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Survival Rates Same For Two Treatments
For Eye Cancer: Radiation Or Removal

Researchers have found that the survival rates for two alternative
treatments for primary eye cancer—radiation therapy and removal of the
eye—are about the same. Prior to this finding, there was a question in the
medical community as to whether either treatment might result in lower
mortality.

Also, as a consequence of this research, the capability of doctors
nationwide to provide more accurate diagnoses and state-of-the-art
treatments for eye cancer has been greatly expanded. Mortality data are

Clinical Trials:
Study Finds Hormonal Therapy Reduces Risk
Of Disease Progression In Prostate Cancer

In data presented from the largest prostate cancer clinical trial in the
world, Casodex was shown to significantly reduce  (42  percent) the risk
of disease progression in men with localized or locally advanced prostate
cancer compared to placebo.

The research study was conducted to study the effect of Casodex as
an immediate or adjuvant treatment for early prostate cancer and was
designed on the same premise as the adjuvant trials of tamoxifen in breast
cancer. The results from the Early Prostate Cancer Trial were presented
last month at the American Urological Association annual meeting in
Anaheim, Calif.

The  Early  Prostate Cancer Trial is an international study consisting
of three prospective, randomized, double-blind, placebo-controlled clinical
trials. The study, which began in 1995, includes over 8,000 patients from
23 countries.

The study is designed to determine whether adding Casodex 150 mg
to standard care (radical  prostatectomy, radiation therapy, or watchful
waiting) can reduce the risk of disease progression when compared to
standard therapy alone, in patients with localized or locally advanced
prostate cancer.

“As  a  result  of  heightened awareness and wider acceptance of
screening, prostate cancer is increasingly being detected at an earlier stage,”
said David McLeod, chief of urologic oncology, Walter Reed Army Medical
Center, Washington, DC, and one of the lead investigators for EPC. “The
EPC Trial is the first significant trial to study this population and determine
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compared in the July 2001 issue of Archives of
Ophthalmology.

“These findings are reassuring to patients with
medium-sized eye tumors who have to choose between
the option of radiation therapy vs. removal of the eye,”
said Paul Sieving, director of the National Eye Institute.
“Patients now know that their choice will not impact
their survival. Equally important, more information is
now available about how each treatment will affect a
patient’s life, so patients and their doctors can make
informed treatment decisions.”

The Collaborative Ocular Melanoma Study was
supported by the NEI and the National Cancer
Institute.

“The COMS findings are a striking example of
the role that clinical trials play in improving patient
care,” said NCI Director Richard Klausner. “Without
this important trial, patients would not have known
that they have a choice between radiation and surgery
for treatment of their ocular melanoma, with the same
opportunity for long-term survival.”

With the data showing similar survival rates for
radiation therapy vs. removal of the eye, quality of
life issues become important factors when deciding
which of the two treatment options is better for the
individual patient.

“Most patients who received the radiation
therapy had some vision loss, and some eyes receiving
radiation therapy were later removed because of tumor
regrowth or other complications,” said Stuart Fine,
chairman of the Department of Ophthalmology at the
University of Pennsylvania in Philadelphia and chair
of the COMS clinical trial. “However, many people
diagnosed with primary eye cancer may consider these
problems worth risking in comparison to immediate
loss of the eye.

“COMS researchers have initiated a parallel
study to assess the quality of life for patients enrolled
in this clinical trial,” Dr. Fine said. “The findings of
this study—when released in a few years—should
provide more information on which to base a
treatment decision.”

For more than a century, removal of the eye has
been the standard treatment for primary eye cancer,
also known as ocular melanoma. During the past 25
years, interest in radiation therapy has increased
because of the potential for saving the eye. In the
COMS, patients with medium-sized tumors were
studied in a randomized clinical trial to determine
which is more likely to prolong survival. The affected
eyes of one group received a form of radiation therapy
called I-125 brachytherapy, in which a small plaque
containing radioactive iodine pellets is placed over the
tumor. The other group had the eye removed.
Approximately one-third of the patients have been
followed for 10 years; over 80 percent were followed
for five years. Researchers found that the survival
rates were essentially the same in the two groups.

In the COMS clinical trial, researchers also found
that the five-year survival rate of patients who were
treated with either radiation therapy or eye removal
was 82 percent, considerably better than the 70 percent
five-year survival rate that had been projected when
the study was designed in 1985. Moreover, there is
no evidence that either treatment causes harm to the
other eye. All patients in the study will continue to be
followed for up to 15 years.

The type of eye cancer studied by COMS
researchers is choroidal melanoma, a tumor of the
eye that arises from pigmented cells of the choroid, a
layer of tissue in the back of the eye. Although it is
rare, choroidal melanoma is the most common primary
eye cancer in adults. These tumors enlarge over time
and may lead to vision loss. More importantly, the
tumors can metastasize to other parts of the body;
once metastasis is clinically detected, death typically
occurs within months. Because there is no cure for
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metastatic melanoma, treatment is aimed at keeping
the cancer confined to the eye. Researchers estimate
that between 1600 and 2400 new cases of ocular
melanoma are diagnosed annually in the US and
Canada. Choroidal melanoma is much more common
in whites of northern European descent.

In June 1998, in a separate but related COMS
clinical trial, researchers released results concerning
whether a type of preoperative radiation therapy,
called external beam radiation, prolonged life for
patients whose ocular melanoma tumors were so large
that removal of the eye was a medical necessity.
Researchers reported that patients had similar survival
rates regardless of whether their eyes were treated
with external beam radiation prior to removal of the
eye, or had their eyes removed without prior radiation
therapy.

The COMS trials were conducted at 43
institutions throughout the US and Canada.

Clinical Trials:
Prostate Cancer Progression
Reduced With Casodex
(Continued from page 1)
if adjuvant therapy can reduce disease progression.
Results so far indicate that men with earlier stage
prostate cancer may reduce the risk of their  disease
progressing, if they are administered Casodex 150 mg
as immediate or adjuvant therapy.”

Approximately  half the patients in the program
received Casodex and half received placebo, in
addition  to standard therapy. After a three-year
follow-up, of the 922 patients who showed objective
progression of their cancer, 559 patients in the placebo
group had progressed compared with 363 patients in
the Casodex group, indicating a 42 percent (p<0.0001)
reduction in  disease  progression  in  those  patients
treated with Casodex compared to placebo.
Reductions  in  disease  progression were observed
across the entire patient population, regardless of
underlying therapy or disease stage.

“These early results from the EPC Program are
encouraging,” said William See, professor and chief,
Division  of Urology, Medical College of Wisconsin,
and a lead investigator. “The trial is still ongoing to
determine the potential for survival benefits, and we
hope that as time progresses the study will continue
to yield promising results.”

The most frequently reported side effects for
patients treated with Casodex 150 mg were

gynecomastia  (breast enlargement) (66.3 percent) and
breast pain  (72.7  percent). In most patients these
effects were categorized as mild or moderate. The
overall incidence of other side effects was similar for
both treatment groups.

Casodex is a nonsteroidal antiandrogen that
works by blocking the action of androgens, such as
testosterone, at the cellular level. Casodex 150mg is
not  approved  for  use in the U.S., but is available as
a 50 mg tablet and is indicated for use in combination
therapy with a luteinizing  hormone-releasing  hormone
analogue such as Zoladex (goserelin acetate implant),
for the treatment  of stage D2 metastatic prostate
cancer.

Tyrosine Kinase Inhibitor
Encoraging For NSCLC
By Lawrence Prescott

ZD1839 (Iressa, Astra Zeneca), an oral epidermal
growth factor receptor tyrosine kinase inhibitor, in
combination with carboplatin and paclitaxel in
previously untreated advanced non-small cell lung
cancer was well tolerated and offered encouraging
responses, said Vincent Miller, in a presentation at
2001 Annual Meeting of the American Society of
Clinical Oncology.

“Complete response and the median duration is
encouraging and warrants further study of the
combination of ZD1839 with carboplatin plus
paclitaxel,” said Miller, assistant attending physician
in thoracic oncology, Memorial Sloan-Kettering Cancer
Center. “ZD1839 is currently being evaluated in a
phase III placebo-controlled trial which should clearly
define this new agent’s efficacy and tolerability in
advanced non-small cell lung cancer.”

The epidermal growth factor receptor is
implicated in signal transduction in tumor cells,
initiating a cascade of signaling events leading to cell
proliferation, cell survival, angiogenesis, and
metastasis, Miller said. This receptor is expressed or
overexpressed in a variety of tumors, including
NSCLC. ZD1839 is an EGFR-TKI which blocks signal
transduction pathways implicated in the proliferation
and survival of cancers. In lung xenograft models,
the addition of ZD1839 to both platins and taxanes
resulted in additive or supra-additive antitumor activity.

Based on the lung xenograft models and phase I
studies, an open, two center, non-comparative, two-
part trial was carried out to evaluate the tolerability
of ZD1839 given intermittently or continuously, in
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Novel Agents Promise Relief
From Hematologic Side Effects
By Lawrence M. Prescott

New drugs produced by recombinant DNA
technology may prove to be of value in simplifying
the management of serious hematologic side effects
caused by chemotherapy or by cancer itself.

Listed below are highlights of some of these
studies.

combination with carboplatin and paclitaxel and to
assess whether administration of these agents together
had an impact on exposure of the three drugs, Miller
said.

In part one of the trial, patients were randomized
to one of two schedules, using intermittent ZD1839
on days 1-14, carboplatin and paclitaxel on days 8
and 36 or the chemotherapy combo on days 1-29 and
ZD1839 on days 22-25, was a randomized, dose-
escalating, two-period, two-sequence, crossover. In
part two, up to 12 patients could receive highest
tolerable dose continuous ZD1839 on days 1-56 and
carboplatin plus paclitaxel on days 8 and 36 was a
non-randomized single-dose evaluation.

Of 25 previously untreated advanced NSCLC
patients enrolled in the study, 24 patients were treated,
receiving a total of 125 concurrent courses of
treatments, Miller said.  In part one, 9 patients received
ZD1839 250 mg and 6 patients received ZD1839 500
mg and, in part two, 9 patients received the 500 mg
dose of ZD1839.

Either intermittently or continuously, ZD1839
combined with carboplatin and paclitaxel was well
tolerated, with no novel, increased or cumulative
toxicity, Miller said.  Also, from pharmacokinetic data,
when the three agents were given concurrently, there
was no change in the systemic exposure to carboplatin
and paclitaxel and no evidence for clinically significant
drug-drug interactions.

Concerning antitumor activity, at day 56, the
response status for all 24 patients indicated that 6
patients had a partial response and 8 patients had stable
disease, said Miller.

One patient out of four receiving ZD1839 250
mg has since had a complete response which has lasted
for more than 8 months. In addition, the duration of
the other 5 PRs has been 3.1, 5.9, and 12 months for
patients receiving 250 mg, and 3.7 and 8.3 months
for patients receiving 500 mg on the continuous
regimen.

Novel erythropoiesis stimulating protein for
anemia:  Treatment with novel erythropoiesis
stimulating protein in patients with lymphoproliferative
malignancies may correct the anemia associated with
chemotherapy, said Michael Hedenus, specialist in
internal medicine and hematology, department of
medicine, Sundsvalls Hospital, Sundsvall, Sweden.

“In these cancer patients undergoing
chemotherapy, treatment with NESP resulted in
significantly greater rates of hemoglobin response and
correction than placebo, a reduced need for
transfusion, and no problems with safety,” said
Hedenus.

These conclusions were reached from a phase
II dose-finding study in which 66 patients with
lymphoproliferative malignancies and chemotherapy-
induced anemia were randomized to receive one of
three planned doses of NESP 1.0 mg/kg (11 pts), 2.25
mg/kg (22 pts) or 4.5 mg/kg (22 pts) or placebo (11
pts) administered subcutaneously administered once
weekly for 12 weeks, Hedenus said.

The dose was reduced by 50 percent if the
hemoglobin increased by more than 2.0 g/dL during a
previous 28-day period in the absence of red blood
cell transfusion.

Treatment with NESP was associated with a
dose-dependent increase in the proportion of patients
achieving a hemoglobin response (increase of 2 g/dL
or greater from baseline) compared to placebo,
Hedenus said. Patients in the NESP 2.25 mg/kg/week
group had a lower mean baseline hemoglobin, lower
mean baseline concentration, and a higher mean
baseline serum drug concentration than the patients
in the other groups.

The hemoglobin responses for NESP-treated
patients were 45 percent in the 1.0 mg/kg/week group,
55 percent in the 2.25 mg/kg/week group, and 62
percent in the 4.5 mg/kg/week group compared to 10
percent for placebo.

Also, NESP reduced the time to hemoglobin
response during the treatment phase compared with
placebo, and significantly increased the proportion of
patients achieving a hemoglobin correction versus
placebo, with the mean change in hemoglobin from
baseline to the end of treatment being greater than
1.5 g/dL for all NESP dose cohorts, Hedenus said.

In addition, treatment with NESP reduced the
incidence of RBC transfusions compared to placebo,
being 27 percent to 15 percent for NESP doses of 1.0
mg/kg to 4.5 mg/kg respectively versus 45 percent in
the placebo group, during week 5 to the end of the
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treatment phase of the study.
Treatment with NESP appeared to be well

tolerated, said Hedenus. The type and frequency of
adverse events in patients receiving NESP were
consistent with those experienced by patients with
lymphoproliferative malignancies receiving
chemotherapy and comparable to those of patients
receiving placebo. No anti-NSP antibodies were
detected.

Pegfilgrastim for neutropenia: A single-fixed
dose of pegfigrastim (SD/01, Amgen), a long-acting
self-regulating pegylated (peg) form of filgrastim
(Neupogen, Amgen) was comparable to daily
injections of filgrastim for hematologic support of
chemotherapy-induced neutropenia in breast cancer
patients, said Michael Green, deputy director,
department of clinical hematology and medical
oncology, Royal Melbourne Hospital, Melbourne,
Australia.

In a randomized, double-blind, phase III trial to
examine a more simplified approach of fixed-dose,
once-per-cycle pegfilgrastim compared to daily
filgrastim, 157 women with stage II to IV breast cancer
at 35 centers in Europe, Australia, and the U.S. were
treated with up to four 21-day cycles of chemotherapy,
Green said.

Patients were randomized to either a single sc 6
mg injection of pegfilgrastim per 21-day chemotherapy
cycle on the day after chemotherapy or daily dosing
of filgrastim sc at 5 mg/kg, followed by daily sc
injections of either placebo or filgrastim until either a
post-nadir of an absolute neutrophil count  less than
0.5 X 109/L or for up to a maximum 14 days.

The incidence of severe neutropenia was similar
in both treatment groups being 82 percent for 68
evaluable patients on pegfilgrastim and 84 percent of
62 evaluable filgrastim-treated patients, said Green.
The duration of severe neutropenia also was clinical
and statistically no different between the pegfilgrastim
and filgrastim groups, being 1.8 days and 1.6 days
respectively.

In addition, the incidence of febrile neutropenia
(oral temperature over 38.2 percent and ANC less
than 0.5 X 109L) over all cycles of chemotherapy
was 13 percent for the pegfilgrastim group and 20
percent in the filgrastim group, a difference that was
not statistically significant.

Adverse events were comparable in the two
treatment groups, with mild to moderate bone pain
the only consistently reported side effect.

Interferon Alpha-2B Effective
For Malignant Melanoma

A study conducted by the Eastern Oncology
Cooperative Group establishes interferon alpha-2b
(Intron-A) as the first and only effective adjuvant
therapy for high-risk melanoma patients, dramatically
increasing relapse-free and overall survival rates.

Without this drug therapy, which is given after
surgery, patients have a one and one-half times greater
chance of relapse and death.

“This report confirms our earlier evidence that
interferon alpha-2b should be the standard adjuvant
therapy for high-risk melanoma patients,” said John
Kirkwood, professor and vice chairman of research,
health sciences, University of Pittsburgh and director
of the UPCI Melanoma Center. “If physicians
aggressively treat melanoma patients with this regimen,
the epidemic number of deaths from this type of cancer
will be reduced.”

Melanoma is the most life-threatening type of
skin cancer, causing nearly 8,000 deaths each year in
the United States; during the last 20 years, the
incidence rate has doubled. Malignant melanoma is
the number one cancer-related cause of death in
Americans age 25-30. High-risk patients have a 50 to
80 percent chance of disease recurrence without this
treatment. Once melanoma recurs, it is more difficult
to treat.

Intron-A was approved for the treatment of
melanoma in 1995 based on studies detailing the
impact on relapse-free and overall survival rates.
Subsequent trials showed that interferon alpha-2b
(IFN a-2b), increased relapse-free survival, but were
unable to confirm that the drug positively affected
overall survival. The study results confirm the drug’s
effectiveness on overall survival rates and removes
doubts about its use in high-risk patients, according
to Kirkwood.

The study compared the relapse-free and overall
survival rates of 880 surgically treated, high-risk
melanoma patients who were either given IFN a-2b
or GMK, a vaccine. Patients considered at high-risk
are those with primary tumors that were greater than
4mm in depth or who had melanoma that spread to
the lymph nodes. Patients were randomized to either
receive IFN a-2b by intravenous infusion five days a
week for four weeks, followed by subcutaneous
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NCI-Approved Clinical Trials
Listed For June 2001

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 Intravenous BMS-214662 and

Herceptin Weekly in Patients with Advanced
Malignancies. Fox Chase Cancer Center, protocol 139,
Cianfrocca, Mary, phone 215-728-2674.

Phase I Trial and Pharmacokinetic Study of
R115777 in Pediatric Patients with Refractory
Leukemias. NCI Pediatric Oncology Branch, protocol
1930, Widemann, Brigitte, phone 301-496-7387.

Phase I Study of Bevacizumab (Recombinant
Humanized Monoclonal Antibody to Vascular
Endothelial Growth Factor) in Addition to Fluorouracil
and Hydroxyurea as Initial Chemotherapy with
Concomitant Radiotherapy (B-FHX) for Poor
Prognosis Head and Neck Cancer. University of
Chicago, protocol 2630, Vokes, Everett, phone 773-
702-9306.

Phase I Trial of Intra Lesional rV-RICOM
Vaccine in the Treatment of Malignant Melanoma.
Albert Eistein College of Medicine, protocol 3353,
Kaufman, Howard, phone 718-430-3517.

Phase I and Pharmacodynamic Study of
Proteasome Inhibitor, PS-341, in Combination with
Doxorubicin in Patients with Advanced Solid Tumors.

International Group Plans
Survey On Thrombosis Risk

An international study has begun to collect
information from physicians treating cancer patients
to establish the risk of potentially fatal blood clots
that form in the large veins in the leg  (venous
thromboembolism).

The study, called Fundamental Research in
Oncology and Thrombosis (FRONTLINE) will be the
first global survey with the goal of establishing the
risk of venous thrombosis, documenting the prevention
and treatment strategies currently employed, and
seeking national treatment variations.

Cancer specialists across Europe, North and
South America and the Asia-Pacific region are
expected to participate in the survey. Participation will
be encouraged from all types of medical centers, not
only those that regularly take part in clinical trials.
The results will help to build a picture of what is
happening in routine clinical practice.

The survey will collect information on:
—The types of cancer patients who develop

venous thromboembolism, and with which  cancer
treatments.

—Strategies physicians use for prophylaxis, its
diagnosis and treatment.

—Factors that may influence treatment
decisions.

The survey may pave the way for future

international registry of cases of cancer-associated
thromboembolic disease.

The FRONTLINE Survey is endorsed and led
by a distinguished scientific steering committee chaired
by Ajay Kakkar (Hammersmith Hospital, Imperial
College, London, UK) and includes four other
international opinion leaders in the field of oncology
and thrombosis. The committee includes: Mark Levine
(McMaster University, Canada);  Robert Pinedo (Free
University Hospital, Amsterdam, The Netherlands);
John Wong (National University Hospital, Singapore),
and Robert Wolff (MD Anderson Cancer Center,
Texas, USA).

The FRONTLINE Survey is supported by an
unrestricted educational grant from the Pharmacia
Corp. For further information, see http://
www.frontlinesurvey.net.

injections three times a week for 48 weeks, or to
receive the GMK vaccine given weekly for one month,
then at three-month intervals for two years.

Kirkwood and his colleagues found that when
treated with high doses of IFN a-2b, the likelihood
that patients would relapse and die was reduced by
33 percent. The vaccine had no effect on the course
of the disease.

Because of interim findings that showed
compelling evidence that IFN a-2b was significantly
superior to GMK, the trial was closed in April 2000.
Kirkwood’s article in May 1 Journal of Clinical
Oncology provides the full, final analysis of the impact
of this trial.

The results of this study have paved the way for
new trials testing the effectiveness of IFN a-2b in the
treatment of less severe melanoma, using the drug
for a shorter period of time and combining it with
other agents. UPCI, as a member of ECOG and the
Southwest Oncology Group, is leading these studies.
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Phase II Study of a Proteasome Inhibitor, PS-
341 in Chronic or Accelerated Phase Chronic
Myelogenous Leukemia. M.D. Anderson Cancer,
protocol 1756, Jorge Cortes phone 713-794-5783.

Phase II Randomized Trial of Bevacizumab
Versus Bevacizumab and Thalidomide for Relapsed/
Refractory Multiple Myeloma. City of Hope Medical
Center, protocol 2712, Somlo, George, phone 626-
359-8111X2.

Phase II Study of PS-341 in Low Grade
Lymphoproliferative Disorders. Sloan-Kettering
Cancer Center, protocol 2795, O’Connor, Owen,
phone 212-639-8307.

Phase II Study of CCI-779 in Metastatic
Melanoma. City of Hope Medical Center, protocol
29, Margolin, Kim, phone 626-359-8111X8.

Phase II Study of PS-341 in the Treatment of
Mestastatic Malignant Melanoma. Mayo Clinic,
protocol 3293, Markovic, Svetomir, phone 507-284-
6188.

Phase II Trial of the Epothilone B Analog BMS-
247550 in Patients with Hepatobiliary Cancer.
University of Chicago, protocol 3656, Kindler, Hedy,
phone 773-702-4400.

Phase II Study of Epothilone B Analog BMS-
247550 in Patients with Advanced Colorectal
Carcinoma. University of Chicago, protocol 3670,
Kindler, Hedy, phone 773-702-4400.

Phase II Study of Epothilone B Analog in
Advanced Soft Tissue Sarcomas. Mayo Clinic,
protocol 3852, Okuno, Scott, phone 507-284-4849.

Immunication of HLA-0201 Positive Patients
with Metastatic Melanoma Using a Peptide from
Tyrosinase-Related Protein 2. NCI Surgery Branch,
protocol 5369, Rosenberg, Steven, phone 301-496-
4164.

Phase II Window Evaluation of the Franesyl
Transferase Inhibitor (R115777) Followed by 13-CIS
Retinoid Acid, Cytosine Arabinoside and Fludarabine
plus Hematopoietic Stem Cell Transplantation in
Children with Juvenile Myelomoncytic Leukemia.
Children’s Oncology Group, protocol AAML0122,
Castleberry, Robert, phone 205-939-9285.

Groupwide Phase II Study of Transtuzumab
Patients with Tumors that Overexpress HER2.
Children’s Oncology Group, protocol AOST0121,
Ebb, David, phone 617-726-2737.

Phase II Trial of Thalidomide for Patients with
Relapsed or Refractory Low Grade Non-Hodgkin’s
Lymphoma. Cancer and Leukemia Group B, protocol
CALGB-50002, Grinblatt, David, phone 773-564-

University of Wisconsin, protocol 3771, Wilding,
George, phone         608-265-8131.

Phase I Trial of Combination Bryostatin-1 and
Vincristine in HIV-Related B-cell Neoplasms. AIDS-
Associated Malignancies Clinical Trials Consortium,
protocol AMC-029, Remick, Scott, phone 216-844-
95412.

Phase I Trial of PC  4-PDT for Cutaneous
Malignancies. Case Western Reserve University,
protocol T99-0007, Remick, Scott, phone 216-844-
95412.

Phase I/II
Phase I-II Trial of BMS-275291 in Patients with

HIV Related Kaposi’s Sarcoma. AIDS-Associated
Malignancies Clinical Trials Consortium, protocol
AMC-024, Von Roenn, Jamie, phone 312-695-6180.

Phase I/II Trial of CCI-779 in Patients with
Malignant Gliomas. North American Brain Tumor
Consortium, protocol NABTC 01-01, Chang, Susan,
phone 415-353-2966.

Phase I/II Study of Cox-2 Inhibitor, Celebrex
and Chemoradiation in Patients with Locally Advanced
Cervical Cancer. Radiation Therapy Oncology Group,
protocol RTOG C-0128, Gaffney, David, phone 80-
581-2396.

Phase I/II Dose Intensification Study Using
Three Dimensional Conformal Chemotherapy for
Patients with Inoperable, Non-small Cell Lung Cancer.
Radiation Therapy Oncology Group, protocol RTOG
L-0117, Graham, Mary, phone 573-364-3205.

Randomized Phase I/II Study of Preoperative
Radiotherapy with/without Sugen 5416 (a TK Inhibitor
Anti-Angiogenesis Compound) in the Management of
Low to Intermediate Grade Soft Tissue Sarcoma of
the Trunk or Extremity. Radiation Therapy Oncology
Group, protocol RTOG-S-0120, Eisenberg, Burton,
phone 215-728-3096.

Phase I/II Study of Neoadjuvant Chemotherapy,
Angiogenesis Inhibitor SU5416 (a TK Inhibitor Anti-
angiogenesis Compound) and Radiation Therapy in
the Management of High-Risk, High-Grade, Soft-
Tissue Sarcomas of the Extremities and Body Wall.
Radiation Therapy Oncology Group, protocol RTOG-
S-0121, Eisenberg, Burton, phone 215-728-3096.

Phase II
Phase II Study of ZD 1839 (Iressa) in Recurrent

or Metastatic Squamous Cell Cancer of the Head and
Neck. University of Utah, protocol 1701, Wheeler,
Richard, phone 801-585-0601.
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5025.
Phase II Study of Local Excision Alone or Local

Excision Plus Adjuvant Chemoradiation Therapy for
Small Distal Rectal Cancers. Cancer and Leukemia
Group B, protocol CALGB-80002, Bleday, Ronald,
phone 617- 732-8460.

Phase II Evaluation of Weekly Paclitaxel in the
Treatment of Recurrent or Persistent Platinum and
Paclitaxel-Resistant Ovarian or Primary Peritoneal
Cancer. Gynecologic Oncology Group, protocol GOG-
0126-N, Markman, Maurie, phone 216-445-6888.

Phase II Evaluation of Flavopiridol in the
Treatment of Recurrent or Persistent Endometrial
Carcinoma. Gynecologic Oncology Group, protocol
GOG-0129-M, Grendys, Edward, phone 813-972-
8478.

Phase II Evaluation of PS-341 in the Treatment
of Recurrent Platinum-Sensitive Ovarian or Primary
Peritioneal Cancer. Gynecologic Oncology Group,
protocol GOG-0146-N, Aghajanian, Carol, phone 212-
639-2552.

Phase II Trial of ZD1839 (IRESSA) in the
Treatment of Persistent or Recurrent Epithelial
Ovarian or Primary Peritoneal Carcinoma.
Gynecologic Oncology Group, protocol GOG-0170-
C, Schilder, Russell, phone 215-728-3545.

Phase II Evaluation of Bevacizumab (Anti-VEGF
Humanized Monoclonal Antibody)in the Treatment
of Persistent or Recurrent Epithelial Ovarian or
Primary Peritoneal Carcinoma. Gynecologic Oncology
Group, protocol GOG-0170-D, Burger, Robert, phone
714-456-6570.

Phase II Clinical Trial Evaluating Three
Schedules of ALIMTA Plus Gemcitabine as Front-
line Chemotherapy for Patients with Locally Advanced
or Metastatic Non-Small Cell Lung Cancer. North
Central Center Treatment Group, protocol N0026,
Adjei, Alex, phone 507-284-8964.

Phase II Trial of Oral Vinorelbine for the
Treatment of Metastatic Breast Cancer in Patients >
or = 65 years of Age: A Trial of Efficacy, Toxicity,
and Patients’ Perceived Preference for Oral Therapy.
North Central Cancer Treatment Group, protocol
N003A, Perez, Edith, phone 904-953-7283.

Phase II Trial of Preoperative Radiation and
Chemotherapy (Paclitaxel,  Carboplatin, and
Continuous Infusion 5-FU) in Combination with
Amifostine for Locally Advanced Esophageal Cancer.
North Central Cancer Treatment Group, protocol
N0044, Jatoi, Aminah, phone 507-284-3077.

Phase II Study of Daunomycin and ARA-C,

Both Given by Continuous IV Infusion for Previously
Untreated Non-Aute Myeloid Leukemia In Patients
of Age 56 or Older. Southwest Oncology Group,
protocol S0112, Chauncey, Thomas, phone 206-764-
2709.

                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
Phase III

Randomized Phase I/III Study of Systemic
Chemotherapy with or without Hepatic
Chemoembolization for Liver-Dominant Metastatic
Adenocarcinoma of the Colon and Rectum. American
College of Radiology Oncologic Imaging Network,
protocol ACRIN-6655, Soulen, Michael, phone
215-662-7111.

Phase III Trial of Hydroxychloroquine +
Standard Therapy For Chronic Graft-Versus Host
Disease. Children’s Oncology Group, protocol
ASCT0031, Gilman, Andrew, phone 816-34-3265.

Randomized Phase III study Comparing
Paclitaxel/Cisplatin/Gemcitabine and Cisplatin/
Gemcitabine in Patients with Metastatic or Locally
Advanced Urothelial Cancer without Prior Systemic
Therapy. Southwest Oncology Group, protocol
EORTC-30987, Smith, David, phone 734-936-8906.

Phase III Randomized Study of Adjuvant
Therapy for High Risk  pT3NO Prostate Cancer.
Radiation Therapy Oncology Group, protocol RTOG-
P-0011, Valicenti, Richard, phone 215-955-5936.

                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
Other

Control of Vasomotor Symptoms in Women
Treated for Breast Cancer. University of Rochester,
protocol 3250, Pandya, Kishan, phone 716-275-9319.

Wolinella Succinogenes Asparaginase for the
Treatment of Acute Lymphoblastic Leukemia.
Children’s Cancer Group, protocol Leukemia, Durden,
Donald, phone 317-278-3718.

Colorectal Cancer Screening: Fecal vs. DNA.
Blood North Central Cancer Treatment Group,
protocol MC9944, Goldberg, Richard, phone 507-266-
0029.

Children’s Oncology Group Pilot Study For The
Treatment of Very High Risk Acute Lymphoblastic
Leukemia In Children and Adolescents. Children’s
Oncology Group, protocol AALL0031, Schultz, Kirk,
phone 604-875-2316.

Pilot Study of Modified Augmented BFM Study
of Modified Augmented BFM Therapy for Infants
with Acute Lymphoblastic Leukemia. Children’s
Oncology Group, protocol AALL01P1, Gaynon, Paul,
phone 323-669-2163.


