief Executive Offi  cer  President & Chief Operating Offi  cer



Q ual ity  i s  am i d iam mag na  e r at.

When Dr. Steven Limentani, an oncologist at the Blumenthal Cancer Center in Charlotte, North 

Carolina, first saw Diane, she fit into the intermediate risk group for cancer recurrence using 

standard assessments of her tumors. Based on this information, his usual approach would be 

to advise the patient that her chance of benefiting from chemotherapy was small but real. How-

ever, he knew that Diane was anxious to avoid chemotherapy if at all possible, due to the threat 

it posed to her health and career. Since she was classified with lymph node-negative, estrogen 

receptor-positive tumors, he decided she was a perfect candidate for Oncotype DX.

“By providing a molecular fingerprint of the patient’s cancer, Oncotype DX supplies a better da-

taset to make a more reliable treatment decision,” said Dr. Limentani. “Diane was one of those 

patients who may have previously been given chemotherapy. But with low Recurrence Score 

results of 13, she was able to make a far more informed and personalized decision to avoid 

treatment. One year later, she has no evidence of disease.”

C r it i c al  Qu e st ion s ,  In d iv i dual  An swe rs



A commercial airline pilot with 27 years of experi-
ence, 50-year-old Diane is no stranger to making 
difficult decisions. Yet in December 2005, when 
she discovered a small lump in her left breast 
during a self-examination, she found herself on a 
critical quest for assistance and answers. 

An inconclusive mammogram led to an ultra-
sound, which revealed small areas of concern. A 
tissue biopsy confirmed her worst fears. Rather 
than one sizable tumor, Diane’s cancer took the 
form of many tiny tumors scattered within a 2 
1⁄2-inch area of her breast. She was immediately 
treated with a mastectomy and breast reconstruc-
tion in mid-January. 

More tough questions followed. Although the 
tumors themselves were very small, because the 
affected site was so large, Diane’s physician, Dr. 
Steven Limentani, could not confidently rule out 
the need for chemotherapy based on standard 
measures such as tumor size and grade. Diane 
worried about her future health and job security.

“Because I am petite, there was concern that I 
would be less able to withstand the serious side 
effects of chemotherapy,” said Diane. “In addi-
tion, airlines vigilantly monitor the health of 
their pilots, and a diagnosis of cancer can mean a 
permanent suspension from flying.”

In his search for information, Dr. Limentani 
turned to Oncotype DX for a genomic analysis of 
Diane’s disease. About a week later, Diane learned 
that her Oncotype DX Recurrence Score results 
were 13, suggesting that she would receive minimal 
benefit from chemotherapy. As a result, she felt 
confident that she could avoid the treatment and 
its side effects, and was able to continue her career 
and active lifestyle. Also, she was able to keep her 
long hair – which she’s spent 23 years growing.

“Thirteen is my lucky number now,” Diane stated. 
“This test is a gift to breast cancer patients who 
would otherwise live in constant fear that their 
disease might come back. Now that I know my 
risk of recurrence is very low, it’s easy for me to 
keep enjoying all the things I love to do, including 
golf, scuba diving, hiking, and of course, flying.” 



Q ual ity  i s  am i d iam mag na  e r at.

Sandy’s tumor, an infiltrating ductal carcinoma, was 1.2 centimeters in size upon presentation, 

suggesting the possibility that chemotherapy might be an effective option for her. However, 

Sandy’s physician, Dr. Michael Schultz, felt that obtaining a Oncotype DX Recurrence Score 

results was an essential part of her treatment planning. 

“In the two years I’ve been using the Oncotype DX breast cancer assay, I have become con-

vinced that the most important measure of the patient’s future risk is the genomics of the 

tumor itself,” said Dr. Schultz, Medical Director of the Breast Center at the Cancer Institute 

at St. Joseph Medical Center in Baltimore. “This test marks a sea change in how we look at 

breast cancer. Good medical and surgical treatment depends on it.”

In Sandy’s case, once she received Recurrence Score results of 28, indicating an 18 percent 

risk of recurrence at ten years, it became clear both to her and to Dr. Schultz that she might 

well benefit from chemotherapy. As a result, Sandy was able to enter treatment with a more 

confident and positive attitude.

S u pp ort  f or  a  Di f f i cu lt  Dec i s ion



Sandy, a 38-year-old preschool teacher and mother, 
had no reason to think she had an elevated risk 
for breast cancer, and was not in the habit of 
performing regular breast self-examinations. 
However, while trying new luxury bath soap over 
Memorial Day weekend in 2006, she made an 
unexpected and alarming discovery – a lump the 
size of a small marble in her left breast.

Confirmed by mammography and ultrasound, 
the abnormality was revealed to be malignant by 
a needle biopsy procedure. Less than one month 
after her initial discovery, Sandy underwent a 
lumpectomy to remove the tumor and 11 lymph 
nodes, all of which turned out to be negative for 
cancer.

Sandy then faced the challenging decision of 
whether or not to have chemotherapy. She knew 
patients with tumors the size of hers – slightly 
over one centimeter – were on the borderline 
in terms of being recommended for treatment. 
Guided by her physician, Dr. Michael Schultz, 
she turned to the Oncotype DX test for greater 
insight about her tumor so that she could make a 
fully informed decision about beginning a therapy 
associated with so many debilitating side effects. 

When her Oncotype DX Recurrence Score results 
came in at 28, at the high end of the medium-risk 
range, Sandy immediately decided to proceed 
with a two-month course of chemotherapy. 
Although she experienced bouts of fatigue, she 
found the side effects to be surprisingly manage-
able. In fact, with help and support from her 
husband and two young sons, she continued her 
job teaching a lively group of four-year-olds. A 
competitive swimmer in high school, she also 
kept up an active exercise program, swimming 
three times a week.

“The additional information provided by Oncotype 
DX made a difficult decision much easier. It was 
as if I was standing on the edge of a cliff, and 
Oncotype DX helped me to jump,” said Sandy. 
“And once I began treatment, there was no 
second-guessing. I felt as if I had made the best 
possible decision, and I was able to concentrate all 
my energies on getting better.”
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AN N UA L  M E E T I N G

The annual meeting of stockholders will be 
held on June 12, 2007 at 10:00 a.m. Pacific 
Time at: 

Seaport Center 
459 Seaport Court 
Redwood City, California 94063

S T O C K  L I S T I N G

Nasdaq: GHDX

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,” 
“aims,” “intends” and similar expressions. 
These forward-looking statements include 
our plans to expand our breast cancer 
program and to invest in research and de-
velopment; our ability to quantify the risk of 
disease recurrence; the impact our test may 
have on payors or the healthcare system; 
our plans to continue to pursue reimburse-
ment for our test; our beliefs regarding the 
drivers of our revenue growth; our beliefs 
regarding FDA regulation; our ability to 
individualize patient care and the results 
obtained by and outcomes of individual 
patients; our plans to invest in our product 
pipeline; our plans to pursue and advance 
the clinical development of our colon cancer 
and node-positive breast cancer assays; the 
applicability of clinical study results to ac-
tual outcomes; and our intention to conduct 
additional studies on single genes and to 
provide single gene reporting as part of the 
Oncotype DX report. Forward-looking state-
ments 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 test; 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 associated with the 
regulation of our test by FDA; our ability to 
compete against third parties; our ability to 
develop and commercialize new tests; un-
anticipated costs or delays in research and 
development efforts; our ability to obtain 
capital when needed; our history of operat-
ing losses; the results of clinical studies 
and the other risks set forth in our filings 
with the Securities and Exchange Com-
mission, including our Annual Report on 
Form 10-K for the year ended December 31, 
2006, as amended. 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 and Recurrence 
Score are trademarks or registered trade-
marks of Genomic Health, Inc.
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