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TGen Clinical Research Services at Scottsdale Healthcare announced the 
start of a clinical trial for a drug designed to combat adrenocortical carcinoma 
(ACC), a rare but deadly cancer that attacks the adrenal glands. 

TCRS is a strategic alliance between the Translational Genomics 
Research Institute and Scottsdale Healthcare. 

Other than surgery, the only treatment for ACC is the exacting use of a 
compound called mitotane, a chemical relative of DDT, which the U.S. banned 
as an insecticide in 1972. 

TCRS clinicians hope the new compound, OSI-906, developed by 
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Clinical Trials:
TGen At Scottsdale Opens Clinical Trial
Of OSI-906 For Adrenocortical Carcinoma

Cancer Screening:
Colorectal Cancer Screening Programs
Could Cut Future Treatment Costs 

Investing in some colorectal cancer screening programs could cut future, 
more expensive treatment costs in half, according to a new study published 
online September 24 in the Journal of the National Cancer Institute. The only 
screening program found not to be cost-saving was colonoscopy.

 Governments and insurance companies may invest more in colorectal 
cancer screening programs—some of which have proven to reduce colorectal 
cancer mortality—if the cost-savings were known, especially as more 
expensive cancer drugs continue to hit the market.

 Iris Lansdorp-Vogelaar, of the Department of Public Health, Eramus 
MC, University Medical Center Rotterdam in the Netherlands, and colleagues 
used a microsimulation model, known as the MISCAN-Colon model, to 
assess whether the increasing use of new, very costly drugs would affect 
treatment savings of colorectal cancer screening.  Researchers looked at 
annual guaiac fecal occult blood testing (FOBT), annual immunochemical 
FOBT, sigmoidoscopy every 5 years, colonoscopy every 10 years, and the 
combination of sigmoidoscopy every 5 years and annual guaiac FOBT in the 
general population for three chemotherapy treatment scenarios: the past, the 
present, and the near future.

 The treatment savings from screening were more than twice as high in 
the near-future scenario, which included the widespread use of expensive new 
chemotherapies, than in the past scenario for all test strategies. This increase 
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OSI Pharmaceuticals Inc. of Melville, N.Y., will stop 
ACC tumor growth—perhaps even promote tumor 
shrinkage—without the toxic side effects of current 
chemotherapies. The trial will focus on patients with 
inoperable tumors who have relapsed or failed to 
respond to conventional therapies. 

This clinical trial of OSI-906 is expected to last 
several years and include 135 patients, with 30 to 40 
enrolled at TCRS. As there is no standard therapy 
available, two-thirds of the patients will receive the drug 
OSI-906 while one-third receives a placebo.

Sites elsewhere in the U.S., as well as in Europe 
and Australia, are expected to enroll patients over the 
coming months. 

“The trial is major step toward helping patients 
with ACC, who often face radical surgery as part of their 
treatment,” said Michael Demeure, who will oversee the 
trial at Scottsdale. 

Demeure is a TGen senior investigator and a 
Scottsdale Healthcare surgeon experienced in removing 
ACC tumors. 

“It’s a big operation requiring a large incision 
because these tumors can be the size of a football. 
Unfortunately many patients’ tumors have spread so 
we can’t remove it all, so new treatments are needed,’’ 
said Demeure. 

While use of mitotane in ACC patients reduces 

tumors, it also diminishes adrenal gland function, 
requiring patients to take hormone replacements for the 
rest of their lives. Mitotane must be administered for at 
least three months in order to reach a therapeutic level. 
Even then, it has proved effective in about 22 percent 
of ACC cases. 

When given with other chemotherapy drugs, the 
effectiveness of mitotane may be improved, but patients 
often suffer debilitating side effects. 

OSI-906 is an orally available small molecule 
IGF-1R inhibitor that blocks the chemical pathway 
that otherwise allows the ACC tumors to grow out of 
control. OSI-906 is expected to have minimal impact on 
the healthy tissue of the adrenal glands or their normal 
function. 

Although ACC is very rare, affecting only one or 
two people per million, Demeure said developing new 
drugs against this orphan indication is worth the effort 
and expense. 

“Patients with rare tumors have unique challenges. 
Often it is difficult for them to find a doctor who even 
knows about their disease,” he said. “What we learn 
taking care of those patients with ACC could help us 
learn how to take care of others with rare tumors.’’ 

The clinical trial follows nearly three-and-a-half 
years of research at TGen, initiated through the efforts 
of patient advocate and ACC survivor Troy Richards, 
a Scottsdale resident who was diagnosed with ACC 
in 1999. He began the Advancing Treatments for 
Adrenocortical Carcinoma fund, which helped finance 
the ACC Research Program at TGen. 

“The ACC project at TGen has finally given those 
of us with the disease hope for better treatments, and 
maybe one day a cure,” said Richards. “It is my hope 
that this program can serve as a model for other rare 
diseases, and that patients will realize they do have the 
power to make a difference.” 

Kimberly Bussey, a TGen associate Investigator 
and Lead Investigator for TGen’s Adrenocortical 
Carcinoma Research Program, said, “Troy brings a 
sense of urgency and a connection to the ACC patient 
community that made this trial possible. This is a huge 
accomplishment for the ACC Research Program at TGen 
and a great testament to what patient-advocated research 
can accomplish in a short period of time.” 

The TCRS clinic in the Virginia G. Piper Cancer 
Center at Scottsdale Healthcare Shea is the first site 
worldwide approved for these clinical trials. 

Patients who want to participate may contact 
patient care coordinator Joyce Ingold, at 480-323-1339, 
toll free at 1-877-273-3713 or at jingold@shc.org. 

mailto:jingold@shc.org
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Study Tests PARP Inhibitor
ABT-888 For Several Cancers

Doctors at Winship Cancer Institute are testing 
an anti-cancer drug that exploits the vulnerabilities of 
particularly hard-to-treat tumors.

Suresh Ramalingam, associate professor of 
hematology and medical oncology at Emory University 
School of Medicine and chief of thoracic oncology at 
the Emory Winship Cancer Institute, is the national 
chair of the study. Medical centers in California and 
Pennsylvania also are participating.

The study is open to patients with mutations in 
the BRCA1 or BRCA2 genes, which have been shown 
to increase the risk of breast, ovarian and several other 
forms of cancer. To enroll, patients must carry this gene 
and meet other inclusion criteria. Patients can have 
breast, pancreas, colon, ovarian or any other type of 
cancer—as long as they have the BRCA1 or BRCA2 
gene mutation, they are eligible.

The drug under study, ABT-888 (Veliparib), 
inhibits PARP or poly (ADP-ribose) polymerase, an 
enzyme that helps cells respond to DNA damage. ABT-
888 is manufactured by Abbott Laboratories. The study 
tests the combination of ABT-888 with the commonly 
used drugs carboplatin and paclitaxel.

Scientists believe combining a PARP inhibitor 
with conventional anti-cancer treatments such as 
chemotherapy and radiation should kill cancer cells 
more effectively by blocking their ability to repair 
DNA damage. The proteins encoded by the BRCA1 and 
BRCA2 genes are also involved in responding to DNA 
damage, and BRCA1/2 mutations may make tumors 
especially vulnerable to PARP inhibition.

Although these tumors are more likely to 
be sensitive to ABT-888, the safety of this drug 
combination needs to be tested. Preliminary studies 
have shown promise, and this study is designed to 
determine the highest dose of the drug that does not 
cause unacceptable side effects. If it proves safe and 
increases tumor shrinkage, then larger trials examining 
survival rates will be undertaken.

The study is sponsored by the National Cancer 
Institute, one of several supported by the ACTNOW 
program (Accelerating Clinical Trials of Novel 
Oncologic Pathways) at  http://www.cancer.gov/
ncicancerbulletin/081109/page4.

More information is available online by visiting 
http://www.clinicaltrials.gov/ct2/show/NCT00535119 
or by calling the Emory Winship Cancer Institute at 
404-778-1900.

Vanderbilt Lung Cancer Trial
For Never Smokers Online

 One of the enduring mysteries of lung cancer is 
why so many people who never smoked develop the 
disease. More than 219,000 patients are diagnosed 
with lung cancer in the U.S. every year, according to 
the National Cancer Institute. About 20,000—one in 
10—never smoked tobacco products. Most of those 
patients are women.

 Since tobacco exposure is the strongest known 
risk factor for lung cancer, researchers believe genetic 
differences may make some of these “never smokers” 
more likely to develop the disease.

 William Pao, assistant director of Personalized 
Cancer Medicine at Vanderbilt-Ingram Cancer Center, 
is inviting those never smoker patients already with lung 
cancer to join a Web-based clinical trial to search for 
those genetic differences. 

 “Our goal is to look at the DNA in blood or saliva 
samples as part of a future genome-wide association 
study,” said Pao, Ingram Associate Professor of Cancer 
Research. “You can look at more than half a million 
areas in the DNA where people may differ. When we 
start to see patterns in the DNA of patients like never 
smokers, we can take a closer look and try to identify 
genetic mutations that may be important in the lung 
cancer disease process.”

 Pao and his colleagues hope to collect 2,000 DNA 
specimens from never smokers with lung cancer, who 
are defined as having lung cancer and smoking fewer 
than 100 cigarettes in their lifetime. Since a single cancer 
center doesn’t see enough never smoker lung cancer 
patients in a year to collect a large number of specimens, 
Pao turned to the Web to recruit patients.

 “We believe this is the first study in a solid tumor 
cancer to try to collect blood specimens through an 
online process,” said Pao. “Patients can go to our Web 
site, fill out a simple electronic questionnaire, and if 
they qualify for the clinical trial we will ship them two 
empty blood vials. The next time they visit their doctor 
for a blood draw, they can get those vials filled and ship 
them to us via UPS and we will pay the shipping costs. 
For those patients who can’t get the blood drawn, there 
is also an option of using saliva samples.”

 To protect patient privacy, the DNA samples are 
de-identified when they are entered into the Vanderbilt-
Ingram DNA databank, a secured databank designed to 
prevent tracing samples back to a specific donor. 

 “It is possible that there is some genetic 
susceptibility among never smokers with lung cancer 

http://www.cancer.gov/ncicancerbulletin/081109/page4
http://www.cancer.gov/ncicancerbulletin/081109/page4
http://www.clinicaltrials.gov/ct2/show/NCT00535119
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that makes them more likely to develop the disease,” 
explained Pao. “They are not necessarily born with a 
predetermination that they will get lung cancer, but they 
may be born with certain genes that predispose them if 
they are exposed to some environmental toxins.”

For more information, visit http://www.vicc.org/
neversmokers.

Breast Cancer Patients Track
Symptoms With Digital Device

A pilot study conducted by researchers at The Ohio 
State University Comprehensive Cancer Center – Arthur 
G. James Cancer Hospital and Richard J. Solove 
Research Institute found that breast cancer patients can 
benefit from using personal digital assistants to record 
their symptoms of pain, fatigue and depression during 
their therapy.

The study, the first of its kind in the country, 
was designed to teach breast cancer patients how to 
communicate more effectively with their physicians 
during chemotherapy treatment. A National Cancer 
Institute grant for $240,000 funded the initial two-year 
feasibility project, in which 77 percent of patients 
approached to be in the study agreed to participate.

“During cancer treatment, patients often experience 
common symptoms of fatigue, pain and depression 
that can negatively impact their lives,” said principal 
investigator Doug Post, a family medicine psychologist 
at Ohio State whose research focuses on interventions 
to improve communication between patients and 
physicians.

“Patients often have a hard time communicating 
their concerns with these symptoms because they don’t 
want to bother their doctors, so we are trying to improve 
that patient-doctor communication,” Post said.

Post will present the study’s findings Oct. 5 during 
the International Conference on Communication in 
Healthcare in Miami. 

In the pilot study, 27 patients were given hand-
held mobile devices and training on their use and then 
were asked to complete weekly assessments that rate 
pain, fatigue and depression during chemotherapy. They 
were also encouraged to watch 8- to 12-minute videos 
on the mobile device the day before each scheduled 
visit with their physician. The videos teach them how 
to communicate about symptoms they are having 
trouble with during treatment. For comparison, a control 
group of 23 patients experienced conventional care for 
chemotherapy treatment.

Of the study participants with mobile devices, 

83 percent completed the fatigue, pain and depression 
inventories once a week as instructed. Of those, 65 
percent viewed the depression videos and 72 percent 
the fatigue videos. The pain videos had a viewing rate 
of 122 percent, meaning that some patients watched 
the pain videos more than once, said co-investigator  
Charles Shapiro, director of breast medical oncology 
at OSUCCC-James.

“Most of the women reported that this tool helped 
them improve communication with their health care 
provider, and made them think more about what they 
were feeling during their treatment,” said Shapiro. 
“Results of the study suggest that the intervention led 
to a significant reduction in pain severity.”

Physicians received printouts of patients’ symptoms 
before office visits. Videos were tailored to a patient’s 
race and symptoms. Each video featured physicians and 
patients explaining how patients can talk to their doctor 
about pain, depression and fatigue, along with a role-
play scene of a physician and patient interacting. The 
videos also explain the PACE concept of communication 
between patients and physician  developed by Donald 
Cegala, professor emeritus in the OSU School of 
Communication and department of family medicine:  
Presenting information, Asking questions, Checking 
understanding and Expressing concerns.

“While patients often think it’s normal to feel 
fatigue, pain and depression during their treatment, 
they may not realize that help is available, especially if 
they don’t share concerns with their physicians,” Post 
said. “If these quality of life symptoms are not talked 
about, then they won’t be treated and the patient will 
likely feel worse.”

Other Ohio State researchers involved in the study 
include William Hicks, Bhuvaneswari Ramaswamy, 
Cegala, Prabu David, Mira Katz, Ann McAlearney, 
Electra Paskett and Gary Phillips.

Patient reactions were positive, Post said, as 
demonstrated by the rates of patient accrual into the 
randomized controlled trial, patient adherence to 
protocol instructions, patient completion of the full 
study protocol and feedback in patient focus groups after 
completion of the protocol. These findings demonstrate 
the feasibility of conducting a larger study. 

Ohio State cancer investigators are expanding the 
research to include breast cancer patients in Appalachia 
Ohio who are being treated at the Holzer Cancer Center 
in Gallipolis, Ohio. The expanded study, funded by a 
$244,000 grant from the Lance Armstrong Foundation, 
will enroll 30 breast cancer patients who will view new 
videos of women and physicians from Appalachia.

http://www.vicc.org/neversmokers
http://www.vicc.org/neversmokers
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Cancer Screening:
Colorectal Cancer Screening
Can Save Treatment Costs
(Continued from page 1)
in savings makes screening with all strategies except 
colonoscopy cost-saving, according to the authors. 

“The increasingly costly management of colorectal 
cancer will approximately double the treatment savings 
from screening,” the authors write. “…screening is not 
only desirable from the perspective of governments 
and insurance companies to reduce colorectal cancer 
incidence and mortality, but in addition will also help 
to contain the increasing costs for the management of 
colorectal cancer.”

Colorectal Screening Rates
Lower In Safety Net System

Colorectal cancer screening rates are much lower 
among those in a safety net health system compared 
to the national average, and the number one predictor 
of screening is a combination of regular visits and 
insurance access.

Colorectal cancer is the second leading cause of 
cancer death in the United States behind lung cancer. 
Nearly 50,000 Americans will die from colorectal cancer 
this year. Although scientists have differing opinions 
on the best method, the benefits of early screening are 
beyond debate — cancers caught early are easier to 
manage and treat. 

Still, the nationwide rate of colorectal cancer 
screening is 61 percent, with much of the lack of 
screening concentrated among blacks, Hispanics and 
those without insurance. 

However, results of a study published in Cancer 
Epidemiology, Biomarkers & Prevention, a journal of 
the American Association for Cancer Research, showed 
that the screening rate was merely 22 percent among 
individuals served by a safety net health system in 
Texas. 

“Of our patients who did get screened, they either 
had insurance or saw their doctor regularly. Once you 
controlled for those variables, the screening rate was 
essentially zero,” said Samir Gupta, assistant professor 
in the Department of Internal Medicine at the University 
of Texas Southwestern Medical Center.

Gupta and colleagues conducted their study using 
data from the Tarrant County Hospital District John 
Peter Smith Hospital Health Network, a safety net health 
system. The system serves 155,000 individuals a year in 

Tarrant County, Texas, a geographic area that includes 
Fort Worth, and is committed to delivering health care to 
the uninsured, Medicaid and other vulnerable patients.

Using their electronic administrative records, 
Gupta and colleagues identified 20,416 patients who 
were between 54 and 75 years old and were eligible for 
colorectal cancer screening. The median age of these 
patients was 60 years, and about 60 percent of them 
were women. 

Approximately 15 percent of the population lived 
below the poverty line and median household income 
was $35,419. The majority of the patients were either 
black or Hispanic; nearly 20 percent reported a primary 
language other than English.

Although 40 percent were classified as having 
health insurance, including those on Medicare and 
Medicaid, another 40 percent only had medical coverage 
through their connection to the safety net system; 20 
percent had no insurance at all.

Over the previous five years, 22 percent of these 
patients were screened for colorectal cancer. Women 
were slightly more likely than men, and Hispanics were 
slightly more likely to be screened than whites, but 
the largest increase came when insurance and regular 
medical care were considered. Those with insurance 
were almost three times as likely to be screened, and 
those who saw the doctor regularly were nearly four 
times as likely to be screened.

Karen Glanz, professor of medicine and nursing 
at the University of Pennsylvania, said this study 
documents an important issue in a specific population. 

“The idea that colorectal cancer screening rates 
are too low is not a new idea, but this is one of the first 
to document it in a specific population,” said Glanz. 
“Access to care clearly has consequences, and any talk 
of health care reform needs to address proven prevention 
measures like screening.”

Gupta said a national model already exists for 
successful screening. Low income, uninsured and 
underserved women can get breast and cervical cancer 
screening through the Centers for Disease Control’s 
National Breast and Cervical Cancer Early Detection 
Program, but Gupta said such an approach is far too 
disease-specific.

“Theoretically, the same model could be applied 
to colorectal cancer, but do we want to keep passing 
legislation for programs that target specific types of 
cancer, or could we provide more broad access to health 
care so we can make a serious and coordinated effort 
at prevention?” said Gupta. “That’s the question that 
needs answering.”
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and cause suffering and death and which patient has a 
cancer that is destined to stay in the patient’s prostate 
for the remainder of his life,” he writes.

Personalized Medicine:
Information Lacking On Use,
Accuracy Of HER2 Tests

A new study finds that there is little information 
available about the use of new testing technologies and 
targeted therapies in breast cancer, specifically the anti-
cancer drug trastuzumab (Herceptin). 

Published online Sept. 14 by CANCER, a peer-
reviewed journal of the American Cancer Society, the 
review suggests that many breast cancer patients who 
may benefit from trastuzumab are not receiving it, and 
that some women receiving the drug have never been 
tested for the receptor it targets.

Standard care now dictates that women with early-
stage breast cancer should be tested to see if they have 
tumors that express the HER2 protein. Those who test 
positive are candidates for treatment with trastuzumab, 
which is only effective in HER2-positive cancers. 

Researchers at the UCSF Center for Translational 
and Policy Research on Personalized Medicine 
(TRANSPERS) and led by Kathryn Phillips, of the 
University of California-San Francisco, reviewed the 
medical literature to determine how HER2 testing is 
being used in routine clinical practice. 

The studies they found reported that up to 
two-thirds of patients eligible for HER2 testing had 
no documentation of a test in their health insurance 
records.

About one in five women who received trastuzumab 
had no documentation of a positive HER2 test in their 
health insurance records. The studies also revealed that 
about one in five HER2 test results may be incorrect. 

The authors also found that studies looking 
at the economic issues associated with prescribing 
trastuzumab often did not explicitly consider the role 
of HER2 testing, which can have a substantial impact 
on the cost-effectiveness of the therapy. 

Given the increasing use of targeted therapies like 
trastuzumab, proper testing will become more important 
to ensure that medications are directed only to the 
patients who will benefit from them.

“Our review of the literature suggests that there 
are important knowledge gaps regarding the real-world 
use of HER2 testing and trastuzumab,” said Elena 
Elkin, a researcher at Memorial Sloan-Kettering Cancer 
Center in New York and one of the study’s authors. 

Overdiagnosis Since Advent
Of Prostate Cancer Screening

The introduction of prostate-antigen screening, or 
PSA, has resulted in over 1 million additional men over 
the last 23 years being diagnosed and treated for prostate 
cancer—most of whom were likely overdiagnosed, 
researchers reported in a new study published Oct. 7 in 
the Journal of the National Cancer Institute.

Overdiagnosis has been associated with early 
diagnosis in prostate cancer, but there have been no 
previous national estimates of its magnitude.

Using data from the National Cancer Institute’s 
Surveillance, Epidemiology, and End Results program, 
H. Gilbert Welch, of the White River Junction VA and 
The Dartmouth Institute for Health Policy & Clinical 
Practice., and Peter Albertsen, of the University of 
Connecticut, examined age-specific prostate cancer 
incidence rates to determine the excess (or deficit) in 
the number of American men diagnosed and treated in 
each year after 1986. PSA screening was introduced 
in 1987.

According to the study, an additional 1.3 million 
men were diagnosed—that would otherwise have never 
been diagnosed absent screening—and more than 1 
million have been treated since 1986.

“Given the considerable time that has passed since 
PSA screening began, most of this excess incidence 
must represent overdiagnosis,” the authors write. “All 
overdiagnosed patients are needlessly exposed to the 
hassle factors of obtaining treatment, the financial 
implications of the diagnosis, and the anxieties 
associated with becoming a cancer patient...”

The increased diagnosis has been most dramatic 
among younger men: more than tripling since 1986 in 
men aged 50-59 (from 58.4 to 212.7 per 100, 000) and 
more than a sevenfold increase in men under age 50 
(from 1.3 to 9.4 per 100,000).

In an accompanying editorial, Otis Brawley,  
chief medical officer of the American Cancer Society, 
discusses how screening practices for prostate cancer 
have surged over the last 20 years, despite little evidence 
that it has saved lives.

According to Brawley, the highly pushed early-
detection message has skewed public opinion and de-
legitimized the questions concerning screening, causing 
many men to be overdiagnosed. Mortality has decreased 
since the early 1990s, the editorialist points outs, but 
reasons for this decline are unclear.

“We desperately need the ability to predict which 
patient has a localized cancer that is going to metastasize 
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FDA Approvals:
FDA Approves Folotyn For
Peripheral T-Cell Lymphoma

The U.S. Food and Drug Administration has 
approved Folotyn (pralatrexate), the first treatment for 
a form of cancer known as peripheral T-cell lymphoma, 
an often aggressive type of non-Hodgkins lymphoma.

Folotyn was approved under the FDA’s accelerated 
approval process, which allows earlier approval of 
drugs that meet unmet medical needs. It is approved for 
patients who have relapsed, or have not responded well 
to other forms of chemotherapy.

“Folotyn’s approval demonstrates FDA’s 
commitment to the rapid approval of drugs for rare and 
uncommon diseases,” said Richard Pazdur, director of 
the Office of Oncology Drug Products in the FDA’s 
Center for Drug Evaluation and Research.

When studying a new drug, it can take time to learn 
whether a drug actually provides real improvement for 
patients—such as living longer or feeling better. This 
real improvement is known as a “clinical outcome.” 
In 1992 FDA instituted accelerated approvals which 
allow earlier approval of drugs based on a surrogate 
endpoint, a laboratory measurement or physical sign 
that can serve as an indirect or substitute measurement 
for clinical outcomes.

In the case of Folotyn, this meant the FDA 
approved the drug based on evidence that it reduces 
tumor size, because tumor shrinkage is considered 
reasonably likely to predict a clinical benefit such 
as extending the survival of cancer patients. Tumor 
shrinkage was seen on imaging scans in one study. Of 
109 patients with PTCL in the trial, 27% had reduction 
in tumor size.

To speed the drug’s availability, Folotyn was 
granted priority review, ensuring a review within six 
months rather than 10 months for a standard review. 
The drug was also designated as an orphan drug, 
which provides a variety of financial incentives to 
manufacturers that develop drugs for a small number 
of patients with a rare disorder.

The most common adverse reactions seen 
with Folotyn were irritation or sores of the mucous 
membranes such as the lips, the mouth, and the digestive 
tract, low platelet cell counts, low white blood cell 

counts, fever, nausea, and fatigue. Folotyn can harm a 
fetus. Women should avoid becoming pregnant while 
being treated with this drug and pregnant women should 
be informed of the potential risk.

Patients treated with Folotyn should take folate and 
vitamin B12 supplements to reduce mucous membrane 
irritation.

Folotyn is manufactured by Allos Therapeutics 
Inc. of Westminster, Colo.

As a condition of accelerated approval, Allos will 
conduct studies to confirm that tumor shrinkage actually 
does predict that patients will live longer.

FDA Clears a Test for Ovarian Cancer
The U.S. Food and Drug Administration cleared a 

test that can help detect ovarian cancer in a pelvic mass 
that is already known to require surgery. The test, called 
OVA1, helps patients and health care professionals 
decide what type of surgery should be done and by 
whom.

OVA1 identifies some women who will benefit 
from referral to a gynecological oncologist for their 
surgery, despite negative results from other clinical and 
radiographic tests for ovarian cancer. If other test results 
suggest cancer, referral to an oncologist is appropriate 
even with a negative OVA1 result.

OVA1 should be used by primary care physicians 
or gynecologists as an adjunctive test to complement, 
not replace, other diagnostic and clinical procedures.

OVA1 uses a blood sample to test for levels of 
five proteins that change due to ovarian cancer. The test 
combines the five separate results into a single numerical 
score between 0 and 10 to indicate the likelihood that 
the pelvic mass is benign or malignant.

OVA1 is intended only for women, 18 years and 
older, who are already selected for surgery because of 
their pelvic mass. It is not intended for ovarian cancer 
screening or for a definitive diagnosis of ovarian 
cancer. Interpreting the test result requires knowledge 
of whether the woman is pre- or post-menopausal.

The American College of Obstetricians and 
Gynecologists and the Society of Gynecologic 
Oncologists published recommendations in 2002 for 
the role of generalist obstetrician-gynecologists in the 
early detection of ovarian cancer, which included a 
recommendation of patient referral to a gynecological 
oncologist when specific indicators of malignancy are 
present.

These recommendations and later reports indicate 
that patients with ovarian cancer have improved 
survival when the surgery is performed by gynecologic 

“Filling these gaps may help optimize limited health 
care resources and improve care for women with breast 
cancer,” she added.
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NCI Cooperative Group
Clinical Trials Approved

The National Cancer Institute Cancer Therapy 
Evaluation Program approved the following clinical 
research studies last month. For further information, 
contact the principal investigator listed.

Phase I 
8213 A Phase I Study of AZD2171 and WBRT in 

Patients with Brain Metastases from Non-Small Cell 
Lung Cancer, Massachusetts General Hospital Cancer 
Center. Eichler, April Fitzsimmons (617) 724-8770.

Phase I/II
7870 Phase I/II Study of High Dose Interleukin 

2, Aldesleukin, in Combination with the Histone 
Deacetylase Inhibitor Entinostat in Patients with 
Metastatic Renal Cell Carcinoma, Roswell Park Cancer 
Institute. Pili, Roberto (716) 845-3851.

ABTC-0903 A Phase Ib Study of Cediranib in 
Combination with Cilengitide in Patients with Recurrent 
Glioblastoma, Adult Brain Tumor Consortium. Gerstner, 
Elizabeth R. (617) 724-2887.

S0806 A Phase I/II Trial of Vorinostat in 
Combination with Rituximab-CHOP in Patients with 
Newly Diagnosed Advanced Stage Diffuse Large B-Cell 
Lymphoma (DLBCL), Southwest Oncology Group. 
Persky, Daniel O. (520) 626-2218.

Phase II
8233 A Phase II Trial of Temsirolimus and 

Bevacizumab in Patients with Endometrial, Ovarian, 
Hepatocellular Carcinoma, Carcinoid and Islet Cell 
Cancer, Mayo Clinic Rochester. Erlichman, Charles 

(507) 284-2511.
8347 Multicenter Phase II Study of IMC-A12 in 

Patients with Thymoma and Thymic Carcinoma Who 
Have Been Previously Treated with Chemotherapy. 
National Cancer Institute Medicine Branch. Giaccone, 
Giuseppe (301) 402-3415.

8351 A Multi-Histology Phase II Study of 5-
Fluoro-2-Deoxycytidine with Tetrahydrouridine (FdCyd 
+ THU), National Cancer Institute Medicine Branch. 
Doroshow, James H. (301) 496-4291.

ABTC-0904 A Biomarker and Phase II Study of 
GDC-0449 in Patients with Recurrent Glioblastoma 
Multiforme, Adult Brain Tumor Consortium. Nock, 
Charles John (216) 844-3862.

E2508 Randomized Double-Blind Placebo 
Controlled Phase II Trial Evaluating Erlotinib in Non-
Smoking Patients with (Bevacizumab-Eligible and 
Ineligible) Advanced Non-Small Cell Lung Cancer, 
Eastern Cooperative Oncology Group. Langer, Corey 
J. (215) 615-5121.

GOG-0086P A Three Arm Randomized Phase 
II Study of Paclitaxel/Carboplatin/Bevacizumab, 
Paclitaxel/Carboplatin/Temsirolimus and Ixabepilone/
Carboplatin/Bevacizumab as Initial Therapy for 
Measurable Stage III or IVA, Stage IVB, or Recurrent 
Endometrial Cancer, Gynecologic Oncology Group. 
Aghajanian, Carol (212) 639-2252.

N0879 A Randomized Phase II Trial of Carboplatin, 
Paclitaxel, Bevacizumab, with or without Everolimus 
for Therapy of Metastatic Malignant Melanoma, North 
Central Cancer Treatment Group. McWilliams, Robert 
R. (507) 284-2511.

RTOG-0915 A Randomized Phase II Study 
Comparing 2 Stereotactic Body Radiation Therapy 
Schedules for Medically Inoperable Patients with Stage 
I Peripheral Non-Small Cell Lung Cancer, Radiation 
Therapy Oncology Group. Videtic, Gregory M. M. 
(216) 444-9797.

Phase III
NCCTG-N08CA The Use of Glutathione for 

Prevention of Paclitaxel/Carboplatin Induced Peripheral 
Neuropathy: A Phase III Randomized, Double-Blind 
Placebo Controlled Study, North Central Cancer 
Treatment Group. Loprinzi, Charles (507)284-1623.

RTOG-0724 Phase III Randomized Study of 
Concurrent Chemotherapy and Pelvic Radiation Therapy 
with or without Adjuvant Chemotherapy in High-Risk 
Patients with Early-Stage Cervical Carcinoma Following 
Radical Hysterectomy, Radiation Therapy Oncology 
Group. Jhingran, Anuja (713) 563-2347.

oncologists as opposed to general gynecologists or 
surgeons.

The FDA reviewed a study of 516 patients, 
including 269 evaluated by non-gynecological 
oncologists, which compared OVA1 results with biopsy 
results. When combined with pre-surgical information, 
such as radiography and other laboratory tests, results 
from the OVA1 tests identified additional patients who 
might benefit from oncology referral who were not 
identified using pre-surgical information alone.

OVA1 is developed by Vermillion Inc., 
headquartered in Fremont, Calif., in conjunction 
with researchers at The Johns Hopkins University in 
Baltimore.


