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Clinical Trials:
New Trial For Metastatic Colorectal Cancer
Testing Vaccine-Chemotherapy Combination

Breast, Ovarian Cancers Detected Early
In Women At High Hereditary Risk

When the BRCA1 and BRCA2 genes for breast and ovarian cancers
were first identified and a screening blood test became available, the
discoveries provoked a debate as to whether there was an advantage to
learning one’s risk. The value has been demonstrated in the first study of
women who have been followed after being identified as carriers of a
BRCA genetic mutation.

Researchers at Memorial Sloan-Kettering Cancer Center have now
provided strong evidence that breast and ovarian cancers can be detected
at early stage in women at the highest hereditary risk. These findings are

Clinical trial of a new treatment strategy for colorectal cancer using
a therapeutic cancer vaccine technology have begun enrolling patients at
several trial sites around the U.S. and Canada.

The vaccine trial will enroll up to 90 patients with metastatic
colorectal cancer not yet treated with standard chemotherapy, according
to Aventis Pasteur Limited of Toronto, Canada, the study sponsor.

 “The goal of the study is to determine if the vaccine, called ALVAC-
CEA/B7.1, can activate the body’s own immune system to eliminate cancer
cells that may not be eliminated with traditional treatment of metastatic
colorectal cancer with the standard, first-line chemotherapy regimen,”
said Neil Berinstein, assistant vice president, clinical oncology, program
director, cancer, Aventis Pasteur. “We will be looking to see if the vaccine,
combined with chemotherapy, allows a better outcome for patients than
chemotherapy alone.”

The multicenter trial, a pilot phase II study to assess safety and
immunologic activity, will randomly assign patients to one of three active
treatment groups.

One study group will be vaccinated with ALVAC-CEA/B7.1 before
starting standard chemotherapy and will receive additional, concurrent
doses of the vaccine with the chemotherapy.  Patients in another group
will receive the same regimen described above plus doses of tetanus toxoid
to determine whether this additional compound further enhances the
immune response.  Patients in the third group will receive standard
chemotherapy; patients in this group who achieve complete or partial
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published in the March 1 issue of The Journal of
Clinical Oncology.

“These results provide the first prospective
evidence that BRCA testing can lead to interventions
that result in the diagnosis of early-stage breast and
ovarian cancers,” said Kenneth Offit, chief of the
Clinical Genetics Service at Memorial Sloan-Kettering
and senior author of the study.

For BRCA mutation carriers, there is a markedly
increased risk for early-onset breast cancer and an
increased lifetime risk for ovarian cancer. In addition,
there is an increased risk for subsequent malignancies
in breast cancer survivors and an increased risk for
developing male breast cancer. The study looked at
251 individuals, including 233 women, who were
identified as having mutations in the BRCA1 or
BRCA2 after testing and counseling at Sloan-
Kettering. The participants received uniform
recommendations for intensified screening and
preventive surgery in the context of genetic
counseling. Over the course of the study, 21 women
were diagnosed with early breast or ovarian cancers.

There were 165 women identified to be at risk
for breast cancer that chose increased surveillance.
Breast cancer was detected in twelve patients in this
group with nine of the tumors diagnosed at the earliest

stage. Half of these breast cancers were detected
by mammography (including one by MRI) and half
were detected by physical examination during the
interval in between annual mammograms.

“These results illustrate the importance of a
comprehensive approach to breast cancer screening
including self examinations in addition to breast
imaging and physician examinations,” said Lauren
Scheuer, a senior genetic counselor at MSKCC and
lead author of the study. “Further research is
necessary to determine whether more frequent breast
imaging may be warranted in women at hereditary
risk.”

Twenty-nine women chose to undergo
preventive removal of breast tissue (risk-reducing or
prophylactic mastectomy) to reduce their risk of
developing breast cancer. Of these women, two were
found to have unsuspected early-stage breast cancers
at the time of surgery.

Among the 89 women with intact ovaries who
chose surveillance, twice yearly transvaginal
ultrasound and a CA-125 blood test were
recommended to screen for ovarian cancer. In this
group, five ovarian cancers were detected.  All of
the ovarian cancers were found at an earlier stage
than typical for this disease, which tends to be
diagnosed after the cancer has spread to other areas.
Among the 90 women who chose preventive removal
of their ovaries (salpingo-oophorectomy), two early-
stage ovarian cancers were also discovered.

“However, the finding of several unsuspected
breast and ovarian cancers at the time of “preventive”
surgery highlights the limitations of screening, and
justifies continued consideration of these surgeries,”
said Mark Robson a breast oncologist at Sloan-
Kettering and co-author of the report.

Although the study shows that early-stage
cancers may be diagnosed by screening and surgery
following genetic testing, the authors caution that the
follow-up period, with a mean of 24.8 months, is short
and the long-term outcome for this group of women
is not yet known. In particular, this study does not
address whether surgery decreases the rate of
subsequent cancers.

“Further studies will be needed to measure
outcomes after surgery and early detection, however,
our preliminary results are encouraging. They
underscore the importance of genetic counseling and
education for women with proven risk factors for
breast and ovarian cancer,” said Lauren Scheuer.

The research was conducted by a multi-
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disciplinary team of medical oncologists, genetic
counselors, surgeons, and other scientists specializing
in cancer genetics at Sloan-Kettering including Noah
Kauff,  Bridget Kelly, Richard Barakat,  Jaya
Satagopan, Nathan Ellis, Martee Hensley, Patrick
Borgen, and Larry Norton.

Protein Patterns May Identify
Ovarian Cancer Earlier

Scientists from the Food and Drug Administration
and the National Cancer Institute have reported in
The Lancet (Feb. 16) that patterns of proteins found
in patients’ blood serum may reflect the presence of
disease.

In the study, scientists used serum proteins to
detect ovarian cancer, even at early stages.  They
report that this new diagnostic concept is potentially
applicable to any type of disease.

Using a test that can be completed in 30 minutes
using blood that can be obtained from a finger stick,
researchers were able to differentiate between serum
samples taken from patients with ovarian cancer and
those from unaffected individuals.

The research, a joint effort between the FDA/
NCI Clinical Proteomics Program and Correlogic
Systems Inc., of Bethesda, MD, unites proteomics—
the study of the proteins inside cells—and artificial
intelligence computer programs.

The diagnostic test relied on software that is
able to detect patterns of key proteins in the blood.
Using a sophisticated artificial intelligence computer
program developed by Correlogic, scientists were able
to “train” the computer to distinguish between patterns
of small proteins found in the blood of cancer patients
vs. control samples. The artificial intelligence program
identified a pattern consisting of only a handful of
proteins, among thousands, that could be used to
distinguish between women with ovarian cancer and
women with non-cancerous conditions.

“The idea that rather than a single biomarker,
an entire pattern of proteins contains important
diagnostic information, is an exciting new paradigm,”
said J. Carl Barrett, director of the NCI Center for
Cancer Research, which oversees the proteomics
program.

The scientists first used serum samples from
known cancer patients and unaffected individuals to
establish proteomic patterns which were present at
different levels in the two groups. Once these patterns
were identified, the researchers compared them with

the patterns of the same proteins in serum samples
from other patients with and without cancer. The
researchers correctly identified 50 out of 50 cancers
and 63 of 66 non-cancer samples.

The researchers analyzed the serum proteins
with mass spectroscopy, a technique used to sort
proteins and other molecules based on their weight
and electrical charge. The identity of the key proteins
and the role they may play in cancer is unknown, but
being investigated.

An important finding was the ability to correctly
identify, in a small sample of patients, all stage I
ovarian cancer cases. Currently, more than 80
percent of ovarian cancer patients are diagnosed at
a late clinical stage and have a 20 percent or less
chance of survival at five years. In contrast, the 20
percent of women diagnosed with early-stage disease
have an excellent prognosis, with over 95 percent
alive at five years after diagnosis. The results of this
study indicate that proteomic technology may help
clinicians diagnose the disease much earlier than
current methods.

The authors of the paper caution that further
study is needed to confirm the sensitivity and accuracy
of this technique as a diagnostic tool. They hope that
by combining the proteomic approach with other
methods of ovarian cancer diagnosis, such as
ultrasound, its accuracy can be further improved.

“Simple, accurate, and non-invasive methods for
early detection of epithelial ovarian cancer may
improve quality of life and survival and reduce
unnecessary suffering for patients,” said Kathryn
Zoon, director of the Center for Biologics Evaluation
and Research at the FDA. The majority of the
individuals included in the study had an increased risk
of ovarian cancer, due to a family history of the
disease, or mutations in BRCA1 or BRCA2 genes,
which increase risk for both breast and ovarian
cancers. Researchers on the study from Northwestern
University Medical School, Chicago, considered it
important to test the method in this population, as these
are the women most in need of effective screening
options.

“The most important next goal is validating the
promise of these results in large, multi-institutional
trials.  Early detection means we can treat the cancer
before it has spread,” said Lance Liotta, the senior
investigator on the study from NCI. Such trials are
under way at NCI, evaluating proteomics both alone
and in combination with current screening methods
for ovarian cancer.
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“We’re particularly excited about the potential
of this technique to diagnose additional types of
diseases.  It may also be able to provide an early
warning of impending toxicity,” said the first author
of the study, Emanuel Petricoin, of FDA.

First Clinical Guidelines
On Ductal Lavage Published

A group of breast specialists issued the first
clinical practice guidelines on the use of ductal lavage
in breast cancer risk management.

These guidelines, published in Jan. 15 issue of
the journal Cancer, are warranted because peer-
reviewed data clearly demonstrates the ability of
ductal lavage to collect cells from the milk ducts
where 95% of all breast cancer originates, the panel
said.

“With ductal lavage, we now have a reliable
method for collecting information about ductal cell
activity in women at high risk for developing breast
cancer,” said Joyce O’Shaughnessy, medical
oncologist and director of breast cancer prevention
at Baylor University Medical Center and US
Oncology. “On the basis of the ductal lavage results,
physicians have additional information to determine
which women are at highest risk and to help guide
them in making breast cancer management
decisions.”

Ductal lavage is a minimally invasive office
procedure used to collect breast ductal epithelial cells
for cytological analysis to determine whether they
are normal or atypical. Previous clinical research has
shown that patients who have abnormal cells are four
to five times more likely to develop breast cancer
compared with those who do not.

The guidelines serve as a framework for
developing treatment options for women who are at
high risk for breast cancer. According to the consensus
opinion:

· if the specimen from any fluid yielding duct
is interpreted as Inadequate Cellular Material for
Diagnosis (ICMD), the procedure should be repeated
at the next available opportunity;

· if the specimen in a high risk woman contains
benign cells, it is reasonable to repeat the procedure
every one to three years;

· if atypical cells are found, a treatment of
tamoxifen should be considered to reduce risk.  It is
then recommended that the procedure be repeated at
six to twelve month intervals to confirm the findings;

· if malignant cells, although rare with ductal
lavage, are found, the procedure should be repeated
to confirm the finding and intensive breast imaging
should be conducted to look for actual cancer.

Many of the authors of the consensus statement
participated in a clinical study comparing the use of
ductal lavage to nipple aspiration, an older method of
collecting milk duct fluid from the surface of the
nipple, in women at risk of developing breast cancer.

In that study, published late last year, ductal
lavage found atypical cells in 24% of the high-risk
women who underwent the procedure. Women were
classified as being at high risk for breast cancer if
they had previously had breast cancer, tested positive
for BRCA1/BRCA2 mutations, or had a 5-year Gail
risk of at least 1.7%. (The Gail Index uses risk factors
such as age, family history, age at first menstrual
period and the number of breast biopsies conducted
to calculate a woman’s chance of developing breast
cancer.)

All women in the study (n=507) had had a
negative mammogram and physical examination within
the 12-month period prior to enrollment in the study.

Although both the ductal lavage and nipple
aspiration procedures were found to be safe and well
tolerated, the NAF samples from 73% of the
participants were insufficient for diagnosis.

Conversely, only 22% of the ductal lavage
samples were observed to be ICMD. When matched
NAF and ductal lavage samples from the same breast
were compared, the overall sensitivity of ductal lavage
in detecting abnormal intraductal cells (P=0.004) was
3.2 times greater than that of nipple aspiration.

Ductal lavage also collected a greater number of
cells—a median of 13,500 cells per duct—versus the
120 cells per breast collected through nipple aspiration.

Although the authors of the consensus statement
stressed that ductal lavage should not replace
mammography, they emphasized its utility in providing
early evidence of atypical cells which are indicators
of increased risk for breast cancer.

“Cytology results from ductal lavage help the
patient and her physician decide how aggressively they
need to pursue treatment approaches to reduce her
risk of developing breast cancer,” said O’Shaughnessy.
“Specifically, this information helps us weigh the risks
and benefits of a variety of management options
ranging from or including closer surveillance, hormone
replacement therapy, anti-estrogen therapy
(tamoxifen), and in very high-risk women, even
prophylactic mastectomy.”
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Clinical Trials:
Study Finds HCL Responds
To Immunotoxin Treatment
(Continued from page 1)
responses will have the option of receiving   ALVAC-
CEA/B7.1 vaccine upon completion of the
chemotherapy.  Active treatment will require
approximately 28-31 weeks, depending on to which
group patients are assigned and how well individual
patients tolerate the chemotherapy regimen.

Standard, first-line therapy for metastatic
colorectal cancer involves combination chemotherapy
with three agents: Camptosar (irinotecan or CPT-11),
5-fluorouracil and leucovorin.

Patients will be evaluated routinely for local and
systemic adverse events immediately following
treatment and at each follow-up visit.  Immune
response and efficacy measures for objective
response and response duration will also be assessed
at several pre-designated points during the treatment
period and at the end of the study.

The investigational vaccine and other ALVAC-
based formulations have shown promise in early
clinical studies of the vaccine as a single agent
conducted by the U.S. National Cancer Institute, in
collaboration with Therion Biologics of Cambridge,
MA, which demonstrated that ALVAC-based
recombinants are safe, with a non-overlapping
toxicity profile to chemotherapy.  In general,
treatments were well tolerated, with no significant
product-related toxicities.  Side effects associated
with the vaccine included mild, local reactions.

Typically, vaccines are designed to prevent
diseases by preparing the immune system for a
possible attack.  With therapeutic cancer vaccines,
the goal is to “turn on” the immune system of people
who already have the disease, to increase the power
of current treatments, such as chemotherapy.

The cancer vaccine under study is delivered via
a live recombinant canarypox virus vector engineered
to elicit specific immune responses for cancer
immunotherapy. Alvac is a variant of the canarypox
virus that produces a self-limiting infection that does
not cause any harm or symptoms in humans, but
causes infected cells to temporarily display tumor-
associated antigens (TAA) linked to specific cancers.
In response to these TAAs, the immune system
becomes activated and attacks tumor cells that
display the same TAA.  It is designed to target the
carcinoembryonic antigen (CEA), which is a TAA

that is over-expressed in the majority of colorectal
cancers.

Clinical trial sites are presently established in
New York City; Washington DC; Philadelphia; Los
Angeles; Birmingham, AL; Chicago; Dunmore, PA;
Vancouver, BC; and Ottawa, Ontario.  For more
information about specific study locations and
eligibility, individuals should contact Aventis Pasteur
at 1-866/455-0349.

CPT-11, Gemcitabine Increase
Survival Of Pancreatic Cancer

The combination of irinotecan (also known as
CPT-11, Camptosar) and gemcitabine shows promise
in treating pancreatic cancer, according to a study
published in the March issue of the Journal of Clinical
Oncology.

The combination treatment demonstrated a one-
year survival rate of 27 percent, which is greater than
that reported with gemcitabine alone in previous
studies of patients with advanced pancreatic cancer
(15 percent and 18 percent one-year survival rates,
respectively).

“The findings suggest that the addition of
irinotecan to gemcitabine may enhance the clinical
benefit of gemcitabine as well as increase survival in
a disease in which eight out of ten patients die within
a year of being diagnosed,” said Caio Max Rocha
Lima, assistant professor of medicine, University of
South Florida, H. Lee Moffitt Cancer Center &
Research Institute. “Irinotecan, the standard of care
for the treatment of advanced colorectal cancer, is
showing promise in this difficult tumor type and is
offering hope to patients with this devastating
disease.”

The phase II study, consisting of 45 patients,
evaluated the efficacy and safety of irinotecan
combined with gemcitabine in patients with previously
untreated unresectable or metastatic pancreatic cancer.
Median survival in patients treated with combination
therapy was 5.7 months [range, 0.4-19.4+ months].
Patients treated with both drugs also experienced a
favorable tumor response rate (decreased tumor size
by =50 percent) than with conventional rates from
single agent therapy.  In addition, the combination
regimen was well tolerated, with minimal severe
toxicity.

Irinotecan is a chemotherapeutic agent used in
the treatment of advanced colorectal cancer. The
bolus chemotherapy regimen containing irinotecan
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(irinotecan+bolus 5-FU/LV, also known as the Saltz
regimen), is recognized as the standard of care in
treating advanced colorectal cancer.  Two previous
phase II studies have shown that irinotecan alone also
demonstrated antitumor activity in pancreatic cancer.
Gemcitabine is a chemotherapeutic agent with
demonstrated activity in pancreatic cancer and is
considered the standard of care for this disease.
Studies have shown it demonstrates positive clinical
and tumor response rates and improves median and
1-year survival.

Participants of the multi-center, open-label,
single-arm study received repeated 21-day cycles of
gemcitabine 1000 mg/m2 for 30 minutes followed by
irinotecan 100 mg/m2 for 90 minutes, both administered
intravenously on days 1 and 8.  The study’s endpoints
included objective tumor response rate, time to tumor
progression (TTP, the time from baseline to first
documented tumor progression or death), and survival.

“The study findings are significant because
patients with pancreatic cancer often are severely
debilitated,” said Rocha Lima.  “We are encouraged
by these data that show that the combination was
safe, and demonstrated notable one-year survival.
Based on these results, we have initiated a phase III
study which is now fully accrued and which will allow
further evaluation of this combination therapy.”

Screening and Prevention:
Lung Cancer Size May Not
Indicate Severity Of Disease

A fundamental assumption of lung cancer
screening is that small tumors are less likely to have
metastasized than large tumors. But a new study by
Duke Comprehensive Cancer Center researchers
shows that size does not necessarily indicate the
severity of cancer.

The authors of the study caution physicians who
have begun to use computed tomography (CT) scans
for screening and early lung cancer detection not to
assume that small tumors represent early-stage cancers.
They advise physicians against the widespread use of
CT scans for screening and early detection of lung
cancer until further data become available.

“Our study found no statistically significant
relationship between the size of small tumors and the
stage of cancer,” said Edward Patz Jr., professor of
radiology at the Duke University Medical Center and
senior author of the article appearing in the Dec. 15

issue of the journal Cancer.
The study looked at the stage distribution of

cancer in 620 men and women with primary non-small
cell lung carcinomas that measured from less than
one centimeter to three centimeters in size. The
researchers concluded from their data relating stage
to tumor size that even the smaller tumors could
represent an advanced stage of the cancer. The study
suggests that the size of tumors less than or equal to
three centimeters plays only a limited role in the
biology of lung cancer.

Patients with a primary lesion that is three
centimeters or smaller in diameter will have an
approximately 80 to 85 percent chance of having
stage I lung cancer and an approximately 10 percent
chance of having stage IV lung cancer, regardless of
tumor size at detection. Lung cancer stages range
from stage I,  in which the cancer has not
metastasized, to stage IV, in which the cancer has
spread.

In recent years, low-dose “spiral” CT scans—
in which an imaging machine rotates rapidly around
the body taking more than 100 images in sequence—
have been proposed as a potential method to screen
for lung cancer. Proponents of CT scans have argued
that these scans could detect smaller lesions not
visible with chest X-rays, that these smaller tumors
represented an early stage of cancer and detecting
them would lead to reduced lung cancer mortality,
the Duke researchers said.

“Our study emphasizes the fact that size alone
does not appear to determine a cancer’s metastatic
potential and ultimate stage distribution,” the
researchers wrote. “While it is reassuring to believe
there is a size threshold below which there is minimal
or reduced risk of a tumor having metastasized, and
thus that lung cancer screening can reduce mortality,
there is no conclusive data to support this notion. Early
detection with imaging alone may not be enough to
impact the natural course of lung cancer.”

The researchers also wrote that while larger
tumors presumably have more time to grow and
metastasize, it has become increasing clear that size
alone may not predict the biological behavior of lung
cancer. Other studies have reported improved survival
in patients with tumors less than three centimeters
as compared to patients with tumors greater than three
centimeters, said the researchers. However, in
contrast, one recent study found no correlation
between the size of stage I lung cancers and survival.

The Duke researchers concluded by saying, “At
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this time there is no clinical or experimental evidence
to confirm that the critical time for metastases is when
lesions measure five to 10 millimeters, which is
generally the targeted size of CT screening, as
opposed to one to three centimeters, when a lesion is
visible on a chest X-ray. How size truly relates to
metastatic potential and the natural history of the
disease remains to be seen.”

Marijuana-Derived Drug
Less Effective Than Standard

A drug derived from marijuana is not as effective
as a standard drug for curbing loss of appetite and
weight in patients with advanced cancer, according to
a study conducted by Mayo Clinic in Rochester,
Minn., and the North Central Cancer Treatment
Group.

The results of the study are published in this
month’s Journal of Clinical Oncology. This first-of-
its-kind, large multi-institutional study found megestrol
acetate, a standard drug for treating loss of appetite
and weight in cancer patients, to be more effective
than dronabinol (brand name Marinol), a drug derived
from marijuana.

The study also found that there was no notable
benefit when both drugs were given together.

“Anecdotal reports and previous small studies
suggested that marijuana and its derivatives stimulate
appetite,” said Aminah Jatoi, a Mayo Clinic oncologist
and researcher on the study. “Our study found that
dronabinol, in the doses prescribed in this trial, doesn’t
hold up to standard treatment with megestrol acetate.”

“These findings should dampen enthusiasm for
using marijuana derivatives for this purpose,” Jatoi
said.

Seventy-five percent of the patients in the study
taking megestrol acetate reported appetite
improvement. This compared with only 49 percent of
patients taking dronabinol reporting appetite
improvement. Further, 11 percent of the patients on
megestrol acetate, compared with only 3 percent on
dronabinol, gained more than 10 percent of their
baseline weight.

Loss of appetite and weight is a major problem,
affecting more than half of patients with advanced
cancer. It’s also an understudied problem.

“Nobody knows all of the factors that come into
play as cancer patients lose weight,” said Jatoi. “This
study was an attempt to help cancer patients by finding

some answers about what works and what doesn’t
work for those struggling with eating.To our
knowledge, this is the first study to compare a standard
drug to a drug derived from marijuana in an effort to
help cancer patients with this problem.”

The study evaluated 469 cancer patients between
December 1996 and December 1999. These patients
were 18 years of age and older, and all had been
diagnosed with an advanced cancer. They also had to
have a self-reported loss of appetite and/or weight
loss of at least five pounds during the preceding two
months.

The double-blinded study randomly enrolled the
patients into one of three treatment sections:

—megestrol acetate liquid given 800 mg orally
each day plus capsule placebo.

—dronabinol capsules given 2.5 mg orally twice
a day plus liquid placebo.

—a combination of both medications in the
dosages noted.

Jatoi said megestrol acetate is not the complete
answer to stimulating appetite and boosting weight in
cancer patients, and more research needs to be done
to find better drugs.

“But at this time, we can say that megestrol
acetate is more effective than dronabinol in the doses
we tested,” she said.

The North Central Cancer Treatment Group is
an affiliation of 23 community clinics and affiliates in
18 states and two Canadian provinces with a research
base at Mayo Clinic Cancer Center in Rochester,
Minn.

Clinical Trials Approved
By NCI Last Month

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 Study of A B7-1 Gene—Modified

Autologous Tumor Cell Vaccine and Systemic IL-2
for Patients with Stage IV Renal Cell Carcinoma.
Moffitt Cancer Center Research Institute, protocol
5090, Antonia, Scott, phone 813-979-3883.

Phase I Study of IV UCN-01 in Combination
with Carboplatin in Advanced Solid Tumors.
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phone 503-494-0365.
Phase II Trial of ST1571 for the Treatment of

Platinum and Paclitaxel Refractory Stage III and IV
Epithelial Ovarian Cancer and Primary Peritoneal
Cancer. Southwest Oncology Group, protocol S0211,
Alberts, David, phone 520-626-7685.

Phase III
Randomized Phase III Trial of Thalidomide Plus

Dexamethasone Versus Dexamethasone in Newly
Diagnosed Multiple Myeloma. Eastern Cooperative
Oncology Group, protocol EIA00, Rajkumar, Vincent,
phone 507-284-8430.

Phase III Double-Blind Study of Depot
Octreotide Versus Placebo in the Prevention of Acute
Diarrhea in Patients Receiving Pelvic Radiation
Therapy. North Central Cancer Treatment Group,
protocol N00CA, Martenson, James, phone 507-284-
4561.

Phase III Randomized Study of High Dose 3D-
CRT versus Standard Dose 3D-CRT in Patients
Treated for Localized Prostate Cancer. Radiation
Therapy Oncology Group, protocol RTOG-P-0126,
Michalski, Jeff, phone 314-362-8566.

                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
Other

 Contrast-Enhanced Breast MRI for Evaluation
of Patients Undergoing Neoadjuvant Treatment for
Locally-Advanced Breast Cancer: A Companion Study
To CALGB 49808 Trial Of Neoadjuvant 4AC With
or Without Dexrazoxane Followed By Weekly
Paclitaxel With Or Without Herceptin. American
College of Radiology Oncologic Imaging Network,
protocol ACRIN-6657, Hylton, Nola, phone 415-476-
8856.

Contrast-Enhanced Breast MRI and Correlative
Science Studies to Characterize Tumor Response in
Patients Undergoing Neoadjuvant Treatment for
Locally Advanced Breast Cancer. Cancer and
Leukemia Group B, Esserman, Laura, phone 415-
885-7691.

University of Maryland, protocol 5533, Edelman,
Martin, phone 410-328-2703.

Phase I Study of Yttrium-Ibritumomab Tiuxetan
Preceded by Rituximab in Children with Recurrent/
Refractory CD20) Positive Lymphoma. Children’s
Oncology Group, protocol ADVL0013, Cairo,
Mitchell, phone 212-305-8316.

Phase II
Phase II Clinical Trial of BMS-247550, an

Epothilone B Analog, in Patients with Renal Cell
Carcinoma. NCI, Medicine Branch, protocol 3654,
Fojo, Antonio, phone 301-496-4916.

Phase II Study of Epothilone B analog BMS
247550 in Stage IV Malignant Melanoma. New York
City Medical Center, protocol 4470, Pavlick, Anna,
phone 212-263-6485.

Phase II Trial of OSI-774 in Patients with
Hepatocellular or Biliary Carcinoma. Mayo Clinic,
protocol 5429, Philip, Philip, phone 313-745-9155.

Induction/Concurrent Chemotherapy and Dose-
Escalated three Dimensional Stage III Non-Small Cell
Lung Cancer: A Randominzed Phase II Study. Cancer
and Leukemia Group B, protocol CALGB-30105,
Blackstock, William, phone 336-716-4981.

Randomized Phase II Study in Operable
Adenocarcinoma of the Esophagus to Measure
Response Rate and Toxicity of Preoperative
Combined Modality Paclitaxel/Cisplatin/RT or
Irinotecan/Cisplatin/RT Followed by Postoperative
Chemotherapy with the Same Agents. Eastern
Cooperative Oncology Group, protocol E1201,
Kleinberg, Lawrence, phone 410-614-2597.

Randomized Phase II Study of BMS-247550
(NSC 710428) Given Daily Days Every 3  Weeks or
Weekly in Patients with Metastatic or Recurrent
Squamous Cell Cancer of the Head and Neck. Eastern
Cooperative Oncology Group, protocol E2301,
Burtness, Barbara Ann, phone 203-737-5064.
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