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American Society of Hematology:
Study Finds Long-Term Remission In NHL
With Tositumomab, Iodine I 131 With CHOP

Herceptin With Chemo Increases Survival
In Early-Stage Breast Cancer, Study Finds

Pairing the targeted therapy Herceptin with chemotherapy in patients 
with early stage breast cancer significantly increases disease-free survival time 
in women who test positive for a genetic mutation that results in a particularly 
aggressive form of the disease, according to a large, international study.

The study also tested Herceptin with a chemotherapy combination that 
eliminated Adriamycin, an anthracycline commonly used to treat breast cancer 
but a drug that, when used with Herceptin, can result in heart damage. That 
regimen also significantly improves survival.

Conducted by the Breast Cancer International Research Group, this study 

The administration of Tositumomab (Bexxar, GlaxoSmithKline) and 
Iodine I 131 Tositumomab following chemotherapy has been shown to produce 
prolonged remission in a majority of patients with advanced follicular non-
Hodgkin’s lymphoma, according to long-term follow-up results of a study 
presented at the annual meeting of the American Society of Hematology 
earlier this month.

The phase II clinical trial assessed a two-part treatment consisting of 
CHOP chemotherapy (a combination-chemotherapy regimen) followed by 
the Tositumomab and Iodine I 131 therapeutic regimen. 

The treatment produced a five-year progression-free survival rate of 67 
percent and a five-year overall survival rate of 87 percent.

The new therapy pairs the targeting ability of a monoclonal antibody 
(Tositumomab) with the therapeutic potential of radiation (Iodine I 131). 
Combined, these components form a radiolabeled monoclonal antibody 
regimen that is able to bind to the target antigen CD20 found on B-cells, 
including normal cells and those that are cancerous in non-Hodgkin’s 
lymphoma, thereby delivering the dose of radiation.

“The response rates demonstrated in this study and the significant time 
during which the disease did not progress are impressive,” said lead author 
Oliver Press, member of the Fred Hutchinson Cancer Research Center and 
professor of medicine at the University of Washington.

The study was conducted at 34 institutions in the Southwest Oncology 
Group. Ninety patients with advanced-stage non-Hodgkin’s lymphoma who 
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Of Herceptin In Early Disease
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is the fourth large clinical trial to show that Herceptin 
plus chemotherapy significantly reduces risk of disease 
recurrence in early breast cancer. 

Results were presented earlier this month at the 
San Antonio Breast Cancer Symposium by Dennis 
Slamon, co-chairman of BCIRG, director of Clinical/
Translational Research at the Jonsson Cancer Center 
at University of California, Los Angeles, and the 
scientist whose laboratory and clinical research laid the 
groundwork for the development of Herceptin.

“The chemotherapy combinations we tested with 
Herceptin proved to be superior to the best available 
standard therapy for early breast cancer,” said Slamon, 
principal investigator for the BCIRG study. “This further 
illustrates the promise of targeted therapies and moves us 
closer to our goal of minimizing the toxicity of therapy 
while maximizing efficacy.”

Herceptin is effective in women with HER-2 
positive breast cancer, about one in four diagnosed with 
the disease every year. HER-2 positive breast cancer 
patients have a particularly aggressive form of the 
disease, a poorer prognosis and shorter survival times, 
said Slamon, who discovered the link between HER-2 
positivity and aggressive breast cancer in 1987.

The study enrolled 3,222 women from all over the 
world with early stage HER-2 positive breast cancer 
between March 2001 and February 2004. Patients 

received one of three regimens:
—The standard therapy of Adriamycin and 

Carboplatin followed by Taxotere (ACT).
—An experimental regimen of Adriamycin and 

Carboplatin followed by Taxotere and one year of 
Herceptin (ACTH).

—An experimental regimen of Taxotere and 
Carboplatin with one year of Herceptin (TCH).

Reduction in risk of disease recurrence, the study’s 
primary endpoint, was 51 percent in the ACTH study 
arm and 39 percent in the TCH arm.

“This is very promising news for the 250,000 
women worldwide, including 50,000 in the United 
States, who will be diagnosed every year with this 
aggressive breast cancer,” Slamon said.

The BCIRG study also resulted in two other 
important findings. Researchers knew that giving 
Herceptin with Adriamycin resulted in heart damage in 
some patients, the most severe of which was congestive 
heart failure. It was theorized, however, that this damage 
was not long lasting. The BCIRG study showed the 
cardiac toxicity was significant and still persisted for 
more than 18 months at the date of the last follow up, 
Slamon said. 

Of the 3,222 patients in the study, 306 experienced 
a greater than 10 percent loss of heart function. Of those, 
91 patients (9 percent) were enrolled in the ACT study 
arm; 82 patients (8 percent) were in the TCH arm; and 
180 patients (17.3 percent) were in the ACTH arm, 
which paired Adriamycin with Herceptin.

“We’ve always known that the major safety 
problem with Herceptin has been cardiac toxicity when 
it is used with Adriamycin,” Slamon said. “When breast 
cancer patients lose their hair, it grows back. When we 
suppress their bone marrow, that comes back, too. Heart 
failure, however, is a much larger problem, especially 
if it does not improve over time.”

However, Herceptin given with the chemotherapy 
combination that eliminates Adriamycin is still 
significantly superior to the best available chemotherapy 
alone, reducing risk of relapse by 39 percent. 

The study’s other important finding is that a subset 
of HER-2 positive patients—about 35 percent—also 
have amplification of a gene called topo II, which 
makes them more likely to respond to Adriamycin. 
As Herceptin targets HER-2, Adriamycin targets topo 
II. Patients who test positive for amplification of both 
HER-2 and topo II might opt for the drug regimen with 
Adriamycin, risking heart damage in exchange for a 
better response to therapy.

Slamon said a test that indicates both HER-2 and 
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topo II amplification is being developed so doctors will 
better be able to tell which patients should be on which 
drug regimen.

“Women will have the information they need to 
decide if the risk is worth the benefit,” Slamon said.

At UCLA’s Jonsson Cancer Center, doctors are 
testing Herceptin in combination with other targeted 
therapies such as the angiogenesis inhibitor Avastin. 
That, Slamon said, may be the future of breast cancer 
therapy—the elimination of chemotherapy.

“In the future, we’re likely to come up with 
therapies that are very much improved over what we 
have now and offer maximum efficacy with little or no 
toxicity,” Slamon said.

Two Breast Cancer Treatments
Show Similar Benefit In Trial

Results from a clinical trial comparing the 
effectiveness of the drugs paclitaxel and docetaxel, 
delivered over two different dosing schedules, showed 
that both drugs—regardless of the dosing schedule tested 
in this trial—provided similar benefits for women with 
stage II or III, operable breast cancer.

However, more women treated with docetaxel 
than with paclitaxel experienced serious side effects 
from their treatment.

The phase III randomized trial was led by the 
Eastern Cooperative Oncology Group in collaboration 
with the Cancer and Leukemia Group B, North Central 
Cancer Treatment Group, and the Southwest Oncology 
Group. The results were presented at the San Antonio 
Breast Cancer Symposium last month.

Paclitaxel and docetaxel are approved for the 
treatment of patients with breast cancer that has spread to 
the lymph nodes. Although these drugs have been shown 
to be beneficial in treating breast cancer, this is the first 
time they have been directly compared and the first 
time that a weekly dosing schedule has been compared 
with a standard every three-week dosing schedule in the 
treatment of early-stage breast cancer.

“Although both drugs are used as adjuvant breast 
cancer treatments, which taxane and which schedule 
are most effective has been a question for many years,” 
said JoAnne Zujewski, who oversees breast cancer 
trials for NCI’s Cancer Therapy Evaluation Program. 
“Now doctors and patients will be able to consider side 
effects, convenience, and cost in determining taxane 
treatment without concern that effectiveness will be 
compromised.”

A total of 4,988 women were enrolled in the trial 
between 1999 and 2002. All of the women had axillary 

lymph node positive or high-risk node-negative breast 
cancer. All were first treated with doxorubicin and 
cyclophosphamide (AC). Then patients were randomly 
assigned to groups that received either paclitaxel or 
docetaxel, administered weekly for 12 weeks or every 
third week over a 12-week period. The women were 
followed for a median time of about four years. 

The investigators observed 856 disease-free 
survival events across all regimens. Disease-free 
survival is the time during which no cancer is found. In 
contrast, disease-free survival events have a different 
meaning. They are defined as a recurrence of breast 
cancer, a new second primary breast cancer in the 
opposite breast, or death without evidence of recurrent 
breast cancer. The vast majority of women (83 percent) 
remain event-free at this time.

This trial also compared the efficacy of different 
taxane treatment schedules, using paclitaxel given 
every three weeks as the current standard of care. In 
this secondary analysis, there was a trend toward fewer 
disease-survival events among women who received 
weekly paclitaxel treatments compared with paclitaxel 
given every three weeks.

“Previous studies in patients where cancer had 
spread to other parts of the body have shown that 
docetaxel is more effective than paclitaxel when given 
every 3 weeks, and that paclitaxel is more effective 
if given weekly rather than every three weeks,” said 
Joseph Sparano, professor of medicine at Albert 
Einstein College of Medicine, and director of the Breast 
Evaluation Center at the Montefiore-Einstein Cancer 
Center, and clinical trial leader. “This study addressed 
a question that many medical oncologists have had 
for some time about whether this would translate into 
improved success rates for patients with stage II and 
III disease. At this time, this does not appear to be the 
case, but further followup will be required to confirm 
our initial findings.”

Pilot Study Tests Novel
“Metronomic” Delivery

Chemotherapy given in low, frequent doses—a 
novel strategy called metronomic delivery—achieved 
partial shrinkage of disease in some advanced breast 
cancer patients when given concurrently with an 
angiogenesis inhibitor, report researchers from Dana-
Farber Cancer Institute.

In a pilot study of 55 patients, the combination of 
low-dose chemotherapy and the anti-VEGF antibody, 
bevacizumab (Avastin, Genentech) delayed breast 
cancer progression by an average of five and a half 
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had not been previously treated for the disease took 
part in the study.

The combination of CHOP followed by 
Tositumomab and Iodine I 131 also produced a 

ASH Annual Meeting:
SWOG Opens Phase III Trial
Of Bexxar vs. Rituximab
(Continued from page 1)

months, compared to two months with the low-dose 
chemotherapy alone, said Harold Burstein, a medical 
oncologist at Dana-Farber. He presented the results at 
the San Antonio Breast Cancer Symposium earlier this 
month.

“We think this is a combination worth pursuing and 
are exploring this treatment concept further in a phase 
II study, which extends these treatments into early stage 
breast cancer therapy,” Burstein said.

The study is one of the first rigorous tests of a 
treatment strategy that was proposed several years ago 
as a means of improving the results of chemotherapy 
for breast cancer, said Burstein.

Historically, high doses of chemotherapy are 
given at intervals of two to three weeks, with time off 
to recover from side effects. Researchers have suggested 
that this rest period also allows the blood vessels feeding 
the tumor to re-form after having been destroyed by  
chemotherapy. They proposed giving smaller, almost 
constant doses of the drug to hamper angiogenesis. 

In the Dana-Farber study, cyclophosphamide and 
methotrexate were given in a metronomic regimen to 
21 patients with advanced, metastatic breast cancer. 
In another 34 patients, the chemotherapy was paired 
with the angiogenesis inhibitor bevacizumab, given 
intravenously every 14 days. None of the patients had 
been previously heavily treated for their cancer.

The metronomic-alone therapy led to two partial 
responses (10 percent of the patients), while in another 
eight patients the cancer remained stable. Results seemed 
better in the combination group, in which 10 patients 
(29 percent) had partial responses, while 14 (41 percent) 
experienced stable disease. There were side effects in 
both groups, including fatigue, but Burstein said the 
therapies were generally well tolerated and lacked the 
major side effects of traditional chemotherapy such as 
gastrointestinal and hair loss.

The researchers concluded that the metronomic 
therapy by itself had limited clinical activity, but the 
activity seen when the antiangiogenesis drug was added 
suggests further investigation of is warranted.

complete response rate (complete elimination of signs 
and symptoms of lymphoma) of 69 percent. 

“These clinical results are very positive compared 
to other SWOG investigations of CHOP alone for 
follicular lymphoma,” said Laurence Baker, chairman 
of the Southwest Oncology Group. 

In this analysis, the four-year progression-free 
and overall survival results observed with the historical 
control arm of CHOP alone were 46 percent and 69 
percent, respectively.

There were no treatment-related deaths. Of the 89 
patients able to be evaluated for CHOP toxicities, 39 
percent had at worst Grade 4 events and 35 percent had 
at worst Grade 3 events, primarily neutropenia.

Of 81 patients evaluable for toxicities from the 
Tositumomab and Iodine I 131 regimen, 12 percent had 
at worst Grade 4 toxicities and 35 percent had at worst 
Grade 3 toxicities, primarily leukopenia, neutropenia 
and thrombocytopenia. 

Grade 3-4 non-hematologic toxicities were 
uncommon.

The study called for administering CHOP 
chemotherapy on 21-day intervals for six cycles. Patients 
were eligible for the Tositumomab and Iodine I 131 
treatment if their follicular non-Hodgkin’s lymphoma 
showed at least a partial response four to eight weeks 
after the completion of CHOP therapy. 

The combination of Tositumomab and Iodine I 131 
was given in a single, short course of treatment, which 
was individualized for each patient. 

The Tositumomab and Iodine I 131 treatment was 
performed in four visits over seven to 14 days. 

Based on the encouraging results of this phase 
II study, SWOG is leading an intergroup phase III 
randomized clinical study for patients with advanced 
follicular non-Hodgkins lymphoma. 

The study is comparing CHOP plus Tositumomab 
and Iodine I 131 to CHOP plus the monoclonal antibody 
Rituximab. 

The CHOP-only arm of the study was closed 
Dec. 15, based on wide adoption of monoclonal 
antibody therapy. Cancer and Leukemia Group B is also 
participating in this study. 

The study, S0016, is open to patients who 
have never been treated for follicular non-Hodgkins 
lymphoma and whose disease expresses the CD20 
antigen.

For more information about this clinical trial and 
its eligibility criteria, contact the Southwest Oncology 
Group by email at protocols@swog.org or phone 210-
677-8808.

mailto:protocols@swog.org
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2005 Year In Review:
ASCO Lists Top 11 Advances
In Clinical Cancer Research

The American Society of Clinical Oncology 
released “Clinical Cancer Advances 2005: Major 
Research Advances in Treatment, Prevention, and 
Screening,” an annual report identifying the most 
significant clinical cancer research of the past year. 

The report identifies 11 study areas as “major 
advances” in patient care, and other notable advances 
in prevention, access to high-quality cancer care, and 
cancer survivorship. 

“This report demonstrates the important progress 
being made in all areas of clinical cancer research,” 
said ASCO President Sandra Horning, professor of 
medicine at Stanford University School of Medicine. 
“The message is one of hope. The advances identified 
by this report underscore the essential role of cancer 
research in finding solutions for a disease that strikes 
1.4 million people in the United States each year.”

Top 11 Advances In 2005
Following is a summary of the report’s top 11 

advances:
—Trastuzumab (Herceptin) reduces recurrence of 

HER-2-positive early-stage breast cancer by half.  Two 
large clinical trials showed for the first time that adding 
trastuzumab to standard chemotherapy reduced the risk 
of recurrence by half and the risk of death by one-third 
for women whose early-stage breast cancers contained 
excessive amounts of the HER-2 protein, compared with 
standard chemotherapy alone. Women whose breast 
cancer expresses the HER-2 protein make up 25% to 
30% of breast cancer patients, and their cancers are 
particularly difficult to treat.

—Chemotherapy after surgery increases lung 
cancer survival. A large study resolved the debate over 
the benefit of adjuvant chemotherapy in early-stage 
non-small cell lung cancer, showing that adjuvant 
chemotherapy reduced risk of recurrence by 40%, and 
resulted in significantly higher five-year survival rates 
compared with surgery alone. 

—Chemotherapy after surgery reduces risk 
of colorectal cancer recurrence. Two large studies 
conclusively demonstrated the value of adjuvant 
chemotherapy that includes the drug oxaliplatin for 
patients with early-stage colon cancer, showing that the 
regimen reduced risk of recurrence by 21% to 24%.

—Bevacizumab (Avastin) improves lung cancer 
survival. A large trial demonstrated that bevacizumab, 

an angiogenesis inhibitor that starves tumors of the 
blood supply they need to grow, in combination with 
chemotherapy can significantly extend survival in 
patients with advanced lung cancer. It is the first study 
to show that adding a targeted agent to chemotherapy 
increases survival for patients with advanced non-small-
cell lung cancer.

—Bevacizumab improves colorectal cancer 
survival. A large study of patients with advanced 
colorectal cancer found that combining bevacizumab 
with chemotherapy containing the drug oxaliplatin 
significantly improved overall survival.

—Vaccines are effective in preventing HPV 
infection. Three studies showed that two different HPV 
vaccines were effective at preventing 90% to 100% of 
infections with human papillomavirus, the virus linked 
to cervical cancer.

—A new treatment for myelodysplastic syndrome 
(MDS) reduces genetic abnormalities and the need for 
blood transfusions. The drug lenalidomide (RevLimid) 
reduced the need for blood transfusions in patients with 
MDS, a disorder of blood-forming cells that can lead to 
leukemia. Three-quarters of those who responded had 
fewer marrow cells with a specific genetic abnormality, 
and more than half had no evidence of the abnormality 
at all.

—Chemotherapy improves survival for patients 
with stomach cancer. A large study provided the first 
evidence that chemotherapy given before surgery to 
shrink the tumor can increase survival for patients with 
stomach cancer.

—The first effective drug for a highly resistant 
form of brain tumor called glioblastoma. Two studies 
showed for the first time that chemotherapy, using 
the drug temozolomide, can help some patients with 
glioblastoma live longer.

—New data released on the increase of melanoma 
and other skin cancers among young people. In an 
important epidemiologic finding, several studies showed 
a significant increase in skin cancer rates, including 
both melanoma and nonmelanoma skin cancers, among 
children and young adults in the U.S.

—Many childhood cancer survivors have 
significant health problems as adults. A major study 
gave the first estimate of the frequency and severity of 
long-term health problems among adult survivors of 
childhood cancer.

Roy Herbst, chief of thoracic oncology at M.D. 
Anderson Cancer Center, and Robert Mayer, director of 
the Center for Gastrointestinal Oncology at the Dana-
Farber Cancer Institute, edited the report.
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Clinical Trials:
Minority Trial Participation
A Matter of Access, Study Says

New findings by researchers at the National 
Institutes of Health show that minorities participate in 
health research studies at the same rate as non-Hispanic 
whites when they are made aware of the study and meet 
the medical requirements. 

The findings counter the widely held notion that 
minorities are less willing to participate and lead the 
researchers to suggest that minority involvement is more 
a matter of access than attitude. 

The study was led by researchers in the Department 
of Clinical Bioethics at the National Institutes of Health 
Clinical Center, the hospital at NIH. The work is 
published online Dec. 6, in the medical journal PLoS 
Medicine, published by the Public Library of Science. 

“In order to improve the health of our population, 
we must make health research accessible to all groups,” 
said NIH Deputy Director Raynard Kington, one of the 
report’s authors. “This NIH-supported study is a good 
example of research on how we do our research that 
can help us in making sure we have the best scientific 
knowledge base possible for eliminating health 
disparities.” 

According to the study, it is widely claimed that 
racial and ethnic minorities are less willing to participate 

Cancer Prevention:
Youth Smoking Linked
To Exposure In Movies  

Adolescents who see smoking depicted in movies 
are more likely to try smoking, according to a study 
funded by NCI. 

The study was published in the November issue 
of the journal Pediatrics.  

James Sargent, of Dartmouth-Hitchcock Medical 
Center, and colleagues are the first to use a nationally 
representative sample of youth in the U.S. to examine 
the influence of adolescents’ exposure to movie smoking 
on their smoking behavior.  

Prior research has established that social influences, 
such as family and peer smoking and tobacco advertising, 
are important determinants of smoking in adolescents. 
More recently, research has focused on the impact of 
smoking in entertainment—including the effect of 
celebrities who smoke—on youth smoking.  

Sargent and his team studied adolescents ages 10 
to 14 and found that youth had a higher risk of smoking 
initiation as their exposure to movie smoking increased, 
with those youth most exposed to movie smoking being 
most at risk. 

Adolescents with the greatest exposure to movie 
smoking were 2.6 times more likely to try smoking than 
their peers in the least exposed group, after controlling 
for other factors. The increased risk of smoking initiation 
associated with exposure to smoking in the movies was 
similar to that of other well-known risk factors, such as 
having a parent or sibling who smokes. This increased 
risk was seen across youth of all racial and ethnic groups, 
in all geographic regions of the country. 

“This study highlights the significant association 
between smoking in the movies and youth smoking,” 
said Cathy Backinger, acting chief of NCI’s Tobacco 
Control Research Branch. “The study reaffirms the 
need to continue to address the full range of influences 
on adolescent smoking.”

For this research, Sargent and colleagues first 
analyzed the amount of smoking depicted in the 500 
most popular movies released between 1998 and 2002, 
as well as 32 high-grossing movies released in the first 
four months of 2003. A “smoking occurrence” was noted 
when tobacco use was depicted, either by a major or 
minor character or in the background. By this standard, 
smoking occurred in 74 percent of the movies studied.  

Researchers then conducted a random telephone 
survey of 6,522 U.S. adolescents ages 10 to 14.  
Participants were asked whether they had seen a 

random selection of 50 of the 532 analyzed films. The 
study participants were asked, “Have you ever tried 
smoking a cigarette, even just a puff?” and those who 
answered “yes” were classified as having tried smoking. 
The participants reported having seen an average 
of 13 movies, leading to an average exposure to 61 
smoking occurrences. Exposure to smoking in movies 
was significantly higher among Hispanic and black 
adolescents than among whites.

“Our findings indicate that all U.S. adolescents, 
regardless of race or place of residence, have a higher 
risk of trying smoking as their exposure to movie 
smoking increases,” said Sargent.

Sargent suggests various approaches to curbing 
adolescent exposure to movie smoking, including 
persuading the movie industry to voluntarily reduce 
depictions of smoking and cigarette brands; incorporating 
smoking into the movie ratings system to make parents 
aware of the risks a movie with smoking poses to the 
adolescent viewer; and encouraging parents to enforce 
restrictions on youths’ viewing of R-rated movies, which 
contain the highest amounts of smoking.



The Clinical Cancer Letter
Vol. 28 No. 12 n Page 7

Pancreatic Cancer:
Pancreatic Cancer Treatment
Shows Postive Early Results 

Early results of a treatment vaccine for pancreatic 
cancer demonstrated 88 percent survival after one year 
and 76 percent survival after two years in a study of 
60 patients, Johns Hopkins Kimmel Cancer Center 
researchers said. 

“Even though our results are preliminary, the 
survival rates are an improvement over most published 
results of pancreatic cancer treatment studies,” said 
Daniel Laheru, assistant professor at the Johns Hopkins 
Kimmel Cancer Center. 

Laheru presented the findings at a joint meeting of 
the American Association for Cancer Research/National 
Cancer Institute/European Organization for Research 
and Treatment of Cancer in Philadelphia last month.

The study combined an immune-boosting 
vaccine with surgery and conventional postoperative 
chemotherapy and radiation. The vaccine, originally 
developed at Johns Hopkins, uses irradiated pancreatic 
cancer cells incapable of growing, but genetically altered 
to secrete GM-CSF. 

The molecule acts as a lure to attract immune 
system cells to the site of the tumor vaccine where they 
encounter antigens on the surface of the irradiated cells. 
Then, these newly armed immune cells patrol the rest 
of the patient’s body to destroy remaining circulating 
pancreatic cancer cells with the same antigen profile.

Patients get one vaccine injection eight to 10 weeks 
after surgery, then four booster shots after chemotherapy 
and radiation. Laheru and his team completed enrolling 
patients in the study this past January. The average 
follow-up time is 32 months.

“It is important that we continue to follow these 
patients to know how the treatment will work in the 
long-term,” said Elizabeth Jaffee, the Dana and Albert 
“Cubby” Broccoli Professor in Oncology and Pathology. 
“We’re hopeful that these early results will hold true.”

Jaffee and Laheru hope to begin multi-institutional 
studies in about a year.  They are working with Hopkins 
pathologists from the Sol Goldman Pancreatic Cancer 
Research Center to analyze proteins from pancreatic 
cancer cells that may help them refine the vaccine’s 
targets. 

The treatment is being developed under a licensing 
agreement between the Johns Hopkins University and 
Cell Genesys Inc. The university is entitled to a share of 
royalty received by the university on sales of technology 
used in the study.

in health research, and many people attribute it to a 
distrust traced to past research abuses., the most notable 
being the 1932-1972 Tuskegee syphilis study. In that 
study, which was funded by the Public Health Service, 
hundreds of poor African American men in Alabama 
were followed for decades without being told they had 
syphilis and were prevented from getting penicillin to 
treat their syphilis. 

But the data from this new study finds that when 
minorities are given the opportunity to participate in 
health research, they do so at the same rate as non-
Hispanic whites. 

“The big take home message here is that the main 
barrier probably is not the attitudes of African Americans 
and other minorities,” Ezekiel Emanuel, chairman of 
the Department of Clinical Bioethics and an author 
of the report. “The main barrier is access, knowledge 
that these studies exist, eligibility criteria that ensure 
minorities can participate, and overcoming logistical 
barriers,” such as the location of the study or the need 
for child care. 

The research team did a comprehensive search of 
the medical literature to identify published trials that 
reported consent rates by race and/or ethnicity. The team 
identified and reviewed 20 studies that involved more 
than 70,000 patients. Most of studies were conducted 
in the U.S. and most of participants from minority 
groups were African Americans or Hispanics. Given 
that research was based on the enrollment decisions of 
more than 70,000 people over two decades in a variety 
of different types of research studies, from epidemiology 
to drug to surgical studies, the authors say they believe 
their findings are robust. 

The researchers found only small differences in 
the willingness of minorities to participate compared 
to non-Hispanic whites. But the researchers found 
big differences when it came to who was asked to 
participate. In seven of the 17 clinical and surgical 
intervention studies, enrollment was discussed with 
relatively few people from minority groups. 

The authors say efforts to increase minority 
enrollment in trials should focus on improving access 
rather than changing minority attitudes. The researchers 
offer a number of suggestions. They include: informing 
minority groups about specific trials; choosing study 
sites that minorities can easily access; partnering 
with community health clinics and other sites where a 
substantial number of minorities receive medical care; 
addressing logistics that could undermine minority 
participation such as the need for child care and 
reimbursement for travel expenses. 
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NCI-Approved Clinical Trials
The National Cancer Institute’s Cancer Therapy 

Program approved the following clinical research 
studies last month. For further information about a study, 
contact the principal investigator listed.

Phase I
Phase I Study of the Raf Kinase/VEGFR 

Inhibitor BAY 43-9006 in Combination with the 
Proteasome Inhibitor PS-341 in Patients with Advanced 
Malignancies. Mayo Clinic Rochester, protocol 7082, 
Adjei Alex, phone 507-538-0548.

Phase II 
Phase II Study of BAY 43-9006 in Relapsed 

Chronic Lymphocytic Leukemia. University of Chicago, 
protocol 7072, John Godwin, phone 708-327-3180.

Phase 2 Study of AZD2171 in Patients with 
Advanced Refractory Renal Cell Carcinoma. University 

of Chicago, protocol 7111, Desai Apurva, phone 773-
834-0737.

Phase II Trial of Bevacizumab to Prevent or 
Delay Disease Progression in Patients with Relapsed/
Refractory Chronic Lymphocytic Leukemia. Mayo 
Clinic Rochester, protocol 7211, Niel Kay, phone 507-
284-2511.

Phase II Study of PXD101 in Platinum Resistant 
Epithelial Ovarian Tumors and Micropapillary/
Borderline Tumors, Princess Margaret Hospital Phase 
II Ovarian Consortium, protocol 7267, Amit Oza, phone 
416-946-2818.

Phase II Study of Sorafenib (BAY43-9006) in 
Metastatic Renal Cell Cancer to the Brain, University 
of Chicago, protocol 7296, Walter Stadler, phone 773-
702-4150.

Phase II Study Using a Peptide Vaccine with 
or without Aldesleukin Following Lymphodepleting 
Chemotherapy and Reinfusion of Autologous 
Lymphocytes Depleted of T Regulatory Lymphocytes 
in Metastatic Melanoma. NCI Surgery Branch, protocol 
7547, Steben Rosenberg, phone 301-496-4164.

Intergroup Randomized Phase II Study of 
Bevacizumab or Cetuximab in Combination with 
Gemcitabine and in Combination with Chemoradiation 
(Capecitabine and Radiation) in Patients with 
Completely-Resected Pancreatic Carcinoma. Eastern 
Cooperative Oncology Group, protocol E2204, Jordan 
Berlin, phone 615- 322-4967.

Phase III
Phase III Study for the Treatment of Children 

and Adolescents with Newly Diagnosed Low Risk 
Hodgkin Disease. Children’s Oncology Group, protocol 
AHOD0431, Frank Keller, phone 304-293-1217.

Other
Survey of Disease and Treatment-Related 

Symptoms in Patients with Invasive Cancer: Prevalence, 
Severity and Treatment. Eastern Cooperative Oncology 
Group, protocol E2Z02, Michael Fisch, phone 804-
982-4195.

Pilot
Thyroid Function & Breast Cancer: A Pilot Study 

to Estimate the Prevalence of Thyroid Dysfunction 
in Women Diagnosed with Breast Cancer and the 
Magnitude of Change in Thyroid Function Post-
chemotherapy. Moffitt Cancer Center and Research 
Institute, protocol HLMCC 05-02, Nagi Kumar, phone 
813-632-1300.

FDA Approval:
FDA Approves Arranon
For Leukemia And Lymphoma

The U.S. Food and Drug Administration approved 
Arranon (nelarabine, GlaxoSmithKline) for marketing to 
treat adults and children with T-cell acute lymphoblastic 
leukemia and T-cell lymphoblastic lymphoma, whose 
disease has not responded to or has relapsed following 
at least two chemotherapy regimens. Arranon is the first 
drug to treat this limited population of patients.

Arranon was approved under FDA’s accelerated 
approval program, which allows FDA to approve 
products for cancer and other serious or life-threatening 
diseases based on early evidence of a product’s 
effectiveness. The evidence consisted of complete 
disappearance of cancer cells in some patients, although 
in most cases the cancer later returned. In those patients 
who responded to Arranon, the disappearance of cancer 
cells was sometimes accompanied by return of normal 
blood cell counts. Arranon also received Orphan Drug 
Designation, which is granted to products that treat rare 
diseases .

Safety and efficacy were demonstrated in two 
clinical studies, one conducted in children and the other 
in adults, with relapsed or refractory T-ALL/T-LBL. 
Among the 39 pediatric patients treated, 23 percent 
had a complete disappearance of their cancer lasting  
from 3.3 to 9.3 weeks. Of the 28 adult patients treated, 
the rate of complete disappearance was 21 percent and 
lasted from 4 to more than 195 weeks.
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A Notch-Signaling Pathway Inhibitor in Patients with T-cell Acute Lymphoblastic
Leukemia/Lymphoma (T-ALL)

An investigational study for children, adolescents and adults with relapsed and refractory T-cell acute 
lymphoblastic leukemia/lymphoma is now accruing patients at various centers around the country.

This study’s goal is to evaluate the safety and tolerability of a Notch inhibitor as a rational molecular
therapeutic target in T-ALL, potentially uncovering a novel treatment for these cancer patients. 

Eligibility criteria and treatment schema for the study include:

Notch-Signaling Pathway Inhibitor in Patients with T-ALL

Eligibility Criteria Patient must be = 12 months with a diagnosis of T-cell acute lymphoblastic
leukemia/lymphoma AND must also have: 

� Relapsed T-ALL
� T-ALL refractory to standard therapy 
� Not be a candidate for myelosuppressive chemotherapy due to age or comorbid 

disease
ECOG performance status =2 for patients >16 years of age OR Lanksy performance level 
>50 for patients 12 months to =16 years of age
Fully recovered from any chemotherapy and >2 weeks from radiotherapy, immunotherapy, 
or systemic steroid therapy with the exception of hydroxyurea or intrathecal therapy 
Patient must be >2 months following bone marrow or peripheral blood stem cell 
transplantation
No treatment with any investigational therapy during the preceding 30 days
No active or uncontrolled infection 
Patients must have adequate renal and hepatic function

Treatment Plan Open label and non-randomized, this study is conducted in two parts. Part I is an accelerated 
dose escalation to determine the maximum tolerated dose (MTD), and Part II is a cohort 
expansion at or below the MTD.  MK-0752 will be administered orally.  Plasma 
concentrations will be measured at defined time intervals.

For information regarding centers currently open for enrollment, please contact 1-888-577-8839.


