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Clinical Trials:
New Drug Combination Improves Survival
Of Ewing's Sarcoma, Pediatric Study Finds

Adding two experimental drugs to the standard four-drug
chemotherapy regimen has significantly improved survival in patients with
non-metastatic Ewing’s sarcoma, a highly malignant bone cancer of
children and young adults, according to a report published in the Feb. 20
issue of the New England Journal of Medicine.

The large multi-institutional trial led by Holcombe Grier, of Dana-
Farber Cancer Institute and Children’s Hospital Boston, showed that the
overall survival rate increased from 61 percent to 72 percent for Ewing’s

Breast Cancer:
Dose Dense Chemo Study Published Early;
Method Improves Breast Cancer Survival

A phase III clinical trial has provided the first conclusive evidence
that reducing the interval between successive doses of a commonly used
chemotherapy regimen improves survival in women whose breast cancer
has spread to the lymph nodes.

The study was coordinated by Cancer and Leukemia Group B for
the Breast Cancer Intergroup, a consortium of National Cancer Institute-
sponsored Cooperative Clinical Trials Groups.

The study was published online on Feb. 13 at www.jco.org, and will
appear in the April 1 issue of the Journal of Clinical Oncology. The results
were presented last December at the San Antonio Breast Cancer
Symposium (The Clinical Cancer Letter, December 2002).

“This study suggests that many women with breast cancer may
benefit from chemotherapy administered on a condensed schedule,” said
Marc Citron, clinical professor of medicine at Albert Einstein College of
Medicine, and lead author of the study. “With the availability of new drugs
to control one of the most serious side effects of chemotherapy
administration, we can further increase the chances of survival for women
with breast cancer.”

The dose dense regimen was made tolerable for patients because of
the drug filgrastim, which helps prevent neutropenia. The researchers
found that patients who received two dose dense regimens experienced
significantly better disease-free survival than those who received two
regimens using conventional dosing.
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sarcoma patients with localized disease who
underwent the experimental six-drug chemotherapy.

Conducted by members of two large North
American pediatric cancer research groups, the trial
used an experimental therapy that had already proved
successful in Ewing’s sarcoma patients who had
relapsed following standard therapy.

The five-year trial closed in 1992 and since then
the experimental regimen has become routine for
patients without metastases.

“It’s the standard of care across the country
now, and it has markedly improved the survival rate
for a child with this disease,” said Grier, from the
departments of pediatric oncology and hematology
at Dana-Farber and Children’s.

Ewing’s sarcoma and primitive neuroectodermal
tumor of bone, a closely related subgroup, strike
children, adolescents and young adults but most often
are diagnosed in teenagers.

Surgery and radiation therapy alone cure only a
small proportion of patients.  Beginning in the early
1970s, the use of adjuvant chemotherapy consisting
of doxorubicin, cyclophosphamide, vincristine, and
dactinomycin improved patients’ outcomes.

The trial conducted by Grier and his colleagues
included 518 patients, of whom 120 had metastatic

disease. Standard chemotherapy treatment was given
every three weeks over a period of 49 weeks to 262
patients, while 256 patients received the standard
treatment alternating with the experimental drugs,
ifosfamide and etoposide.

There was no survival benefit for the patients
whose cancer had spread at the time of diagnosis.
However, the majority of patients did not have
metastases at diagnosis. Patients without metastases
who received the experimental therapy had an overall
survival rate 18 percent higher (72 percent) than for
those who received standard care (61 percent).

“Overall survival” includes patients who remain
alive but in some cases may have experienced a
relapse. Using a more restrictive measure, the
researchers found that 69 percent of the experimental
group compared to 54 percent of the standard regimen
group survived at least five years without relapse - a
28 percent improvement.

Other factors influencing event-free survival
included age, tumor size and tumor location. Patients
typically fared better if they were younger, had
smaller tumors, or had tumors that were located in
the arms and legs and well away from the pelvis.
More recent studies investigate whether increasing
the dose intensity of the agents used in this protocol
can further improve survival in Ewing’s sarcoma.

In an editorial, Robert Wittes, of Memorial Sloan-
Kettering Cancer Center, noted that the clinical trial
was able to recruit more patients more rapidly than
had been expected, and wrote that obtaining the results
was “a major achievement.”

The 14 other authors of the paper include
researchers from Massachusetts General Hospital,
Harvard Medical School, and other centers across
the country. It was carried out by the Children’s
Cancer Group and the Pediatric Oncology Group, and
funded by the National Cancer Institute.

Breast Cancer:
Dose Dense Chemo Benefits
Breast Cancer, Study Finds
(Continued from page 1)

Among patients on the dose dense regimens,
disease-free survival was 82 percent after four years,
compared to 75 percent for those on conventional
therapy.  This difference corresponded to a 26 percent
overall proportional reduction in the risk of cancer
recurrence.  Efficacy did not differ between the two
dose dense regimens.
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“The improvement in outcome could well
represent an important advance in our knowledge of
the biology of breast cancer and how best to treat
it,” said Larry Norton, of Memorial Sloan-Kettering
Cancer Center, senior author of the study. “If
confirmed and extended by additional research, this
finding could positively affect the care of thousands
of patients throughout the world with breast cancer
and perhaps, eventually, other diseases.”

The findings confirm the predictions of a
mathematical model, developed in the 1980s by
Norton and other researchers, which suggested the
value of increased dose density and was the impetus
for the study.

“This study demonstrates how understanding the
biology of cancer can lead directly to new therapies
and better outcomes,” said Richard Schilsky, professor
of medicine at the University of Chicago and
Chairman of CALGB. “Modern supportive care
enables us to give more aggressive treatments with
no additional side effects, an approach that should
not be restricted to breast cancer.  Dose dense
chemotherapy may provide similar benefits for other
forms of cancer.”

Researchers tested the dose dense and
conventional chemotherapy regimens in 1,973 women
with node-positive primary breast cancer and no other
metastases. Following surgical removal of their
tumors, the women were assigned to one of four
treatment regimens involving the standard
chemotherapy drugs doxorubicin (A), paclitaxel (T),
and cyclophosphamide (C):

1) Sequential administration (A followed by T,
followed by C) in three-week intervals (conventional)

2) Sequential administration in two-week
intervals, with filgrastim (dose dense)

3) Concurrent administration (A and C together,
followed by T) in three-week intervals

4) Concurrent administration in two-week
intervals, with filgrastim (dose dense)

Since frequent administration of chemotherapy
can result in neutropenia, a decline in the number of
certain white blood cells,  the researchers
administered filgrastim to patients on the dose dense
regimens. Also known as granulocyte-colony
stimulating factor (G-CSF), filgrastim helps prevent
neutropenia by stimulating the formation of white
blood cells called neutrophils.  Without it ,
chemotherapy dosing frequency is limited to longer
intervals.

The researchers found that side effects were

no more severe among patients on the dose dense
regimens than among those on the conventional
treatments, and patients on the dose dense regimens
suffered fewer cases of neutropenia.  In addition,
the study showed that sequential administration
produced slightly fewer side effects than the
concurrent regimens, with equal efficacy.

The study also indicated that dose dense
chemotherapy might lead to higher overall survival
rates.  After three years, 92 percent of patients on
the dose-dense therapy were alive, compared to 90
percent of those on the conventionally administered
regimens. This difference corresponded to a 31
percent overall proportional reduction in the risk of
death. However, the study authors cautioned that
additional follow-up is necessary to confirm this
overall survival benefit.

Since the mathematical model that led to this
study applies to most cancer types and many anti-
cancer drugs, the researchers hypothesize that future
clinical trials should examine the benefits of dose
dense chemotherapy using other drugs and in other
types of cancer.

MammoSite Radiation System
Delivers Dose To Target Tissue

The MammoSite Radiation Therapy System
performed well clinically when used to treat breast
cancer patients at nine leading U.S. breast centers,
according to a study in the Feb. 1 issue of the
International Journal of Radiation Oncology-Biology-
Physics.

This study in the official Journal of the American
Society for Therapeutic Radiology and Oncology
substantiates the ability of the FDA-cleared
MammoSite RTS to internally administer a prescribed
dose of radiation to a targeted breast tissue area in a
five-day course of therapy.

The safety and effectiveness of the MammoSite
RTS as a replacement for whole breast irradiation in
the treatment of breast cancer has not been
established.

MammoSite expands the range and flexibility of
post-surgical treatment options for breast
conservation therapy, an approach to cancer treatment
in which a lumpectomy is performed rather than
whole breast removal via mastectomy. MammoSite
RTS delivers the prescribed dose of radiation from
inside the cavity created by the removal of the breast
tumor. The device targets radiation to the area where
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tumors are most likely to recur, while minimizing
exposure to healthy tissue.

The study, “Initial Clinical Experience with the
MammoSite Breast Brachytherapy Applicator in
Women with Early-Stage Breast Cancer Treated with
Breast Conserving Therapy,” documents the initial
clinical testing of MammoSite and the enrollment of
70 patients at nine breast centers across the country.
All eligible patients completed treatment and it was
found that the treatment performed well. Side effects
related to the MammoSite were mild to moderate.

“The patients treated with MammoSite in the
course of this study responded extremely well,” said
Martin Keisch, radiation oncologist at Mt. Sinai
Medical Center of Miami, Florida. “Since its FDA
clearance, more than 120 breast cancer centers have
been treating patients with MammoSite, and we have
seen similar, encouraging results with these women.
MammoSite provides a viable, safe option for women
who are facing difficult decisions at the time of their
breast cancer diagnosis.”

The MammoSite device is a balloon catheter that
is inserted into the cavity created by surgical removal
of the breast tumor during the lumpectomy procedure
or shortly thereafter. The patient returns to the
hospital for treatment on an outpatient basis where a
radioactive “seed” is inserted within the inflated
balloon, beginning a one to five day sequence of
treatments. No source of radiation remains in the
patient’s body between treatments or after the final
procedure.

Older Patients Tolerate Chemo,
Decline Due To Severe Toxicity

Older cancer patients can generally tolerate
treatment with chemotherapy with only minimal
clinical impact on daily function, independence and
quality of life, according to a study published in the
Feb. 15 issue of Cancer.

Cancer patients aged 70 and older tolerate
chemotherapy, but with significant declines in
functional and emotional status as measured by
comprehensive geriatric assessment tests, the study
found.

However, these measured declines generally
corresponded to only minimal, observable clinical
changes. Patients at greatest risk for functional and
emotional declines were those who experienced
severe chemotoxicity and patients who demonstrated
progression of or stable disease after chemotherapy.

Patients who experienced severe chemotoxicity
also experienced significantly improved quality of life
in regards to feelings of social well being, probably
due to closer relationships with physician and family.

Patients with partial or complete response to
treatment showed improved functional and emotional
status scores over baseline.

While 60% of all cancers and 70% of all cancer
deaths occur in patients 65 years and older, studies
show that older patients are less likely to receive
appropriate treatment than younger patients.

The reasons often cited by physicians and
reported by studies for withholding treatment are not
age, but rather age-related factors, such as the
presence of additional diseases and physical
disabilities.

However, studies show that older cancer
patients may still benefit from chemotherapy, and
there is little data regarding older patients’ tolerance
to chemotherapy.

In the first prospective pilot study to investigate
whether older patients can tolerate chemotherapy,
Extermann et al evaluated 60 patients aged 70 and
older who had been treated only with chemotherapy
for solid tumors and nonleukemic hematologic
malignancies.

Thirty-seven of the 60 patients enrolled from
1998 to 1999 completed questionnaires in the
comprehensive geriatric assessment at baseline and
end of treatment. Data was collected on patient
demographic details such as age, gender, and ethnicity
and on clinical characteristics of tumor and treatment
course, including cancer diagnosis, treatment history,
chemotherapy, adverse effects, and treatment
response.

The CGA measured the following: physical
functional status using the Eastern Cooperative
Oncology Group Performance Status and the
Instrumental Activities of Daily Living; mental status
using the Mini-Mental Status Examination and the
Geriatric Depression Scale; comorbidity using the
Charlson’s Index and the Cumulative Illness Rating
Scale-Geriatric; nutritional status using the Mini-
Nutritional Assessment; and quality of life using the
Functional Assessment of Cancer Therapy-Geriatric.

The majority of older cancer patients showed
significant decline in functional and/or emotional
scales from baseline to end of treatment. While no
significant functional decline was observed by the
ECOG PS scale, the more sensitive IADL scale
declined significantly by 1.44 points. FACT-G scores
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for physical and functional status declined significantly
by 2.49 and 2.24 points, respectively. Depression
worsened in a significant number of patients with GDS
scores increasing by 1.34 points.

No significant changes from baseline were
observed in the ECOG PS, MMSE, nutrition,
comorbidity and total average quality of life scales.

The authors caution that the “changes in CGA
scores observed in this study were small in magnitude
clinically.”

Because the effects of chemotherapy are
greatest at the end of treatment, the authors suggest,
“it is likely that if they were followed for a longer
period of time after treatment, some aspects of
physical and mental health could eventually return to
prechemotherapy baseline levels.”

Compared to patients who did not experience
chemotherapy-related side effects, patients who
experienced severe chemotoxicity had significantly
worse functional status and mental health status.
However, they also reported significant improvement
in social well-being as measured by the FACT-G
social subscale.

Patients with a partial or complete response
showed improvement in FACT-G total quality of life
scores, including emotional and functional status,
while patients who with progression of or stable
disease demonstrated significant declines in those
scores.

The investigators conclude, “older cancer
patients undergoing chemotherapy may experience
toxicity, but generally are able to tolerate it with
limited impact on independence, comorbidity and
QOL levels.”

The authors add that CGA is a useful tool to
detect and monitor chemotherapy-related changes to
older cancer patients and “should be incorporated into
clinical outcome analysis.”

Novel Cancer Vaccine
Tested For Lung Cancer

In the first clinical trial of a patient-specific
cancer vaccine among lung cancer patients,
researchers found that a new approach to vaccination
may hold promise as a treatment for the disease.

The scientists used a genetically engineered virus
and cells from patients’ own tumors to create
individualized cancer vaccines that safely produced
immune responses against cancer cells in a majority
of patients.  The results of the phase I study are

reported in the Feb. 15 issue of the Journal of Clinical
Oncology.

“This way of creating cancer vaccines
represents a completely new therapeutic approach
to lung cancer,” said Glenn Dranoff, associate
professor of medicine, Dana-Farber Cancer Institute
and Harvard Medical School, and senior author on
the study.  “Our study demonstrates that therapeutic
lung cancer vaccines are feasible, safe, and may show
clinical activity in some patients with advanced
disease.”

Dranoff noted that little previous research has
examined vaccine strategies against lung cancer,
despite the fact that the disease is the leading cause
of cancer death for both men and women.  Lung
cancer kills more Americans than breast, prostate,
and colorectal cancers combined.

This approach to fighting lung cancer was
prompted by earlier studies showing that the body
has a natural immune response to tumor cells in
patients with non-small cell lung cancer.  Although
this natural response is not sufficient to overcome
the cancer, laboratory research suggested that
vaccination might enhance the response and increase
the body’s ability to fight the cancer.

To create the personalized vaccines, researchers
obtained tumor tissue from 35 patients with advanced
non-small cell lung cancer, most of whom already
received either chemotherapy or radiation therapy.
Tumor cells were infected overnight with a genetically
modified adenovirus, called Ad-GM, similar to the
common cold virus.  The cells were then irradiated
to make them harmless.  Once inside the cells, this
engineered virus causes the cells to produce
granulocyte-macrophage colony-stimulating factor
(GM-CSF), a protein that stimulates the immune
system.  The processed cells were then administered
to the original patients by injection.

Of the 25 patients who completed at least six
vaccinations, 18 experienced a clearly increased
immune response against their cancer.  According to
Dranoff, this result is especially notable because all
of the patients in the study had already received
extensive treatment that limited the strength of their
immune systems before the trial began.

The safety of the vaccine approach was also
very favorable, especially in light of the serious
toxicity of common treatments for lung cancer, such
as chemotherapy and radiation.  The only side effects
of the vaccines were mild rash and occasional flu-
like symptoms.
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Low-Dose Warfarin Prevents
Blood Clots, NIH Study Finds

A study of long-term, low-dose warfarin to
prevent recurrence of blood clotting disorders deep
vein thrombosis and pulmonary embolism resulted in
such a high degree of benefit to the patients that the
National Heart, Lung, and Blood Institute of the
National Institutes of Health stopped the study early.

The multi-center Prevention of Recurrent
Venous Thromboembolism (PREVENT) trial found
a 64 percent reduction in episodes of DVT and
pulmonary embolism in study participants taking low-
dose warfarin compared to those taking a placebo.
Furthermore, there was no evidence of significant
risks such as major hemorrhage or other potential
side effects of warfarin, which is an anticoagulant—
a drug that prevents blood clotting.

At the time the study was terminated, patients
had been followed for up to about four years with an
average of about two years. All study participants
had experienced a previous episode of either DVT
or PE placing them at greater risk of a recurrence.

PREVENT is the first study to evaluate the use
of low dose warfarin for the long-term prevention of
venous thromboembolism (VTE), a term that includes
both DVT and pulmonary embolism. The study will
be published in the April 10 issue of The New England
Journal of Medicine.

The trial, which began in 1998, was scheduled
to run until 2005. However, at a regularly scheduled
meeting of the study’s independent Data and Safety
Monitoring Board held Dec. 4, the interim findings
were reviewed and based on the strong benefit of
low-dose warfarin, the DSMB recommended halting
the study. The recommendation was approved by the
NHLBI.

“This is an important finding for the estimated
half million Americans who each year experience
either deep vein thrombosis or pulmonary embolism,”
said NHLBI Director Claude Lenfant. “These results
suggest that low dose warfarin is a safe and effective
way to prevent future episodes of these potentially
serious blood clotting problems.”

The current standard treatment for DVT and
pulmonary embolism not associated with surgery or
another specific cause is 5 to 10 days of intravenous
or subcutaneous heparin followed by 3 to 6 months
of full-dose warfarin. Therapy typically stops after
the initial treatment period because long-term use of
full-dose warfarin is associated with a substantial risk

Onco TCS Induces Responses
In Relapsed Aggressive NHL

Inex Pharmaceuticals Corp., of Vancouver,
Canada, said it has achieved positive results from a
pivotal phase II/III clinical trial evaluating Onco TCS
as single-agent therapy for relapsed aggressive non-
Hodgkin’s lymphoma.

Clinical results are from 102 patients. Prior to
enrollment in this study, these patients received on
average four other regimens and 75% had disease
that was “resistant” to their last treatment.

The overall response to Onco TCS was 24%,
including five patients whose tumors were completely
eliminated and 19 patients whose tumor volume was
reduced by more than 50%. The median duration of
response for the 24 responding patients was three
months. Another 24% of patients had their disease
stabilized while being treated with Onco TCS.

The vast majority of side effects were mild or
moderate. Approximately 15% of patients withdrew
from therapy after experiencing treatment-related
side effects. Five patients experienced life-threatening
side effects that their physician considered treatment
related although there were no treatment-related
deaths.

The University of Texas M. D. Anderson Cancer
Center in Houston, Texas, enrolled and treated the
largest number of patients. Its participation was led
by Alma Rodriguez, associate professor in M. D.
Anderson’s Department of Lymphoma.

“It is very important to understand that these
patients have advanced cancer, so achieving a cure
is not realistic for most of them, but eliminating or
reducing tumors could improve and extend their quality
of life,” Rodriguez said. “The net result is that Onco
TCS benefited patients and was well tolerated.”

Although the phase I study was not designed to
measure the effectiveness of the vaccines, the
researchers observed preliminary signs of clinical
benefits.  After a median follow-up time of 36 months,
five patients showed stable disease, with the longest
up to 33 months.  Two additional patients who had
their tumors surgically removed for preparation of
the vaccine remained free of their cancer for over
three and a half years.

However, the researchers cautioned that
additional trials are necessary before it is possible to
tell whether most patients can benefit from this
vaccination approach. Phase II trials are  underway.
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Oxandrolone And Education
Improves Weight Gain

Oxandrolone, exercise, and nutrition increased
weight and lean tissue as well as improved scores on
assessments of quality of life and activities of daily
living in patients suffering from involuntary weight
loss from cancer or HIV, according to research
presented at the American Society for Parenteral and
Enteral Nutrition Clinical Congress last month.

Two open label, four-month studies were
conducted in 128 HIV+ patients and 139 cancer
patients who had been actively losing weight.
Patients received oxandrolone (20mg/day), combined
with patient education in nutrition and exercise.
Approximately 80% of cancer patients were able to
gain or maintain weight, with an average 4.0 lb
increase in lean tissue.  Similarly, a majority of HIV+
patients stopped losing weight and gained an average
of 6.6 lbs, with 4.6 lbs of lean tissue.  In addition to
weight increase, patients in each group also had
improved scores on assessments of quality of life and
activities of daily living.

“The loss of lean body mass in patients with
cancer and HIV is an often forgotten vital sign,” said
Jamie von Roenn, professor of medicine,
Northwestern University, and lead study investigator.
“Doctors tend to focus on whether a patient is gaining
or losing pounds, but they may not distinguish between
fat and muscle. But it makes a huge difference in the
lives of patients. Muscle is what they need.”

Progressive involuntary weight loss, with a
disproportionate loss of muscle, is common in patients
with cancer or HIV/AIDS. Success of nutritional
interventions over the last 3 decades has been limited
due to the lack of muscle or lean tissue repletion.

Oxandrolone (Oxandrin, 10 mg or 2.5 mg tablets)
is a synthetic testosterone derivative which is
associated with increased protein synthesis and
improved nitrogen balance and is indicated for
adjunctive therapy to promote weight gain after
weight loss following extensive surgery, chronic
infection, or severe trauma and in some patients
without a known pathophysiologic cause of weight
loss. Oxandrolone is also indicated as an adjunctive
therapy to offset protein catabolism associated with
prolonged use of corticosteroids.

of major bleeding. After the initial therapy is
completed, recurrent blood clots occur in 6 to 9
percent of patients each year.  The new data
demonstrate that these recurrent blood clots can be
avoided using an inexpensive and safe therapy.

“This is a win-win situation for our patients and
for health care providers,” said Paul Ridker, principal
investigator and professor of medicine at Harvard
and director of the Center for Cardiovascular Disease
Prevention at Brigham and Women’s Hospital.

“The PREVENT results strongly suggest that
long-term use of low-intensity warfarin should be
considered a new standard of care for the
management of venous thrombosis after stopping full-
dose warfarin therapy,” Ridker said.

Risk factors for DVT and pulmonary embolism
include long periods of inactivity. People who are
immobile after surgery or serious injuries and travelers
on long trips are at increased risk of blood clots. Also,
hormone estrogen found in birth control pills has been
shown to increase the risk of blood clots.

Since the start of the PREVENT trial, 508
patients at 52 clinical sites in the US, Canada, and
Switzerland were enrolled in the study. Participants
were age 30 and older and had documented DVT or
pulmonary embolism within the previous two years
with at least three uninterrupted months of treatment
with full-dose warfarin. The patients’ episodes of
DVT or pulmonary embolism were required to be
“idiopathic”—unrelated to recent surgery, trauma, or
a diagnosis of metastatic cancer.

Patients in PREVENT were randomly assigned
to low-dose warfarin or to placebo and as a “double-
blind” study neither the patients nor the investigators
knew the treatment assignment.

Of the 253 patients assigned to placebo, 37 had
a recurrent episode of DVT or pulmonary embolism
compared to 14 of the 255 patients assigned to low-
dose warfarin. This finding was the equivalent of a
64 percent reduction in risk for those treated with
warfarin. Results were similar for all patients—men
and women and those of all ages— including those
with factor V Leiden and the G20210A prothrombin
polymorphism, common genetic variants that increase
the risk of blood clots.

Major bleeding complications occurred in 2
patients in the placebo group and 5 in the low-dose
warfarin group. There were 8 deaths in the placebo
group compared to 4 in the low-dose warfarin group.

An analysis that combined the numbers of
recurrent blood clots/cases of pulmonary embolism

with the number of hemorrhages and deaths found a
48 percent reduction in risk for patients assigned to
warfarin.
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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 Pharmacokinetic Study of PS341 in

Patients with Advanced Malignancies and Varying
Degrees of Renal Dysfunction for the CTEP-
Sponsored Organ Dysfunction Working Group.
University of Wisconsin, protocol 5874, Mulkerin,
Daniel, phone 608-265-8131.

Phase I Study of Active Immunotherapy with
CAP-1 (6D) and CMV pp65 Peptide-Pulsed,
Autologous Dendritic Cells Produced in the
AastromReplicell Cell Production System in Patients
with Stage IV CEA Expressing Malignancies. Duke
University Medical Center, protocol 5910, Lyerly,
Herbert, phone 919-681-8350.

Phase I/II
Phase I/II Study of Bevacizumab (rhuMab

VEGF) in Combination with OSI-744 for Patients with
Recurrent or Metastatic Cancer of the Head and
Neck. University of Chicago, protocol 5701, Vokes,
Everett, phone 773-702-9306.

Phase II
Phase II Study of Bevacizumab and PEG

Interferon Alpha-2b (PEG Intron) in Patients with
Metastatic, or Unresectable Carcinoid Tumors. M.D.
Anderson Cancer Center, protocol 4772, Yao, James,
phone 713-792-2740.

Phase II Study of Bevacizumab (rhuMAb-
VEGF) in Hepatocellular Cancer for Patients with
Unresectable Tumor (without Invasion of the Main
Portal Vein or Metastatic Disease). New York
Hospital-Cornell University Medical Center, protocol
5611, Schwartz, Jonathan, phone 212-241-3984.

Phase II Study of Oxaliplatin in Combination
with Paclitaxel in Patients with Locally Recurrent or
Metastatic Cervical Cancer. New York Hospital-
Cornell University Medical Center, protocol 5840,
Wadler, Scott, phone 212-746-2844.

Phase II Study of Oxaliplatin, 5-Fluorouracil,
Leucovorin, and Cetuximab (C225) for Patients with
Unresectable Hepatic Metastases from Metastatic
Adenocarcinoma of the Colon or rectum. North
Central Cancer Treatment Group, protocol N014A,
Alberts, Steven, phone 507-284-8964.

Phase II Study of Docetaxel and Capecitabine
in Patients with Measurable Metastatic
Adenocarcinoma of the Stomach and
Gastroesophageal Junction. North Central Cancer
Treatment Group, protocol N0242, Jatoi, Aminah,
phone 507-284-3077.

Phase II Study of Accelerated High Dose
Thoracic Irradiation with Concurrent Chemotherapy
for Patients with Limited Small Cell Lung Cancer.
Radiation Therapy Oncology Group, protocol RTOG-
0239, Komaki, Ritsuko, phone 713-792-3410.

Phase III
Pilot Study to Determine the Toxicity of the

Addition of Rituximab to the Induction and
Consolidation Phases and the Addition of Rasburicase
to the Reduction Phase in Children with Newly
Diagnosed Advanced B-Cell Diagnosed Advanced
B-Cell Leukemia/Lymphoma Treated with LMB/FAB
Therapy. Children’s Oncology Group, protocol
ANHL01P1, Cairo, Mitchell, phone 212-305-8316.

Randomized Phase III Study of Gemcitabine in
Combination with Radiation Therapy versus
Gemcitabine Alone in Patients with Localized,
Unresectable Pancreatic Cancer.  Eastern
Cooperative Oncology Group, protocol E4201,
Loehrer, Patrick, phone 317-278-7418.

Guidelines Published
On Lung Cancer Treatment

American College of Chest Physicians released
guidelines recommending a coordinated team
approach to the continuum of care for lung cancer.

The guidelines were published in the January
edition of the journal Chest.

“Both patients and physicians will benefit from
this new tool,” said W. Michael Alberts, of H. Lee
Moffitt Cancer Center, and panel chairman.

“The guidelines confirm that despite the less than
optimal survival rate of patients with lung cancer, there
are many treatment options that can extend and
increase the quality of a patient’s life,” Alberts said.
“This includes utilizing a more balanced approach to
patient care which provides multidisciplinary
expertise and treatment appropriate for the individual
patient.”

Copies may be ordered from ACCP at 800-343-
2227 or 847-498-1400 or online at www.chestnet.org.


