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American Society of Hematology:
Recurrent Multiple Myeloma Responds
To Revimid In Phase II, Side Effects Tolerable

Longer Chemo Regimen Offers Better DFS
For Premenopausal Breast Cancer

A drug similar to thalidomide has been found to be promising with
fewer side effects for treating patients with recurrent multiple myeloma,
according to early data from a clinical study led by Dana-Farber Cancer
Institute researchers.

Paul Richardson and Kenneth Anderson, of Dana-Farber, and their
co-authors presented preliminary safety and effectiveness data from a
large multi-center phase II study of CC-5013 at the annual meeting of the
American Society of Hematologists in Philadelphia.

Celgene Corp. manufactures CC-5013, which is also known as
Revimid.

The drug, an analog of thalidomide, was developed to be more potent
than thalidomide, while reducing some of thalidomide’s dose limiting side
effects. Laboratory studies led by Teru Hideshima, at Dana-Farber have
shown that CC-5013 not only kills myeloma cells by triggering their innate
self-destruct mechanism but also inhibits the myeloma cells ability to
localize and grow in the bone marrow. Moreover, it appears to have anti-
angiogenic effects and stimulates the immune system to attack myeloma.

“We are encouraged by the responses seen so far, and the relative
tolerability of this convenient orally active agent is a real plus for patients,”
said  Richardson.

A phase I study led by the same Dana-Farber investigators
determined a maximum tolerated dose of the drug. The new study, which
began earlier this year, compared two therapeutic regimens: one in which

A 10-year clinical trial has shown that a six-cycle chemotherapy
regimen offers lower risk of cancer recurrence following surgery than a
shorter, three-cycle regimen in pre-menopausal patients with breast cancer
that has spread to the adjacent lymph nodes.

Both regimens include the drugs epirubicin, fluorouracil, and
cyclophosphamide, a combination often called FEC.

The study appeared in the Jan. 15 issue of the Journal of Clinical
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Longer FEC Regimen Standard
For Early Breast Cancer In EU
(Continued from page 1)
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FDA Approves Gleevec
For First Line Rx Of CML

The U.S. Food and Drug Administration has
approved Gleevec (imatinib mesylate) for the first-
line treatment of patients with chronic myeloid
leukemia.

Gleevec was first approved in May 2001 for the
advanced stages of CML under FDA’s accelerated
approval regulations. The drug was also indicated for
use as a second-line treatment for chronic phase
patients after failure of interferon-alpha therapy. At
that time, further studies were needed to evaluate
whether the drug provided an actual clinical benefit,
such as improved survival, as well as to examine its

Oncology.
The FEC combination is widely used in Europe

as adjuvant therapy for patients with lymph node-
positive, early stage breast cancer. Since the FDA
approval of epirubicin in 1999, FEC has also been an
important option for adjuvant breast cancer therapy
in the United States, although its use there is more
limited.

“This study clearly demonstrates that a longer
regimen of epirubicin, fluorouracil, and
cyclophosphamide is superior to shorter regimens for
pre-menopausal patients whose breast cancer has
spread to the adjacent lymph nodes,” said Pierre
Fumoleau, of the Centre René Gauducheau, IRCNA,
in Nantes, France, and lead researcher in the study.
“Although the benefits of the combination were
proven in earlier studies, this is the first trial to
compare different durations of therapy.”

Begun in 1986, the trial analysis included 602
pre-menopausal women in France who had undergone
either modified radical mastectomy or lumpectomy
for breast tumors, along with surgical removal of
affected lymph nodes under the arm. The women
were assigned to one of three treatment regimens
following their surgery:  six cycles of FEC with an
epirubicin dose of 50 mg/m2; three cycles of FEC

with epirubicin at 50 mg/m2; or three cycles of FEC
with epirubicin at 75 mg/m2.

After 10 years of follow-up, disease-free
survival among women who received the six-cycle
regimen was significantly better, at 53.4 percent, than
among either of the three-cycle regimens-42.5
percent and 43.6 percent,  respectively.  The
researchers also examined overall survival, and found
a trend toward improved survival on the six-cycle
regimen.

Also important was that all three epirubicin-
based regimens produced very few serious side
effects, even after 10 years. There were no toxicity-
related deaths, and cardiac problems and acute
myeloblastic leukemia—both associated with
adjuvant chemotherapy in previous studies—occurred
in only five and three patients, respectively.

“The low occurrence of side effects with
epirubicin-based chemotherapy makes FEC an
attractive option for adjuvant treatment of early stage
breast cancer,” said Fumoleau. He also pointed out
that recent studies in Europe have shown that a six-
cycle FEC regimen with an epirubicin dose of 100
mg/m2 is superior to the six-cycle regimen with
epirubicin at 50 mg/m2. As a result, six cycles of
FEC with epirubicin at 100 mg/m2 is now considered
the European standard of care.

In the U.S., several adjuvant therapy options
exist for patients with early stage, node-positive breast
cancer.  The most commonly used option consists of
the drugs doxorubicin and cyclophosphamide followed
by paclitaxel. Fumoleau pointed out that research is
needed to compare the efficacy of epirubicin-based
regimens such as FEC with that of other options used
in the U.S.
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Reports From ASH:
Revimid Shows Early Promise
For Recurrent Myeloma
(Continued from page 1)
patients took 15 mg. of the drug twice daily for three
weeks followed by a week of rest, and one in which
patients followed the same schedule but with 30 mg.
as a once daily dose.

Dexamethasone could be added in patients in
whom CC-5013 alone was not proving beneficial as
laboratory studies have suggested that the two agents

Fragmin Cuts Risk Of VE
By 50 Percent In Study

Fragmin (dalteparin sodium injection) reduced
the risk of acute venous thromboembolism, a
potentially serious complication of cancer, by 50
percent compared with the current standard therapy,
warfarin, in the long-term treatment of VTE,
according to the results of a study presented at the
annual meeting of the American Society of
Hematology.

The worldwide multi-center, randomized study,
which included sites in North America, Europe and
Asia Pacific, is titled “Randomized Comparison of
Low Molecular Weight Heparin versus Oral
Anticoagulant Therapy for Long Term
Anticoagulation in Cancer Patients with Venous
Thromboembolism,” or CLOT.

CLOT included 672 patients with acute
symptomatic proximal deep vein thrombosis and/or
pulmonary embolism. Patients were randomized to
receive open label therapy with either a standard
treatment regimen of Fragmin 200 I.U./kg once daily
for five to seven days followed by oral anticoagulant
(warfarin) treatment for six months, or Fragmin alone
for six months (200 I.U./kg for the first month
followed by approximately 150 I.U./kg for the
remaining five months).

In the study, the cumulative rate of recurrent
VTE events was reduced from 17.4 percent in the
warfarin group to 8.8 percent in the Fragmin group.
Major bleeding occurred in 3.6 percent and 5.6
percent of patients treated with warfarin and
Fragmin, respectively. Similarly, any episode of
bleeding occurred in 18.5 percent and 13.6 percent
of patients in the groups treated with warfarin and
Fragmin.

“In this study of cancer patients with acute VTE,
long-term therapy with Fragmin was clearly
beneficial in reducing the rate of recurrent VTE,”
said Mark Levine, chairman of the study steering
committee and professor of clinical epidemiology,

effect when used in early stage disease.
“Today’s approval represents continued efforts

by government and industry to provide patients
suffering from CML with additional therapies that
have proven safe and effective through on-going
research and clinical trials,” said FDA Commissioner
Mark McClellan. “With this new use even more
patients will have access to this product earlier on in
their fight against cancer.”

Gleevec, a specific inhibitor of the translocation-
created enzyme, works by blocking the rapid growth
of white blood cells. Approval was based on a clinical
trial of 1106 patients with newly diagnosed CML
(chronic phase). Five hundred and fifty three patients
were treated with Gleevec and 553 were given
standard CML therapy with a combination of
interferon-alpha and cytarabine. The patients treated
with Gleevec after one year had significantly fewer
cancerous cells in their blood and bone marrow. The
rate of progression of disease was also decreased in
the patients treated with Gleevec. Because patients
with CML often live for up to 10 years with the
disease, the 14-month median length of follow-up was
too short to measure long term clinical benefits such
as improved survival.

Gleevec is now approved for the treatment of
patients with all three stages of CML—CML myeloid
blast crisis, CML accelerated phase, and CML in
chronic phase, either before or after use of other
therapy. The only known cure for CML is still by a
stem cell (bone marrow) transplant. The most
common side effects reported with use of Gleevec
include nausea, vomiting, edema (fluid retention),
muscle cramps, fatigue, skin rash, and headache.

Gleevec is also approved for the treatment of
gastrointestinal stromal cancer and is manufactured
by Novartis Pharma AG for Novartis
Pharmaceuticals Corp., of East Hanover, N.J.

combined have at least additive activity in myeloma.
Preliminary results from the trial show that there

is significant anti-myeloma activity with measurable
responses in about 50 percent of evaluable patients
treated to date. The drug has been well tolerated,
with evidence that the daily dosing regimen has fewer
side effects than the twice daily schedule, but equal
activity.
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biostatistics and medicine, McMaster University.
“Treatment with Fragmin may also simplify the patient
management process. Oral anticoagulant therapy can
often be difficult to manage in cancer patients because
it requires frequent blood testing to maintain the
appropriate therapeutic levels of these drugs.”

Another study presented at ASH evaluated the
effects of Fragmin on survival of patients with
advanced solid tumors. This study, titled “Fragmin
Advanced Malignancy Outcome Study (FAMOUS),”
is the first prospective trial to study the potential
effects of a low molecular weight heparin on the
survival of cancer patients with advanced solid tumors
who do not have evidence of underlying VTE. The
study included 382 cancer patients, who received
either a daily injection of Fragmin or placebo. Patients
with a variety of tumors, including breast, colorectal,
ovarian and pancreatic cancer, were included in the
study; most patients had metastatic disease.

The analysis of the study’s primary endpoint
showed no differences for the two groups at one year
after randomization. A post hoc analysis of a subgroup
(n = 100) of patients in the study who survived more
than 17 months following trial randomization showed
that those treated with Fragmin experienced increased
two and three year survival rates of 77 and 59 percent
compared with 56 and 37 percent for those treated
with placebo.  Bleeding rates were 4.8 percent for
patients treated with Fragmin compared with 2.8
percent for those receiving placebo.

“Although results from the study did not show a
benefit in survival at one year for the overall
population treated with Fragmin, as originally
hypothesized, the findings in patients with a better
prognosis who received Fragmin are encouraging,”
said Ajay Kakkar, department of surgery, Imperial
College, London, UK. “What we have learned in this
study will help us to design future trials to evaluate
Fragmin’s effect on longer term survival in cancer
patients.”

Sirolimus-Containing Therapy
Reduces GVHD, Study Finds

A three-drug therapy, which includes a novel
medication called sirolimus, reduces graft-versus-host
disease in stem cell transplant patients more
effectively and with less toxicity than traditional
treatments, an ongoing clinical study by Dana-Farber
Cancer Institute scientists suggests.

Interim results of the trial, which began two
years ago, were presented by researchers at the

Colorectal Cancer:
Avastin Regimen Bested
Chemo Alone In Early Disease

An experimental drug designed to cut off a
tumor’s blood supply showed promising results in
patients with advanced colorectal cancer when paired
with standard chemotherapy, according to a UCLA
Jonsson Cancer Center study.

The results of this and subsequent studies of
the experimental drug Avastin could change the way
oncologists treat patients with this devastating form
of cancer, said Fairooz Kabbinavar, a Jonsson Cancer
Center researcher and first author of study published
in the Jan. 1 issue of the Journal of Clinical Oncology.
The combination of Avastin and chemotherapy proved

annual meeting of the American Society of
Hematology in Philadelphia.

The study seeks to produce better outcomes for
patients receiving stem cell transplants for diseases
such as leukemia and lymphoma. Such patients are
at risk for GVHD, a condition in which transplanted
immune cells mount an attack on patients’ own tissue
and organs. The drugs tacrolimus and methotrexate,
though offering moderate control of GVHD, are
associated with side effects such as kidney failure,
high blood pressure, mouth sores, liver damage, and
lowered white blood cell counts.

“These are very exciting early data,” says the
study’s lead author, Joseph Antin, of Dana-Farber.
“We have been looking for ways of reducing
transplant-related side effects for many years and
these data tell us that we are on the right track. We
are proceeding with further studies designed to
eliminate methotrexate entirely while continuing to
reduce toxicity and control GVHD.”

Because sirolimus—a medication that interferes
with the signaling mechanism in immune system
cells—has been shown to work “synergistically” with
tacrolimus, researchers theorized that low doses of
the two drugs, in combination with methotrexate,
might provide more effective control of GVHD with
fewer side effects.

The 41-patient study is bearing out those hopes.
Whereas 30 percent of unrelated donor transplant
patients would normally be expected to develop severe
GVHD, only 13 percent of the patients in the study
have incurred that level of GVHD.  The therapy
produced no unusual side effects and patients’ blood
counts reached adequate levels.
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will hold true in the larger study as well,” Kabbinavar
said. “This drug combination may prove to be an
important new option for patients with newly
diagnosed metastatic colorectal cancer.”

Avastin and other angiogenesis inhibitors attack
cancer differently than do conventional therapies.
Chemotherapy works like a non-specific bomb inside
the body, attacking all fast-growing cells and often
resulting in debilitating side effects such as nausea,
hair loss and a dangerous drop in white and red blood
cell counts. Angiogenesis inhibitors fight cancer by
preventing or cutting off the blood supply that tumors
must have to thrive and spread.

In this phase II study, 104 patients with
untreated, advanced colorectal cancer were given
Avastin and chemotherapy or chemotherapy alone.
Median survival was increased from about 13 months
in patients who received chemotherapy alone to about
21.5 months in patients who were given Avastin and
chemotherapy. Median time to progression, or the time
until the cancer grows again after treatment, was
increased from 5.2 months in the chemotherapy only
group to 9 months in the group receiving Avastin and
chemotherapy. Response rates also were better, with
40 percent of the group getting the combination
therapy showing a significant response to the drug,
versus 17 percent who responded to the
chemotherapy alone. And, patients who received the
combination therapy had a 54 percent lower risk of
disease progression than did those on chemotherapy
alone.

“These preliminary results suggest that Avastin,
in combination with 5-FU and leucovorin, increases
response rate, prolongs time to progression and
prolongs survival,” the article states. “These data
support further evaluation of the efficacy and safety
of Avastin.”

superior to chemotherapy alone in treating advanced
colorectal cancer, Kabbinavar said.

“This is a first-ever randomized trial of a potent
anti-angiogenic agent, comparing chemotherapy alone
to chemotherapy and Avastin in patients with
advanced colorectal cancer,” said Kabbinavar, an
associate professor of hematology/oncology at
UCLA who has studied this drug in the lab and in
patients for the last decade. “This study could give
us a less toxic and a more effective weapon in our
growing arsenal of cancer therapies.”

A tumor cannot grow bigger than a pinhead
unless it establishes an independent blood supply
through a process called angiogenesis to provide itself
with oxygen and nutrients. Researchers theorize that
by stopping or cutting off the new blood supply, they
can starve and, hopefully, kill the cancer.

In this study by UCLA researchers and
scientists at four other sites nationwide, the
angiogenesis inhibitor Avastin was given with the
chemotherapy drugs fluorouracil (5-FU) and
leucovorin in a two-pronged attack. Researchers
hoped that Avastin—a monoclonal antibody that
targets the Vascular Endothelial Growth Factor
(VEGF), a protein that promotes growth of blood
vessels—would help the chemotherapy work more
effectively, and vice-versa, providing a synergistic
effect.

Results from laboratory and early phase studies
confirm that the drugs help each other to work better,
Kabbinavar said. Patients in the phase II study who
received Avastin with chemotherapy had better
response rates and median survival times than did
patients who were given chemotherapy alone. In
addition, those who received the combination also had
a longer time before their cancer progressed and had
lower levels of a colon cancer marker in their blood
than did patients who received chemotherapy alone,
Kabbinavar said.

“The patients who got Avastin and
chemotherapy did better in all the parameters we use
to measure efficacy,” Kabbinavar said. “This is a
promising study that provided strong enough results
to move on to a large Phase III study involving 1,000
patients.”

The phase III study, also conducted at UCLA’s
Jonsson Cancer Center and other sites nationwide,
was recently completed. Results are expected
sometime next year and should provide researchers
with a more definitive answer, Kabbinavar said.

“Our hope and our expectation is that the data

Breast Cancer:
Paraplatin Lengthened TTP
In HER2+ Advanced Breast Ca

Adding Paraplatin (carboplatin for injection) to
the combination of Taxol (paclitaxel) Injection and
Herceptin (trastuzumab) enhanced the effectiveness
of treatment for HER2 positive advanced breast
cancer patients, according to a study presented last
month at the San Antonio Breast Cancer Symposium.

The study concluded that patients who received
the addition of carboplatin to a standard combination
regimen of paclitaxel and trastuzumab showed a
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Cancer Risk:
Study Confirms Cancer Risk
Increase Due To Combined HRT

Researchers confirmed that a daily, combined
dose of estrogen and progestin increases breast
cancer risk in post menopausal women, but added
that this risk begins to return to normal about six
months after women stop taking the hormones.

The analysis was part of the National Institute
of Child Health and Human Development Women’s
Contraceptive and Reproductive Experiences Study
and appears in the December, 2002 Obstetrics &
Gynecology.

The NIH Women’s Health Initiative trial was
the first large clinical trial to assess the risks and
benefits of continuous combined hormone therapy.
Last July, researchers stopped the WHI trial because
the risk of breast cancer and heart disease from
combined hormone replacement therapy outweighed

significant improvement in time-to-disease
progression (11.2 months vs. 6.9 months, p=0.007),
and experienced an increase in response to treatment
(52% vs. 36%, p=0.04).

“Based on the study findings, physicians should
consider adding carboplatin to the standard
combination regimen of paclitaxel and trastuzumab
in eligible patients with advanced HER2 positive
breast cancer,” said Nicholas Robert, principal
investigator of the study and co-chairman of the US
Oncology Clinical Research Breast Committee. “With
these encouraging findings, we will now study this
combination therapy in earlier stages of breast
cancer.”

The study enrolled 196 patients and compared
the response rate and time-to-progression of adding
carboplatin to paclitaxel and trastuzumab (group one)
versus paclitaxel and trastuzumab alone (group two)
in patients with advanced HER2 positive breast
cancer. Patients were also categorized as 2+ or 3+,
by immunhistochemistry, and/or HER2
overexpressors by FISH (fluorescent in situ
hybridization) testing.

In a subgroup of patients who were 3+, a sign
of an even more aggressive cancer, the time–to–
disease progression was almost doubled in the
treatment group containing carboplatin (13.5 months
for group one vs. 7.2 months for group two, p=0.006).
Further, although the study was not designed to
measure survival, 62 percent of patients in the group
that received carboplatin were still alive after 36
months compared to 47 percent in the group that did
not receive carboplatin.

“Previous studies at the Mayo Clinic, University
of California at Los Angeles and the Breast Cancer
International Research Group have demonstrated that
a combination of platinum-taxane-trastuzumab
lengthens the time from diagnosis to disease
progression in patients with advanced breast cancer,”
said Brian Leyland-Jones, study investigator and
Founding Chair of the Department of Oncology,
McGill University, Montreal.

“Our current study confirms these results and
represents the first randomized trial to demonstrate
a statistically significant effects in the time-to-
progression and response rate,” Leyland-Jones said.
“These results are extremely provocative in terms of
whether the current treatment for HER2 positive
patients should include a platinum-based regimen, such
as carboplatin.”

The study was a collaboration between US

Oncology, University of California at Los Angeles
and McGill University in Montreal. All of the patients
were able to carry out a minimum of 50 percent of
their daily activities (Performance Status 0-2 on the
ECOG scale). Patient characteristics were similar
for both treatment groups. All patients received two
three-week cycles of treatment. Patients in group one
were administered trastuzumab (initial dose of 4 mg/
kg followed by a smaller weekly dose of 2 mg/kg),
paclitaxel (175 mg/m2 over three hours) and
carboplatin AUC 6 every three weeks. Patients in
both groups received the same regimen of
trastuzumab and paclitaxel.

The combination of trastuzumab (T), paclitaxel
(P) and carboplatin (C) resulted in moderate, yet
acceptable, increases in side effects. The most
common toxicities for each regimen were:
neutropenia (decrease in white blood cells that can
lead to infection, TPC 85.6% vs. TP 24.2%);
leukopenia (decrease in white blood cells that can
lead to infection, TPC 11.3% vs. TP 6.3%); and
thrombocytopenia (decrease in the number of platelets
that can lead to an increased risk of bleeding, TPC
9.3% vs. TP 1.1%). However, these were transient
abnormalities that did not affect the patients’ risk of
infection, fever or bleeding. Other side effects
included: anemia (TPC 5.2% vs. TP 2.1%); fatigue
(TPC 11.3% vs. TP 4.2%); neuropathy (numbness
and tingling in the hands and feet, TPC 8.2% vs. TP
6.3%); and nausea (TPC 6.2% vs. TP 1.1%).
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National Cancer Institute Lists
Approved Clinical Trials

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 Clinical Trial to Asses the Safety and

Efficacy of Intraperitoneal PV701 Aministrations in
Patients with Advanced or Recurrent Malignancy
Largely Confined to the Peritoneal Cavity. Memorial
Sloan-Kettering Cancer Center, protocol 1617,
O’Connor, Owen, phone 212-639-8889.

Pill Associated With Cancer
In BRCA1 Mutation Carriers

Women who carry mutations in the BRCA1
breast cancer susceptibility gene and have a history
of oral contraceptive use may have an increased risk
of early-onset breast cancer, according to a large-
scale study.

Women with BRCA1 and BRCA2 mutations
have a 50% to 80% lifetime risk of developing breast
cancer. This risk may be modified by factors that
influence the level of hormones produced by the body.
Whether this risk is modified by exogenous
hormones, such as oral contraceptives or hormone
replacement therapy, is unknown. Long-term oral
contraceptive use has been associated with a modest
increase in the risk of breast cancer in the general

population and a decrease in the risk of ovarian
cancer.

To examine whether the use of oral
contraceptives is associated with the risk of
hereditary breast cancer, Steven Narod, of the
Sunnybrook and Women’s College Health Sciences
Centre and the University of Toronto, and his
colleagues looked at history of oral contraceptive use
among 1,311 women with BRCA1 or BRCA2
mutations who had breast cancer and 1,311 mutation
carriers without breast cancer.

The women were recruited from 52 centers in
11 countries. Among women with BRCA1 mutations,
those who used oral contraceptives for 5 or more
years had a 33% increase in the risk of breast cancer,
compared with women who had never used oral
contraceptives. The risk was also elevated in women
who used contraceptives before age 30, women who
were diagnosed with breast cancer before age 40,
and women who first used oral contraceptives before
1975.

In contrast, Narod and his colleagues did not
find any increase in breast cancer risk in BRCA2
mutation carriers, but they say that more studies
should be done to confirm these findings.

The authors say that for women carrying a
BRCA1 mutation, age should be an important
consideration when prescribing an oral contraceptive.
The new findings suggest that “oral contraceptive use
after age 30 is not likely to increase the risk of breast
cancer among BRCA1 mutation carriers and can be
used safely to reduce the risk of ovarian cancer,”
they conclude.

The study was published in the Dec. 4 Journal
of the National Cancer Institute.

its potential benefits.
The NICHD study began by questioning women

who had been diagnosed with breast cancer about
their hormone use and other potential risk factors for
breast cancer.  These women were then compared
to a similar group of women who had not developed
breast cancer.

“Our data suggest a positive association between
continuous combined HRT and breast cancer risk
among current, longer term users,” the study authors
concluded. “Progestin administered in an
uninterrupted regimen may be a contributing factor.”

The current study enrolled women who had been
diagnosed with breast cancer between July 1, 1994
and April 30, 1998 at treatment centers in Atlanta,
Detroit, Los Angeles, Philadelphia, and Seattle.

A total of 3823 postmenopausal white and black
women were analyzed for the study. In all, the
medical histories of 1870 women who had developed
breast cancer were compared to the histories of 1953
women who did not have breast cancer.

The researchers found that women on
continuous combined therapy for 5 years or more
were 1.54 times more likely to developing breast
cancer than other women their age not on this form
of therapy. The risk of breast cancer increased the
longer the women used this form of therapy.

However, six months after the women
discontinued the combined therapy, their risk of breast
cancer began to return to normal.  This held true for
women who took the hormones for 5 years or longer
before stopping, as well as for women who took the
hormones for only about 6 months.
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protocol 5983, Margaret Moore, Malcolm, phone 416-
946-2263.

Treatment of Patients with Metastatic
Melanoma Using Recombinant Vaccinia and Fowlpox
Viruses Encoding the Tyrosinase Antigen in
Combination with Interleukin-2. NCI, Surgery
Branch, protocol 6119, Topalian, Suzanne, phone 301-
496-4269.

Phase II Study of PTK787 in Patients with
Unresectable Malignant Mesothelioma. Cancer and
Leukemia Group B, protocol CALGB-30107, Jahan,
Thierry, phone 415-353-9888.

Randomized Phase II Study: Sequencing
Topoisomerase Inhibitors for Extensive Stage Small
Cell Lung Cancer: Topotecan Sequenced with
Etoposide/Cisplatin, and Irinotecan/Cisplatin
Sequenced with Etoposide. Eastern Oncology
Cooperative Group, protocol E5501, Aisner, Joseph,
phone 732-235-7401.

Phase II Evaluation of Karenitecin in the Third-
line Treatment of Persistent or Recurrent Epithelial
Ovarian or Primary Peritoneal Carcinoma.
Gynecologic Oncology Group, protocol GOG-0186D,
Kavanagh, John, phone 713-792-7959.

Phase II Trial of Irinotecan (Camptosar) for
Patients with Platinum and Taxane Refractory
Ovarian, Peritoneal or Fallopian Tube Cancer.
Southwest Oncology Group, S0025, Tiersten, Amy,
phone 212-305-0170.

Docetaxel, Cisplatin, and 5-Fluorouracil
Induction Chemotherapy Followed by Accelerated
Fractionation/ Followed by Accelerated Fractionation/
Concomitant Boost Radiation and Concurrent Single
Agent Cisplatin, in Patients with Advanced Squamous
Cell Head and Neck Cancer. Southwest Oncology
Group, protocol s0216, Adelstein, David, phone 216-
444-9310.

Phase III
Phase III Randomized, Placebo-Controlled,

Double-Blind Trial of Risedronate for Prevention of
Bone Placebo-Controlled Chemotherapy for Primary
Breast Carcinoma. North Central Cancer Treatment
Group, protocol N02C1, Mincey, Betty, phone 904-
953-1040.

Clinical Trial Comparing Anastrozole with
Tamoxifen in Postmenopausal Patients with Ductal
Carcinoma in Situ Undergoing Lumpectomy with
Radiation Therapy. National Surgical Adjuvant Breast
and Bowel Project, protocol NSABP-B-35,
Margolese, Richard, phone 514-342-3504.

Phase I Investigation of IL-12 Pulse IL-2 in
Children with Persistent and/or Refractory
Neuroblastoma. New Approaches to Neuroblastoma
Treatment, protocol 5715, Wigginton, Jon, phone 301-
846-5468.

Phase I Study of Depsipeptide In Pediatric
Patients with Refractory Solid Tumors. COG Phase
I Consortium, protocol ADVL0212, Fouladi, Maryam,
phone 901-495-2094.

Phase I Study of Extended Field Radiation
Therapy with Concomitant Cisplatin and Oral
Topotecan Chemotherapy in Patients with Cervical
Carcinoma and Paraortic Nodal Metastasis as the
only Evidence of Extrapelvic Disease. Gynecologic
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