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Clinical Trials:

New Agents, New Approaches Benefit

Treatment Of Advanced Lung Cancer

By Lawrence M. Prescott
Newly discovered agents and chemotherapeutic combinations, as

well as a novel multidisciplinary approach appear to offer significant benefit
in the treatment of patients with advanced lung cancer, according to
investigators at the annual meeting of the American Society of Clinical
Oncology.

Below are highlights of some of these studies.

Three-Pronged Treatment for Locally Advanced NSCLC
Results from a phase III clinical trial demonstrate that a three-

pronged treatment approach integrating surgery with concurrent
chemotherapy and radiation reduces cancer recurrence and extends
cancer-free survival significantly better than a regimen of only
chemotherapy and radiotherapy in patients with locally advanced non-
small cell lung cancer that has spread to surrounding lymph nodes, said
Kathy Albain, professor of medicine, division of hematology/oncology,
Cardinal Bernardin Cancer Center, Stritch School of Medicine of Loyola
University of Chicago.

“We now have two options to offer patients with stage III N2 disease
that offer a better chance for survival than older regimens, both of which
are feasible,” Albain said.

This study involved 411 patients with NCSLC stage IIA (pN2) that
had spread to the mediastial lymph nodes.  Patients were enrolled into the

Two New Therapies For Metastatic Cancer

Highlighted At AACR Annual Meeting

Two new therapies for metastatic cancer are showing significant
clinical activity, according to research presented at the annual meeting of
the American Association for Cancer Research, held in Washington, D.C.,
last month.

The studies examined the potential anti-tumor benefits of a
combination therapy for colorectal cancer and a multi-targeted oral therapy
for imatinib-resistant gastrointestinal stromal tumors.

“We are encouraged by the favorable results from such novel therapy
methods,” said Judah Folkman, of the Children’s Hospital and Harvard
Medical School. “The Avastin clinical trial establishes proof of principle
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and validates the concept that inhibiting angiogenesis
can slow or stop tumor growth and help patients live
longer.”

Phase III Trial Bevacizumab
The addition of the anti-angiogenesis agent

bevacizumab (Avastin) to f irst-line combination
chemotherapy with two commonly used treatments
for advanced colorectal cancer is safe and effective,
according to a study presented by researchers at Duke
Comprehensive Cancer Center.

Bevacizumab is a recombinant, humanized
monoclonal antibody directed against vascular
endothelial growth factor (VEGF).  The monoclonal
antibody was given in addition to the standard
combination chemotherapy regimen known as “IFL”
(irinotecan, 5-fluorouracil, leucovorin).

“We feel confident that this novel combination
will be beneficial for patients with colorectal cancer,”
said Herbert Hurwitz, assistant professor of medicine,
Duke Comprehensive Cancer Center, and lead
investigator of the study. “Continued research is
needed to determine whether the benefits of
bevacizumab seen in this study will apply to other
cancers, and when bevacizumab is combined with
other chemotherapy regimens.”

The three-arm, phase III, double-blinded trial
was designed to investigate the efficacy and safety
of bevacizumab (BV) in combination with either 5-
FU and leucovorin, or bolus-IFL versus bolus-IFL with
placebo. Results were positive with the addition of
bevacizumab, demonstrating increased median
survival, progression-free survival, response rate and
duration of response as compared with standard
chemotherapy alone.

The three study arms were: IFL/placebo (101
patients), IFL/BV (103 patients), or FU/LV/BV (110
patients).

After about 110 patients were enrolled in the
trial, enrollment in arm three was discontinued when
members of the independent data monitoring
committee determined the safety of IFL/BV was
acceptable.

The study found the IFL/BV combination
therapy was most effective, with a median survival
of 20.5 months (versus 18.3 months for FU/LV/BV
and 15.1 for IFL/placebo). The combination also
resulted in the longest progression-free survival at
10.9 months (versus 8.8 months and 6.7 months IFL/
placebo), the highest objective response rate
(confirmed and partial responses) at 45.6 percent
(versus 40 percent and 36.6 percent) and the best
duration of response, at 11.7 months (versus 8.5
months and 7.2 months).

The combination of FU/LV/BV was associated
with expected chemotherapy related side effects. The
most notable bevacizumab related side effect was
hypertension, which was easily managed with routine
outpatient blood pressure medications.

Results of the addition of bevacizumab to bolus-
IFL chemotherapy, which were presented at the
annual meeting of the American Society of Clinical
Oncology last June, concluded that the combination
treatment resulted in increased survival, progression-
free survival, response rate and duration as compared
to bolus-IFL chemotherapy alone (The Clinical
Cancer Letter, June 2003).

Biological activity of the multi-targeted tyrosine
kinase inhibitor SU11248 in patients with malignant
gastrointestinal stromal tumor (GIST) refractory to
imatinib mesylate.

SU11248 For GIST
The use of SU11248, an oral multi-targeted

kinase inhibitor, is effective for many patients with
advanced gastrointestinal stromal tumors (GISTs)
once the tumors develop resistance to the standard
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trial if  resection was technically feasible at
registration. They then received induction
chemotherapy with cisplatin 50 mg/m2 on days one
and eight, and etoposide 50 mg/m2 on days one to
five times two and daily radiotherapy to 45 Gy starting
on day one.  This was followed by random assignment
to surgical resection, if there was no disease
progression, patients again received chemotherapy
or uninterrupted high dose radiotherapy to 61 Gy with
two more cycles of chemotherapy.  A total of 392
patients were evaluable for analysis.

Patients who received chemotherapy,
radiotherapy and surgery remained cancer-free for
an average of 14.0 months versus 11.7 months for
those on chemotherapy and radiation only, Albain said.
Also, the three-year survival rate post-treatment was
29% for the three-pronged treated patients compared
with 19% in those on chemotherapy and radiation.
The average survival period for all patients was 22
months, significantly longer than either surgery or
radiation alone.  Finally, while longer followup is
needed, and although there were more early non-
cancer deaths in the surgical re-section group, at 22
months post-treatment, the overall survival curves
cross and, at three years the overall survival rate is
better for patients who had surgery, than in those who
did not at 38% and 33% respectively.

Clinical Trials:

New Agents, New Approaches

For Advanced Lung Cancer

(Continued from page 1)

therapy, imatinib (Gleevec), according to a study by
researchers at the Dana-Farber Cancer Institute.

“While imatinib induces objective responses and
can control GIST in the majority of patients, the
incidence of resistance to imatinib increases over
time, and alternative strategies to control this life-
threatening disease are needed,” said George
Demetri, associate professor of medicine at Harvard
Medical School and DFCI, and lead investigator of
the study.

Imatinib has captivated the scientific and
medical communities by the impressive ability of this
oral drug to shrink and control even the most massive
abdominal tumors of GIST patients by inhibiting a
specific uncontrolled enzyme known as a kinase.

“SU11248 was developed to target multiple
signaling ‘switches’ called kinases within cells, and
our data indicate that this agent can molecularly target
the cancer cells of GIST differently than imatinib,
thereby allowing these resistant patients to be
successfully treated,” Demetri said.

SU11248 not only targets the tumor cells
themselves, but it is also a very powerful anti-
angiogenesis agent, blocking the growth of blood
vessels that might otherwise feed the tumors.

This phase I study was designed initially to test
the best way in which to administer SU11248, as well
as to assess the differences in biological activity
between SU11248 and imatinib in GIST patients.
Groups of patients were treated at starting doses of
either 25, 50, or 75 mg per day for 2 to 4 weeks,
followed by a 14-day rest period. The molecular
mechanisms by which SU11248 affects the tumor
cells have been carefully studied and these show
important differences in the inhibition of uncontrolled
signaling molecules such as the KIT receptor tyrosine
kinase and related targets in comparison with the
standard therapy, imatinib.

In data presented at this meeting updating the
previous summaries of this work, Demetri reported
on the ongoing results from this active trial.  Forty-
five patients with GIST have been treated with
SU11248, with evaluable data from biopsies and
correlative imaging studies at early time points for
39 patients.  Of these patients, the majority (72
percent) exhibited reductions in tumor-associated
metabolic activity by functional imaging using PET
scanning while taking the SU11248.

After one week of dosing, routine pathology
examinations failed to detect these biological
changes; however, by using a more sensitive marker

to study the tumors before and after the SU11248
treatment, the researchers were able to see clearly
the impact of this therapy: the rate of tumor cell
growth (as measured by the Ki-67 proliferation index)
decreased in 12 of 17 patients (71 percent) with
matched tumor biopsy specimens.

These results have translated into clinical anti-
tumor activity in these imatinib-resistant GIST
patients for whom no other therapy existed before.
The development of SU11248 as a potential treatment
for imatinib-resistant GIST “is an exciting example
of the new world of targeted therapy,” Demetri said.
“We can analyze cancer cells to identify mutations,
then screen drugs in the laboratory that target those
specific mutations. The resulting therapies should be
more effective and less toxic than traditional
chemotherapy, which attacks normal cells as well as
cancerous ones.”
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Cetuximab for Advanced NSCLC
Cetuximab (Erbitux, Merck KGaA), a novel

lgG1 epidermal growth factor receptor (EGFR)-
blocking monoclonal antibody, in combination with
standard chemotherapeutic agents, may offer clinical
benefit as first-line therapy in advanced non-small
cell lung cancer, according to Ulrich Gatzemeier, a
professor of medicine, Centre of Pneumology and
Thoracic Surgery, Hospital Grosshansdorf,
Grosshansdorf, Germany.

“These patients are a particularly difficult-to-
treat group,” said Gatzemeier. “The interim study
results are extremely encouraging and warrant the
continued investigation into the role of cetuximab in
EGFR-expressing non-small cell lung cancer.”

Seventy three patients with EGFR-positive
NSCLC stage IIIb/IV were enrolled in the Lung
Cancer Cetuximab Study (LUCAS), a randomized,
open-label, phase II trial, Gatzemeier said.  The
purpose of the study was to assess the objective
confirmed response rate of the combination of
cetuximab plus cisplatin and vinorelbine or the same
chemotherapeutic regimen alone as first-line
treatment of NSCLC. Patients were randomized to
cetuximab 400 mg/m2 week one and 250 mg/m2

weekly thereafter plus cisplatin 80 mg/m2 on day 1
and vinorelbine 25 mg/m2 on days one and eight, every
three weeks or the same chemotherapy without
cetuximab.

Preliminary data from 61 patients evaluable for
response at the present time demonstrated an overall
objective response rate of 53% in the cetuximab plus
chemotherapy-treated patients compared to 32% in
patients on chemotherapy alone, Gatzemeier said.  All
responses to date are partial responses (PR), but
since these patients are difficult to treat, the results
are very encouraging.

With regard to the safety profile of this approach,
Gatzemeier said, the combination appears safe with
an acceptable toxicity profile in the first-line setting.
Of 21 adverse events reported, only two were
considered to be related to cetuximab.  The most
clinically relevant grade 3/4 side effects in the patients
receiving cetuximab plus chemotherapy were
leukopenia, nausea and vomiting, asthenia, and
infection.

Pemetrexed for Recurrent NSCLC
Pemetrexed (Alimta, Lilly),  a novel

multitargeted antifolate agent, has been shown to be
as effective as docetaxel (Taxotere, Aventis), the

standard second-line treatment for non-small cell lung
cancer (NSLC), and has fewer side effects, said
Nasser Hanna, assistant professor, department of
medicine, division of hematology and oncology, Indiana
University Cancer Center, Indiana University.

“Pemetrexed may soon replace docetaxel as the
treatment of choice for some patients with recurrent
non-small cell lung cancer,” Hanna said.

A total of 571 previously treated patients with
recurrent NSCLC were enrolled into a large-scale,
multicenter, randomized,  Phase IV comparison trial,
Hanna said.  The patients were randomly assigned
to either pemetrexed 500 mg/m2 as an intravenous
(iv) infusion with vitamin B12 injections, folic acid,
and dexamethasone, or docetaxel 75 mg/m2 as an iv
infusion with dexamethasone, on day one of 21-day
cycles.  The primary endpoint was a comparison of
overall survival, with secondary endpoints being time
to event measures, response rates, toxicity, and quality
of life.

Median survival was 8.3 months for
pemetrexed-treated patients compared to 7.9 months
in the docetaxel treatment group, Dr. Hanna said.
Overall, 43% of the patients in the study had stable
disease, while complete remission (CR) or partial
remission (PR) was achieved in 9.1% of the
pemetrexed group versus 8.3% of docetaxel-treated
patients.

Of particular importance, considering the
equivalence of the two drugs’ activity, was the fact
that pemetrexed-treated patients were much less likely
to experience severe chemotherapy-induced adverse
effects such as febrile neutropenia, hair loss, and
peripheral neuropathy.

Furthermore, patients treated with pemetrexed
were less likely to be hospitalized due to those side
effects and less likely to require granulocyte-colony
stimulating factor (G-CSF) (Neupogen, Amgen), a
therapy commonly added to chemotherapy to
stimulate neutrophil production when severe
neutrophilia is expected to be a problem.

Topotecan/Carboplatin for Metastatic SCLC
The combination of topotecan (Hycamtin, Glaxo

SmithKline) and carboplatin (Paraplatin, Bristol-
Myers Squibb) is active and relative well tolerated in
patients with metastatic small cell lung cancer
(SCLC), stated Ulf Steifart ,  medical chief,
department of hematology/oncology, Phillips-
University Marburg, Marburg, Germany.

“The toxicity and response rates appear to be
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comparable in both arms of the study, with both
hematological and non-hematological toxicity being
significantly reduced compared to our earlier studies
with topotecan and cisplatin,” Seifart said.

To assess the safety and efficacy of topotecan
plus carboplatin in patients with metastatic SCLC,
100 patients with metastatic disease were enrolled in
a phase II trial from 23 centers across Germany,
Seifart said. Patients were randomized to received
either topotecan 0.75 mg/m2 on days one through five
and cisplatin AUC (area uner the curve)5 on day five
or topotecan 1.25 mg/m2 on day one through three
and AUC5 on day three. Six cycles were given at a
three-week interval.

Interim results in 86 evaluable patients included
objective overall response rates of 66% in 44 patients
on topotecan/carboplatin five days and 77% in 42
patients on topotecan/carboplatin three days, Seifart
said. The specific responses were seven complete
responses (CR), 22 partial responses (PR), nine
patients with stable disease (SD), and six patients
with progression of disease (PD) in the five-day
treatment group compared to three CR, 30 PR, 55D
and four PD in the three-day treatment group,
preliminary efficacy data between the two study arms
being comparable.

Drug-related toxicity was comparable in both
the five-day and three-day treatment groups.
Hematological toxicity was tolerable and significantly
lower than in a previous phase II study comparing
topotecan plus cisplatin three days versus five days.
Non-hematological toxicity was mild, consisting of
low-grade nausea and alopecia.

Center Seeks HER-2 Positive

Breast Cancer Patients

A new, early phase study at the Jonsson Cancer
Center at the University of California, Los Angeles,
for the first time pairs two molecularly targeted drugs
as a one-two punch to fight metastatic breast cancer.

Jonsson researchers are seeking volunteers with
untreated, HER-2/neu positive advanced breast
cancer to participate in the research.

The study combines the monoclonal antibody
Herceptin with the experimental angiogenesis inhibitor
Avastin.

“Other research on advanced cancers using
these drugs has shown potential survival benefit for
subjects, so we are now conducting research to test

the drugs in combination against advanced breast
cancer,” said Mark Pegram, director of the Women’s
Cancer Program Area at UCLA’s Jonsson Cancer
Center and principal investigator for the study. “Now
we’re comfortable enough to give them in
combination without any chemotherapy.”

Pegram said the combination of targeted
therapies may attack the cancer in different ways,
fighting the disease on two fronts. Women with HER-
2/neu positive breast cancer have cells with too many
growth factor receptors, causing the cells to grow
out of control. Herceptin, approved in 1998 by the
U.S. Food and Drug Administration for use against
advanced breast cancer, acts like a brake, blanketing
the growth factor receptors and blocking the signals
telling the cells to grow.

Women with HER-2/neu positive breast cancer
also have increased angiogenesis, a process by which
tumors develop an independent blood supply to
provide the nourishment that cancer needs to grow
and spread. Avastin blocks the formation of this blood
supply, cutting off the oxygen and nutrients to the
tumor.

“If we can hit both the growth factor receptor
and stop the tumor cells from growing and, at same
time, prevent the blood supply from forming to the
tumor, we should expect to see great eff icacy,”
Pegram said. “We have data from the lab to show
that this is true. That’s why we’re so anxious to test
this combination of drugs in human subjects.”

Avastin made national headlines last month after
positive results in advanced colorectal cancer patients
were announced at the American Society of Clinical
Oncology meeting in Chicago. In combination with
chemotherapy, Avastin extended survival in patients
with advanced colorectal cancer by about 30 percent.
Herceptin in combination with chemotherapy has also
been shown to increase survival in patients with
advanced breast cancer by about 30 percent.

Study volunteers will receive Herceptin by
infusion once a week, and Avastin by infusion every
two weeks.

The study is a phase I/II clinical trial, meaning
researchers are seeking to determine a safe dose level
as well as measure the effectiveness of the two drugs
in combination.

This is the first time these two drugs are being
studied together. Jonsson is the only site in the world
offering this study, Pegram said.

Interested volunteers may call 310- 825-8375
to see if they qualify to participate in the study.
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Melanoma Cancer Vaccine

Tested By Cooperative Group

Results from the largest multi-site study to date
evaluating a peptide-derived therapeutic vaccine for
melanoma, have demonstrated a correlation between
tumor growth (progression free survival) and immune
response for patients with advanced disease who
received the vaccination.

The findings provide promising evidence that
researchers can activate a patient’s own immune
system to fight advanced melanoma, according to
investigators from the Eastern Cooperative Oncology
Group, who presented their findings at the annual
meeting of the American Society of Clinical Oncology
in Chicago in June.

“This is the first time we have evaluated peptide-
derived melanoma vaccine results from a multicenter
cooperative group trial,” said John Kirkwood,
principal investigator of the study, and professor of
medicine at the University of Pittsburgh and director
of the Melanoma Center at the University of
Pittsburgh Cancer Institute. “While these results are
preliminary, we have found evidence that the vaccine
stimulates an immune response and that there is a
resultant benefit for patients who receive the
vaccine.”

The phase II study evaluated a multiepitope CD8
T-cell vaccine comprised of three peptides derived
from tumor-associated antigens of melanoma. The
vaccine was evaluated alone, in combination with
granulocyte macrophage-colony stimulating factor ,
in combination with interferon and in combination with
both GM-CSF and interferon.

The study included 120 patients with metastatic
melanoma. Immune response data was evaluated for
the first 60 patients. Final analysis of the data will
take several more months to be evaluated.

Patients received the vaccine by injection once
every two weeks for 12 weeks. Immune response
was induced in 32 percent of the patients and response
to vaccination correlated significantly with non-
progression of disease and longer survival.

The study found that disease progressed in only
37 percent of those patients who had an immune
response to the vaccine, compared to disease
progression in 60 percent of those patients who did
not have any evidence of immune response to the
vaccination. Disease remained stable in 56 percent
of the patients who had an immune response to the
vaccine, compared to 28 percent who did not have

evidence of an immune response. There were
objective responses in several patients treated with
the triple peptide vaccine, including one complete and
two partial responses, but these did not appear to
correlate with ELISPOT assays for immune
response.

According to Kirkwood, the vaccine was fairly
well tolerated by most patients with typical side
effects that included vaccine site discomfort and
expected toxicity to interferon and GM-CSF.

The study includes more than 30 institutions
across the country and is funded by a grant from NIH
and awards to ECOG from Schering Plough and
Immunex Corp.

NCI Study Tests Donor T Cells

Against Breast Cancer

In patients with metastatic breast cancer,
immune cells from a genetically matched donor can
attack and shrink tumors, researchers from the
National Cancer Institute said at the annual meeting
of the American Society of Clinical Oncology in
Chicago.

This is the first time researchers have clearly
demonstrated this type of immune response, known
as a graft-versus-tumor effect, acting against breast
cancer.

“Although the tumors of patients in this study
were not completely eliminated by the treatment, the
responses we saw provide hope that immunotherapies
for breast cancer are worth pursuing,” said Michael
Bishop, of NCI’s Center for Cancer Research, the
lead author on the study.

Each of the 13 patients in the phase I trial had
received multiple previous treatments for metastatic
breast cancer. In the study, patients first received
conventional doses of chemotherapy. They then
received stem cells from HLA-matched siblings.

T cells were removed from the pool of donated
stem cells prior to transplant. The T cells were given
to patients later, in an initial infusion 42 days after
stem cell transplant, then in two follow-up infusions
over the next two months. Because T cells were not
given immediately following chemotherapy,
researchers were able to attribute any tumor cell
death to the transplanted T cells rather than to anti-
tumor effects of the chemotherapy drugs.

In four patients, tumors shrunk at least 50
percent in response to the treatment. A minor
response was seen in three of the other patients.
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New Publication Describes

End-of-Life Care Projects

Too many patients with cancer suffer needlessly
at the end of their life. Since 1997, Promoting
Excellence in End-of-Life Care, a national program
of The Robert Wood Johnson Foundation, has worked
to advance the agenda for better end-of-life care.

“Living and Dying Well with Cancer:
Successfully Integrating Palliative Care and Cancer
Treatment,” a new monograph from Promoting
Excellence in End-of-Life Care, reports on the results
of four demonstration projects that tested models of
concurrent anti-cancer treatment and palliative care,
also known as comfort care, for patients with
advanced cancer.

These models challenged the “terrible choice”
that patients living with cancer typically face. Under
our current care system, patients can either pursue
cancer treatments in hopes of extending their lives
or they can accept hospice care to relieve symptoms
and to provide emotional and spiritual support for them
and their families through the end of life.

“These demonstration projects proved that we
are dawning on a new era of cancer care,” said Ira
Byock, a palliative care expert and program director

Insufficient Data To Prove

Digital Mammograms Better,

Michigan Consortium Finds

Michigan Cancer Consortium of Lansing, a
statewide partnership of 80 private and public
organizations, said it has reviewed research on digital
mammography and determined there are insufficient
data to prove that digital mammography is superior
to standard screen film mammography for the early
detection of breast cancer.

“This review was completed at the request of
member organizations of the Michigan Cancer
Consortium,” said Vicki Rakowski, MCC co-
chairman and executive vice president of medical
affairs for the American Cancer Society, Great Lakes
Division Inc.

NCI is conducting the Digital Mammographic
Imaging Screening Trial, a large research study, to
provide additional insight to the issue, but results will
not be available until 2004 or 2005, said Rakowski.
The study will enroll and track 49,500 women and
will evaluate all available digital mammography
systems.

“Until those data are analyzed, we will not know
if there is additional benefit to women from digital
screenings or an improvement in the accuracy of
breast cancer detection,” said Rakowski.

“We have convened Michigan experts and put
their consensus views into documents available to
interested parties to help eliminate the confusion
around this issue,” said Max Wicha, also an MCC
co-chairman and the director of the University of
Michigan Comprehensive Cancer Center.

Specific Findings of the Michigan Cancer
Consortium Study of Digital Mammography:

The potential advantages to digital screening are:
—Biopsy rates may be lower.
—Greater contrast resolution can enhance

detection of subtle contrast, differences between
normal background tissue and tumors.

—Ability to manipulate the image should
optimize diagnostic capability and decrease the need
to recall the patient for additional images.

—Electronic storage of images and
telemammography (transmitting data for
expert consultation).

—Shorter wait time because there is no film to
develop; digital images can be acquired in less than a
minute.

The potential disadvantages of digital screening

are:
—Spatial resolution, (the ability to visualize fine

detail), is somewhat better on traditional film.
—The cost of digital equipment may run as high

as $500,000, compared to $75,000 for screen film
equipment.

—Digital radiation dose is higher for women with
large breasts that may need more than one exposure
to image the entire breast.

—Manipulation of digital images could require
more expertise and time from the radiologist for
optimal interpretation.

Similarities between digital mammography and
screen film mammography: The sensitivity for
detection of early breast cancer is the same for both
modalities. Compression force and compressed breast
thickness for images is the same. Similar intervals
are recommended for screening.

The federal Mammography Quality Standards
Act requires radiologists to receive eight hours of
training in any new mammography modality they use;
this training must be completed before an interpreting
physician may begin independently interpreting
mammograms produced by the new modality
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of Promoting Excellence in End-of-Life Care. “It is
a future in which attention to comfort, quality of life
and family support is simply part of comprehensive
cancer treatment.”

The monograph encourages changes to
regulatory and reimbursement structures that support
integrated care and culture changes in the fields of
oncology and palliative care. Also, Promoting
Excellence in End-of-Life Care recommends the U.S.
National Cancer Institute assume a central role in
advancing palliative care.

“We worked hard to build a platform for future
population-based research and policy initiatives to
expand access to services and improve quality of
life,” said Byock. “This base of programmatic
experience and early evidence presents both
challenges and opportunities that are broadly shared.
Barriers can be overcome with creative, collaborative
efforts.”

The National Coalition for Cancer Survivorship
earlier this year host an event at Case Western
Reserve University in Cleveland featuring Byock and
NCI Director Andrew von Eschenbach discussing the
best practices in cancer care and highlighting families
and caregivers who have benefited from integrated
oncology services with palliative care. To view the
web cast,  visit  www.canceradvocacy.org/
townhall.html. For additional outcomes and more
detailed information about the demonstration projects,
visit www.promotingexcellence.org to download a
copy of the cancer monograph.

Clinical Trials Approved By NCI

Last Month Are Listed

The National Cancer Institute’s Cancer Therapy
Evaluation Program Approved the following clinical
research studies last month.

For further information about a study, contact
the principal investigator listed.

Phase I
Phase I Trial of PS-341 and Fludarabine for

Relapsed and Refractory Indolent Non-Hodgkin’s
Lymphoma and Chronic Lymphocytic Leukemia.
Case Western Reserve University, protocol 6126,
Bahlis, Nizar, phone 216-844-8571.

Phase II
Phase II Study of GTI-2040 in Combination with

Capecitabine in Metastatic Breast Cancer. City of
Hope Medical Center, protocol 6093, Chew, Helen,
phone 916-734-3771.

Phase II Trial of Gemcitabine and Celecoxib as
First-line Treatment for Patients with Advanced
Pancreatic Cancer. M.D. Anderson Cancer Center,
protocol 6167, Xiong, Henry,  phone 713-792-2828.

Phase II Trial of Doxorubicin and Gemcitabine
in Metastatic Renal Cell Carcinoma with Sarcomatoid
Features. Eastern Cooperative Oncology Group,
protocol E8802, Balzer-Haas, Naomi, phone 215-728-
2974.

Phase II Trial of Radiation Therapy and Weekly
Cisplatin Chemotherapy for the Treatment of Locally-
Advanced Squamous Cell Carcinoma of the Vulva.
Gynecologic Oncology Group, protocol GOG-0205,
Moore, David, phone 317-274-2422.

Phase III
A Phase III Randomized, Double-Blind,

Placebo-Controlled Trial: The Efficacy of Lamotrigine
in the Management of Chemotherapy-Induced
Peripheral Neuropathy. Mayo Clinic, protocol N01C3,
Loprinzi, Charles, phone 507-284-8964.

Phase III Trial of LHRH Analog Administration
During Chemotherapy to Reduce Ovarian Failure
Following Standard Adjuvant Chemotherapy in Early
Stage, Hormone-Receptor Negative Breast Cancer.
Southwest Oncology Group, protocol S0230, Moore,
Halle, phone 216-445-4624.

Other
Laboratory Studies in Hormone Refractory

Prostate Cancer.  Cancer and Leukemia Group B,
protocol CALGB-150201, Kantoff, Philip, phone 617-
632-3466.

Observational Cohort Study: Chemotherapy
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