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The first lung cancer clinical trial to guide targeted therapies to patients 
based on molecular signatures in tumor biopsies is a step toward personalized 
care and more effective, efficient clinical trials for new drugs, study leaders 
reported during the American Association for Cancer Research annual 
meeting.

Researchers at The University of Texas M. D. Anderson Cancer Center 
presented the results of the study that used an innovative statistical model 
to match four drugs to specific molecular signatures, or biomarkers, in the 
tumors of 255 stage IV non-small cell lung cancer patients who had received 

North Central Cancer Treatment Group plans to conduct a phase II 
study of brostallicin (Cell Therapeutics Inc.) in combination with cisplatin 
in patients with metastatic triple-negative breast cancer, defined by tumors 
lacking expression of estrogen, progesterone receptors and without over-
expression of HER2.  

The majority of breast cancers that are associated with the susceptibility 
mutation (BRCA1) are of the triple-negative type. BRCA1 is a tumor 
suppressor gene which, when mutated, is associated with the development 
of hereditary breast cancers. Changes in the BRCA1 status can make tumors 
rapidly acquire resistance to chemotherapy requiring development of new 
agents to effectively treat these patients. 

Brostallicin is a novel synthetic second-generation DNA minor groove 
binder with enhanced efficacy in the presence of the BRCA1 mutation and 
has demonstrated synergy in combination with cisplatin, an active therapeutic 
for this disease. Brostallicin has also demonstrated a unique ability to retain 
activity in tumors that are resistant to other cancer drugs.

Women with mTNBC have very limited effective treatments and based 
on the novel mechanism of action of brostallicin and the recognized activity 
of cisplatin in this disease, the combination of the two agents will be explored 
by the NCCTG.  

In addition to standard clinical efficacy measures, biological endpoints 
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between one and nine previous treatments.
“New drugs that target molecular pathways help 

a small percentage of lung cancer patients, but right 
now there’s no way to determine who those patients are 
before treatment,” said Edward Kim, associate professor 
in M. D. Anderson’s Department of Thoracic/Head and 
Neck Medical Oncology and principal investigator 
on the Biomarker-Integrated Approaches of Targeted 
Therapy for Lung Cancer Elimination (BATTLE) 
clinical trials.

“BATTLE evaluated tumor biomarkers in hopes 
that we can treat lung cancer, which kills more people 
than any other type of cancer, like we treat breast or 
colon cancer, using validated biomarkers to guide 
treatment and improve survival,” Kim said.

Kim said BATTLE also points the way to more 
precise clinical trials that will require smaller numbers 
of patients to test a targeted therapy rather than large 
trials open to all-comers. “Lung cancer research has been 
plagued by large, Phase III clinical trials that showed 
minor effects or even failed to enroll enough patients 
to finish,” Kim said.

“Two lung cancer tumors might appear identical 
under a microscope and have the same staging, but 
they behave differently,” said Waun Ki Hong, head of 
M. D. Anderson’s Division of Cancer Medicine and 

principal investigator on the BATTLE grant from the 
U.S. Department of Defense. “The name of the game 
now is to treat based on the molecular defects in the 
tumor.”

The phase II clinical trial found evidence that each 
of the four drugs targets specific molecular signatures 
better than the other three. The drugs used were erlotinib 
(Tarceva), sorafenib (Nexavar), vandetanib (Zactima) 
and erlotinib with bexarotene (Targretin). Each drug 
is designed to target specific molecular pathways; 
currently, none has a validated biomarker to guide its 
use.

BATTLE’s endpoint was disease control at eight 
weeks, which recent research has found is a good 
indicator of overall survival. The study found, for 
example, that 61 percent of patients with a KRAS 
mutation in their tumors who took sorafenib had disease 
control at eight weeks, compared with 32 percent for 
the other three drugs. Erlotinib did best against EGFR 
mutations, vandetanib for high VEGFR-2 expression 
and the erlotinib-bexarotene fared best with Cyclin D1 
defects or amplified numbers of the EGFR gene. These 
exploratory analyses raise interesting areas of future 
research.

Overall, 46 percent of patients on the trial had 
disease control at 8 weeks, compared with a historical 
experience of around 30 percent for late-stage lung 
cancer patients. Median overall survival was nine 
months, and 38 percent of patients survived to one year. 
Toxicities from the four drugs were minimal, with only 
6.5 percent experiencing a significant side effect.

Kim cautioned that phase II trial findings of 
biomarker effectiveness need to be validated in phase III 
trials, which are typically sponsored by pharmaceutical 
companies or performed in cooperative groups.

By successfully collecting new tumor biopsies 
on each patient and employing a Bayesian adaptive 
randomization statistical model, BATTLE provides an 
example for improving clinical trials, the researchers 
said.

“BATTLE is an important step toward personalized 
medicine and marks a paradigm shift for clinical trials 
by demonstrating the feasibility of a biopsy-based, 
hypothesis-driven biomarker trial,” said Roy Herbst, 
professor in the Department of Thoracic/Head and Neck 
Medical Oncology and co-principal investigator on the 
BATTLE clinical trials.

Patients agreed to have a new biopsy for the trial, 
Kim said, which was crucial to the study design because 
it provided fresh information on the tumor’s molecular 
status that may have been altered by treatment since the 
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Long-Term Results Of STAR
Find Raloxifene Causes Fewer,
Less Severe Side Effects

The drugs raloxifene (Evista) and tamoxifen both 
substantially reduce the risk of breast cancer in women 
at high risk for the disease, but raloxifene causes fewer 
and less-severe side effects, according to the long-term 
results of a large breast cancer prevention trial presented 
at the American Association for Cancer Research annual 
meeting in Washington, D.C.

The findings, from the NCI-supported Study of 
Tamoxifen and Raloxifene trial, were mostly consistent 
with the trial’s initial results published in 2006. These 
findings eventually led to FDA approval of raloxifene 
to reduce the risk of breast cancer in postmenopausal 
women at increased risk. With nearly three more years 
of follow-up data on the more than 19,000 women who 
participated in the study, raloxifene was modestly less 

effective than tamoxifen at reducing the incidence of 
both invasive and noninvasive breast cancer, but was 
markedly safer and had a substantially lower risk of rare 
side effects, including endometrial cancer.

The updated STAR findings and the overall data 
on both tamoxifen and raloxifene—both of which are 
in a class of drugs known as selective estrogen receptor 
modulators, or SERMs—for breast cancer prevention 
are “good news for women,” said Lawrence Wickerham 
of the National Surgical Adjuvant Breast and Bowel 
Project, the NCI cooperative group that led the trial. 
“Among postmenopausal women with increased breast 
cancer risk, there are now two options to reduce that 
risk,” he said.

“I think these data are particularly good news for 
the primary care community,” said Judy Garber, director 
of the Cancer Risk and Prevention Program at the Dana-
Farber Cancer Institute. Particularly given their heavy 
use of and comfort with raloxifene to prevent and treat 
osteoporosis, for which it is also approved, the results 
should “encourage primary care physicians to discuss 
raloxifene [for breast cancer risk reduction] more often,” 
she said.

Wickerham acknowledged that the idea of taking 
a drug to prevent or reduce cancer risk has been a tough 
sell. “Chemoprevention is still in its infancy,” he said. 
“These STAR data are an important step toward bringing 
chemoprevention to the same level as that seen in areas 
like preventive cardiology,” he said, where drug therapy 
is commonly used to treat heart disease precursors such 
as high blood pressure and high cholesterol.

Tamoxifen has been approved for breast cancer 
risk reduction since 1998, following the findings from 
the Breast Cancer Prevention Trial, which showed a 
nearly 50 percent reduction in breast cancer risk among 
women at increased risk who took tamoxifen for five 
years compared with those who took a placebo. But 
tamoxifen has never caught on as a cancer prevention 
agent. The drug’s low uptake has often been attributed 
to concerns about its potential side effects, namely 
increased risk of endometrial cancer and dangerous 
blood clots.

But the potential risks of tamoxifen and raloxifene 
have been overstated, said Gabriel Hortobagyi, chair 
of the Department of Breast Medical Oncology at the 
University of Texas M. D. Anderson Cancer Center. 
In the BCPT, for example, even though women 
taking tamoxifen had a significantly increased risk of 
developing endometrial cancer, the risk was still less 
than 1 percent.

Like tamoxifen, raloxifene had been shown to 

patient’s previous biopsy.
“BATTLE employed an adaptive randomization 

approach that allowed the statistical model to learn as 
the clinical trial progressed,” said J. Jack Lee, professor 
in M. D. Anderson’s Department of Biostatistics.

The first 97 patients were equally randomized 
to BATTLE’s four arms. As the study progressed, 
information from patients’ biopsies and outcomes was 
employed by the model to guide assignment of drugs 
to new patients, who became more likely to receive a 
drug that had worked for earlier patients with the same 
tumor biomarkers.

The model leads to greater use of successful 
drugs and minimization or dropping of those less 
successful. While vandetanib helped those with VEGFR 
overexpression, it was dropped for patients with the 
KRAS mutation, Lee said.

By identifying biomarkers, and thus a potential 
patient population for a drug at Phase II, a follow-up 
Phase III will require smaller sample sizes and proceed 
more quickly than an all-comers trial with thousands of 
patients, Lee said.

Kim said future BATTLE trials will test 
combinations of therapies as well as single agents and 
will concentrate on the entire range of staging for lung 
cancer patients, including frontline therapy. Ultimately, 
the researchers plan to try the BATTLE approach in 
personalizing prevention clinical trials.

The BATTLE program is part of a federally funded 
program that began in 2000. The program is funded 
through the U.S. Army’s medical research program.
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decrease breast cancer risk in clinical trials. STAR 
was launched to test the two drugs head-to-head in 
postmenopausal women who are at an elevated risk of 
breast cancer (based on the commonly used NCI Breast 
Cancer Risk Assessment Tool). On average, the women 
in STAR had a 15 percent increased lifetime risk of 
breast cancer. Participants were randomly assigned to 
take one of the drugs every day for 5 years.

When the initial STAR findings were published, 
with a median follow-up of 47 months, both drugs were 
equally effective in reducing the risk of invasive breast 
cancer. But the updated results show that raloxifene’s 
effectiveness appears to wane over time. With a median 
follow-up of 81 months, raloxifene was about 76 
percent as effective as tamoxifen at reducing invasive 
breast cancer risk. For noninvasive breast cancer, which 
includes conditions known as ductal carcinoma in situ 
and lobular carcinoma in situ, tamoxifen was initially 
shown to be modestly more effective than raloxifene. 
That finding held true with the longer follow-up, but 
the gap narrowed, with raloxifene proving to be about 
78 percent as effective as tamoxifen.

Raloxifene’s side-effect profile remained far 
superior, with a 45 percent reduced risk of endometrial 
cancer and a 25 percent lower risk of serious blood clots 
compared with women who took tamoxifen.

The findings add to “the evidence that supports 
the long-term benefits of these drugs,” said Katrina 
Armstrong, co-director of the Cancer Control Program 
at the University of Pennsylvania Abramson Cancer 
Center in Philadelphia. What’s needed now, Armstrong 
continued, “is an active effort to understand the 
barriers to use [of raloxifene and tamoxifen] and the 
implementation of clinical decision-support tools to 
help providers identify women who are eligible to take 
them and make decisions about their use.”

In essence, she continued, it comes down to 
getting health care providers, namely primary care 
physicians, “to be comfortable doing risk stratification 
and prescribing preventive medications without having 
a biomarker like cholesterol” to guide those decisions.

To help clinicians discuss breast cancer 
chemoprevention options with patients at the University 
of Pennsylvania Abramson Cancer Center, Armstrong 
and her colleagues are developing decision-support tools 
to disseminate to primary care practices. These tools 
will allow clinicians to take information from a patient’s 
health-risk appraisal, looking at factors such as family 
health history and reproductive risks, and link it with a 
decision-support tool built into the center’s electronic 
medical record system.

The approach is being piloted in several clinical 
settings and is expected to be rolled out more widely 
next year. The hope, said Armstrong, “is that we can get 
to a point where we can say that these are the women 
who will receive the greatest benefit from raloxifene or 
tamoxifen; they are way over the threshold for absolute 
benefit and should be offered the medication.”

If such an approach can be shown to reduce breast 
cancer mortality, she continued, “I think it will produce a 
significant impetus for health care providers to be more 
innovative about how we can really individualize what 
we do for our patients.”

Cancer Prevention:
Controlling Diabetes May Cut
Liver Cancer Risk, Study Finds

Controlling diabetes may lead to decreased risk 
of hepatocellular carcinoma (HCC), or liver cancer, in 
the U.S., according to the results of a study presented at 
the American Association for Cancer Research annual 
meeting this month in Washington, D.C.

“In our study, more cases of HCC were attributable 
to diabetes than to any of the other risk factors we 
examined,” said Katherine McGlynn, senior investigator 
at the National Cancer Institute Division of Cancer 
Epidemiology and Genetics. “On a population level, the 
prevention of diabetes in the United States would have a 
greater effect on decreasing the rate of HCC than would 
the prevention of alcohol-related conditions or chronic 
hepatitis C virus (HCV) infection.” 

In addition to diabetes, alcohol-related disorders 
and HCV, the researchers examined the risks attributable 
to chronic hepatitis B virus (HBV) infection, obesity 
and several rare metabolic disorders. McGlynn and 
colleagues at the NCI and at Baylor College of Medicine 
investigated these individual risk factors and their 
association with HCC, and stratified the results based 
on race/ethnicity and gender. 

They analyzed data from the SEER-Medicare 
linked database. The case population consisted of 
5,607 people diagnosed with HCC with at least three 
pre-diagnostic years of Medicare coverage between 
1994 and 2005; the control population was a 5 percent 
random sample of people residing in SEER-Medicare 
locations. 

Overall, approximately 63 percent of HCC was 
associated with one or more risk factors mentioned 
above—a relationship that was highest among 
Asians (67.9 percent) and lowest among blacks (53.5 
percent). 



The Clinical Cancer Letter
Vol. 33 No. 4 n Page 5

Diabetes was associated with the greatest percentage 
of cases (33.5 percent), followed by alcohol-related 
disorders (23.9 percent), HCV infection (20.7 percent), 
HBV infection (5.7 percent), rare metabolic disorders 
(3.1 percent) and obesity (2.7 percent), according to 
McGlynn. 

These risk-factor-related percentages varied 
individually by racial/ethnic group and gender. 

“This research suggests that it would be worthwhile 
to target HCC prevention strategies at persons with 
diabetes, in addition to persons with other risk factors 
such as alcohol-related conditions, HCV and HBV 
infection,” McGlynn said. 

The researchers are currently expanding on these 
results by conducting follow-up studies to determine 
whether the risk of HCC among people with diabetes 
is affected by their diabetes medications. Ultimately, 
however, McGlynn and colleagues hope to determine 
the unidentified risk factors linked to the 37 percent of 
HCC cases not explainable by the risk factors above.

Study Shows Effect Of Secondhand Smoke 
Exposure to environmental tobacco smoke, also 

called secondhand smoke, increased the risk of bladder 
cancer among participants of a population-based study 
conducted in Shanghai, China, according to a study 
presented at the American Association for Cancer 
Research annual meeting this month in Washington, 
D.C.

Specifically, lifelong nonsmokers whose mothers 
smoked more than 10 pack-years had a 3.51-fold 
increased risk of bladder cancer compared to lifelong 
nonsmokers who had never been exposed to secondhand 
smoke. A pack-year is defined as 20 cigarettes smoked 
every day for one year. 

A similar, albeit weak association with bladder 
cancer risk was observed for those who were exposed 
to secondhand smoke from other family members living 
in the same household. People working in an office 
shared with coworkers who smoked cigarettes five or 
more hours a day also were at two-fold increased risk 
of bladder cancer. 

“This is the first time there has been a clear 
demonstration of the effect of secondhand smoke 
on bladder cancer risk,” said Li Tao, lead author 
and a research fellow at the Masonic Cancer Center, 
University of Minnesota. 

Previous studies, mostly epidemiological ones, 
failed to establish a strong association due to inadequate 
measures of secondhand tobacco exposure and small 
number of subjects involved. By contrast, Tao’s study 

included more than 200 bladder cancer patients and an 
equal number of healthy participants who never used 
tobacco products. 

In-person interviews were conducted using a 
structured questionnaire to ask participants for the 
smoking history of their mothers, fathers and other 
family members during subjects’ childhood at home. 
Besides domestic settings where spouses and other 
family members smoked cigarettes, the questionnaire 
asked participants about the smoking habits of coworkers 
at their workplace. This thorough and comprehensive 
ascertainment for exposure to secondhand smoke made 
this study unique and stood out from previous studies. 

Furthermore, some genetically determined 
enzymes such as cytochrome P450 1A2 (CYP1A2) 
and N-acetyltransferase 2 (NAT2), which catalyze the 
metabolism of potential bladder carcinogens present 
in tobacco smoke, were measured on all participants. 
These laboratory measurements provided further clues 
to the link of the secondhand smoke to bladder cancer.

Statins Don't Protect Against Adenomas
Statins did not protect patients against colorectal 

adenomas, benign precursors of colorectal cancer, 
according to results of a secondary analysis of the 
Adenoma Prevention with Celecoxib trial. 

In a population at high-risk for developing these 
lesions, results of this analysis suggested statin use 
may increase the risk of developing benign colorectal 
tumors.

Researchers presented results of this analysis at 
the American Association for Cancer Research annual 
meeting.

“In this analysis, statins did not prevent the 
development of non-malignant colorectal tumors or 
colorectal adenomas,” said lead researcher Monica 
Bertagnolli, chief of the Division of Surgical Oncology 
at Brigham and Women’s Hospital and professor of 
surgery at Harvard Medical School. “Given our results, 
we do not think that it is reasonable to further study 
statins for chemoprevention of colorectal cancer, as the 
chance that they have this activity is very small.”

Statins are commonly used to prevent cardiovascular 
disease by lowering cholesterol levels. Previous studies 
have indicated that statins may also play a role in the 
prevention of colorectal cancer among patients who are 
at high risk for this cancer.

The goal of this study was to determine whether 
statin use was associated with the development of 
recurrent colorectal adenomas after removal by 
colonoscopy. 
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Cancer Screening:
Colorectal Cancer Screening 
Practices Need Improvement,
CDC Practice Study Finds

More than 75 percent of primary care physicians 
in the U.S. who order or perform the fecal occult blood 
test (FOBT) as a screening option for colorectal cancer 
perform an in-office test rather than relying on the home-
based test, even though the home-based test is more 
accurate, a study by the Centers for Disease Control 
and Prevention has found.

National guidelines recommend that FOBT testing 
be done with stool samples collected at home. Previous 
studies have shown that the in-office FOBT, in which 
a single stool sample is collected by a physician during 
a digital rectal examination, is ineffective because 
it misses 95 percent of cancers or polyps that may 
become cancer. The in-office test is not recommended 
for colorectal cancer screening.

The study is published online by the Journal of 
General Internal Medicine at http://www.springerlink.
com/content/p7q4n4114510574t/fulltext.pdf.

“Many primary care physicians  continue to use 
inappropriate FOBT methods to screen for colorectal 
cancer, thereby missing the potential to save lives,” said 
Marion Nadel, health scientist in CDC’s Division of 
Cancer Prevention and Control, and lead author of the 
study. “FOBT is an important option for screening, but 
it must be implemented correctly. People who choose 
FOBT for screening should use high-sensitivity home 
tests on an annual basis and be sure to follow-up on any 
positive result.”

Researchers analyzed data from the 2006-
2007 National Survey of Primary Care Physicians’ 
Recommendations and Practices for Cancer Screening 
conducted by the National Cancer Institute in 
collaboration with CDC and the Agency for Healthcare 
Research and Quality. The scientists looked at whether 
there has been improvement since 2000, when an earlier 
study revealed that many primary care physicians used 
inappropriate methods to implement FOBT.

The current survey included 1,134 primary care 
physicians who reported ordering or performing FOBT 
at least once per month. The researchers examined FOBT 
implementation practices and physicians’ beliefs about 
and use of the newer tests, the high-sensitivity guaiac-
based FOBT and the fecal immunochemical tests.  In 
the guaiac-based FOBT, the chemical guaiac is used to 
detect blood in the stool. In the fecal immunochemical 
tests, antibodies are used to detect blood in the stool.

Of the physicians who reported that they ordered 
or performed FOBT, 25 percent said they used in-office 
FOBT exclusively, and about 53 percent reported using 
both home and in-office tests. Also, 61 percent of 
primary care physicians used the standard guaiac-based 
FOBT, while use of the more sensitive guaiac-based test 
and the fecal immunochemical tests was significantly 
lower. The high-sensitivity tests are superior to the 
standard guaiac-based FOBT in detecting colorectal 
cancer and advanced lesions.

On a positive note, 93 percent of physicians 
reported using colonoscopy as a follow-up to a positive 
FOBT, as recommended in national guidelines.

Screening is recommended for adults aged 50 
years and older. Those with a family or personal history 
of colorectal polyps or cancer, or inflammatory bowel 
disease, should speak with their physicians about 
whether to begin screening at an earlier age. Annual 
FOBT is one of several screening options recommended 
by the U.S. Preventive Services Task Force and the joint 
guidelines issued by the American Cancer Society, the 
U.S.  Multi-Society Task Force on Colorectal Cancer, 
and the American College of Radiology. The other 
recommended screening tests are flexible sigmoidoscopy 
(every 5 years) and colonoscopy (every 10 years).

Recent reports show that most primary care 
physicians recommend FOBT, either alone or in addition 
to colonoscopy, to screen for colorectal cancer. FOBT is 
preferred by a significant number of adults. Moreover, 
it is relatively inexpensive and easily accessible, and 
often the only screening test available to people with 
insufficient insurance coverage or those who live in 
areas with limited high-quality endoscopic services.

The researchers said educational efforts are needed 
to inform physicians of the recommended practices 
for screening with FOBT and to raise awareness of 
the newer high-sensitivity stool tests. The authors also 
encourage efforts to promote provider tracking and 
reminder systems to enhance follow-up care.

Healthcare Utilization Figures
More Than Biology In Disparity

Higher rates of colorectal cancer incidence and 
mortality experienced by African-Americans may be 
driven largely by differences in health care utilization, 
and less by biology, according to a new study led by 
researchers from the National Cancer Institute.

In a study involving more than 60,000 people who 
were screened for colorectal cancer, researchers found 
that blacks and whites were equally likely to need a 

http://www.springerlink.com/content/p7q4n4114510574t/fulltext.pdf
http://www.springerlink.com/content/p7q4n4114510574t/fulltext.pdf
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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
ADVL0919 A Phase 1 Study of RO4929097, an 

Oral Small Molecule Inhibitor of Gamma-Secretase, 
in Children with Relapsed/Refractory Solid or CNS 
Tumors, Lymphoma, or T-Cell Leukemia, COG Phase 
1 Consortium. Daw, Najat C. (901) 595-2573.

PBTC-029 Phase 1 and Pharmacokinetic Study of 
AZD6244 for Recurrent or Refractory Pediatric Low 
Grade Glioma, Pediatric Brain Tumor Consortium. 
Banerjee, Anuradha (415) 476-3831.

 
Phase I/II

8348 Phase I/II Study of Cediranib and Olaparib 
in Combination for Treatment of Recurrent Papillary-
Serous Ovarian, Fallopian Tube, or Peritoneal Cancer 
or for Treatment of Recurrent Triple-Negative Breast 
Cancer, Dana-Farber Cancer Institute. Liu, Joyce Fu 
(617) 632-5269.

8602 A Phase 1/2 Study of PXD101 (Belinostat) 
in Combination with Cisplatin, Doxorubicin and 
Cyclophosphamide in the First Line Treatment of 
Advanced or Recurrent Thymic Malignancies, National 
Cancer Institute Medicine Branch. Giaccone, Giuseppe 
(301) 402-3415.

N093B Phase I/II Study of Panobinostat (LBH589) 

will also be evaluated to assist in understanding the 
specific activity of the therapeutic in this disease.  

The demonstration of tumor sensitization to 
brostallicin in the presence of BRCA1 suppression was 
completed in collaboration with Translational Genomics 
Research Institute and Systems Medicine, a wholly-
owned subsidiary of the Cell Therapeutics.

Phase III Lung and Pancreatic
Cancer Trials Are Stopped

Two phase III clinical trials were suspended last 
week after it was determined that they were unlikely to 
meet their primary endpoints.

The ATTRACT-1 trial was testing the drug 
ASA404 in patients with previously untreated, advanced 
non-small cell lung cancer. ASA404, also called 
vadimezan, is a new type of angiogenesis inhibitor  
known as a vascular disrupting agent. 

The trial was halted after a planned interim 
analysis showed “that continuation of the trial would be 
futile, as there is little or no prospect of demonstrating 
a survival benefit,” the drug’s manufacturer, Antisoma, 
explained in a statement.

Termination of the trial comes approximately 
two months after encouraging results from a phase II 
trial of ASA404 as a first-line treatment for advanced 
NSCLC were reported at a lung cancer conference in 
San Francisco. 

In the phase II trial, the combination of ASA404 
and chemotherapy nearly doubled median survival times 
compared with chemotherapy alone.

Also, GenVec announced the suspension of its 
phase III PACT trial, testing the drug TNFerade in 
patients with locally advanced pancreatic cancer. The 
trial was stopped after an interim data analysis showed 
that the trial “would not meet the goal of demonstrating 
persuasive evidence of clinical effectiveness that could 
form the basis for regulatory approval in the population 
chosen for study,” the company explained in a press 
statement.

TNFerade is a modified virus that carries the DNA 
for a protein known as tumor necrosis factor. The drug 
is injected directly into tumors. In 2005, the company 
reported promising results from a phase I/II study of 
the drug in patients with pancreatic cancer. Late last 
year, the FDA granted TNFerade “orphan drug” status, 
which is used to promote the development of drugs for 
relatively rare diseases or conditions for which there are 
limited treatment options.

follow-up colonoscopy after a screening sigmoidoscopy, 
but blacks were less likely to actually receive the 
follow-up. 

Lower rates of follow-up could lead to delayed 
diagnosis and treatment and higher mortality.  The 
results of this study were published online April 6 in 
the Journal of National Cancer Institute. 

“Our research suggests that the biology of 
colorectal cancer may not differ by race, at least in 
the early stages of tumor development,” said author 
Adeyinka  Laiyemo, from NCI’s Division of Cancer 
Prevention.  “Instead, health care utilization differences 
among races may play a more important role in 
colorectal cancer disparities.”

Clinical Trials:
Study To Test New Therapy
For Triple-Negative Disease
(Continued from page 1)

http://www.cancer.gov/clinicaltrials/NCT00662597
http://www.cancer.gov/ncicancerbulletin/012610/page6
http://www.cancer.gov/clinicaltrials/NCT00051467
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Placebo-Controlled, Double-Blind Study of Intravenous 
Calcium/Magnesium in Two Different Versions to 
Prevent Oxaliplatin-Induced Sensory Neurotoxicity, 
North Central Cancer Treatment Group. Loprinzi, 
Charles Lawrence (507) 284-1623. 

NCCTG-N08CB Phase III Randomized, Placebo-
Controlled, Double-Blind Study of Intravenous 
Calcium/Magnesium in Two Different Versions to 
Prevent Oxaliplatin-Induced Sensory Neurotoxicity, 
North Central Cancer Treatment Group. Loprinzi, 
Charles Lawrence (507) 284-1623. 

NCIC-MA.32 A Phase III Randomized Trial of 
Metformin Versus Placebo on Recurrence and Survival 
in Early Stage Breast Cancer, National Cancer Institute 
of Canada Clinical Trials Group Goodwin. Pamela Jean 
(416) 586-8605. 

NSABP-P-5 Statin Polyp Prevention Trial in 
Patients with Resected Colon Cancer, National Surgical 
Adjuvant Breast and Bowel Project. Boman, Bruce 
Millring (412) 330-4600. 

S0931 EVEREST: EVErolimus for Renal Cancer 
Ensuing Surgical Therapy, A Phase III Study, Southwest 
Oncology Group. Ryan, Christopher W. (503) 494-
8487.

 
Other

GOG-0247 Patient, Physician and Nurse Factors 
Associated with Entry Onto Clinical Trials and 
Completion of Treatment for Women with Primary or 
Recurrent Invasive Carcinoma of the Uterine Corpus 
or Uterine Cervix, All Stages, Gynecologic Oncology 
Group. Brooks, Sandra E. (502) 899-6840. 

MDA-2009-0237 Multi-Center, Prospective, 
Randomized, Double-Blinded, Controlled Clinical 
Trial to Evaluate the Safety and Effectiveness of an 
Antimicrobial Catheter Lock Solution in Maintaining 
Catheter Patency and Preventing Catheter Related 
Blood Stream Infections, M.D. Anderson Cancer Center. 
Chaftari, Patrick S. (713) 745-4516.

MDA-2009-0237 Multi-Center, Prospective, 
Randomized, Double-Blinded, Controlled Clinical 
Trial to Evaluate the Safety and Effectiveness of an 
Antimicrobial Catheter Lock Solution in Maintaining 
Catheter Patency and Preventing Catheter Related 
Blood Stream Infections, M.D. Anderson Cancer Center. 
Chaftari, Patrick S. (713) 745-4516. 

S9346A Germline Polymorphisms Associated 
with the PSA Response in Men with Metastatic Prostate 
Cancer Treated with Androgen Deprivation Therapy, 
Southwest Oncology Group. Cooney, Kathleen Ann 
(734) 764-2248.

and Letrozole in Patients with Triple Negative Metastatic 
Breast Cancer, 

North Central Cancer Treatment Group. Tan, 
Winston W. (507) 284-1159.

 
Phase II

CALGB-100601 Reduced-Intensity Allogeneic 
Hematopoietic Cell Transplantation as Second 
Transplantation for Patients with Disease Relapse or 
Myelodysplasia After Prior Autologous Transplantation, 
Cancer and Leukemia Group B. Bashey, Asad (404) 
255-1930.

CALGB-30901 Randomized Phase II Study 
of Maintenance Pemetrexed Versus Observation for 
Patients with Malignant Pleural Mesothelioma without 
Progression After First-Line Chemotherapy, Cancer 
and Leukemia Group B. Dudek, Arkadiusz Z. (612) 
624-0123.

CALGB-50801 Phase II Trial of Response-
Adapted Therapy Based on Positron Emission 
Tomography for Bulky Stage I and Stage II Classical 
Hodgkin Lymphoma, Cancer and Leukemia Group B. 
LaCasce, Ann Steward (617) 632-5959.

N1031 Randomized Phase II Study of Two Doses 
of Pixantrone in Patients with Metastatic Breast Cancer, 
North Central Cancer Treatment Group. Sideras, 
Kostandinos (507) 284-1159.

S0941 Phase II Study of Sorafenib and Erlotinib 
in Patients with Advanced Gallbladder Carcinoma or 
Cholangiocarcinoma, Southwest Oncology Group. El-
Khoueiry, Anthony (323) 865-3967.

SWOG-S0812 A Randomized Double-Blind 
Placebo-Controlled Biomarker Modulation Study of 
High Dose Vitamin D in Premenopausal Women at High 
Risk for Breast Cancer, Phase IIB, Southwest Oncology 
Group. Crew, Katherine D. (212) 305-1732.

WFU-08-08-09 A Randomized Phase II 
Dose Finding Study of ArginMax with or without 
Phosphodiesterase-5 Inhibitors for Its Effect on Erectile 
Function and Quality of Life in Survivors of Prostate 
Cancer Previously Treated with Radiotherapy, Wake 
Forest University Health Sciences. Urbanic, James John 
(336) 713-6542.

Phase III
ACNS0831 Phase III Randomized Trial of 

Post-Radiation Chemotherapy in Patients with Newly 
Diagnosed Ependymoma Ages 1 to 21 Years, Children’s 
Oncology Group. Smith, Amy Amundson (352) 273-
9070.

NCCTG-N08CB A Phase III Randomized, 


