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ASCO 2002:
New Biologic Modalities Show Promise
In Treatment Of Lymphomas, Research Finds

By Lawrence M. Prescott
ORLANDO—Several novel therapeutic approaches appear to be

of value in the treatment of lymphomas, according to investigators
presenting results from the studies at the 2002 annual meeting of the
American Society of Clinical Oncology.

Following are highlights of some of these studies.

Rituximab Plus Short Duration Chemotherapy for Follicular NHL
Rituximab plus short course chemotherapy is a well tolerated, highly

active first-line treatment for patients with follicular NHL, producing high
clinical and molecular complete response (CR) rates, according to John
Hainsworth, a clinical oncologist/hematologist at Sarah Cannon Cancer
Center/Tennessee Oncology, PLLC, Nashville, Tenn.

“The 57% rate of clinical CR is similar to CR rates previously reported
in patients receiving longer courses of chemotherapy plus rituximab as
first-line treatment of follicular NHL,” Hainsworth said. “Further followup
is necessary to determine response duration and progression-free survival,
and to definitively compare short-term regimens with other chemotherapy
and rituximab combos.  However, this type of approach should be
appropriate for elderly or poor performance status patients in whom 6 to
8 courses of combination chemotherapy frequently produces unacceptable
toxicity.”

To reach these conclusions, 86 patients with follicular NHL (small-
cleaved cell, mixed small/large cell), stages II to IV, and no previous

Iressa Shrinks Some Lung Tumors,
Reduces Symptoms In Phase II Trial

ORLANDO—For the first time, an oral drug that blocks growth
signals within cancer cells can shrink tumors in some patients with
advanced lung cancer, even if previous chemotherapy regimens were
ineffective, new research shows.

Ten percent of patients who took the targeted cancer therapy gefitinib
(Iressa) had their lung tumors shrink by 50% or more, and 36% had an
improvement in their lung cancer symptoms, such as shortness of breath,
poor appetite, cough, and weight loss, according to a study presented at
the 2002 annual meeting of the American Society of Clinical Oncology.
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For a majority of these patients, symptoms
improved within 10 days of taking the drug.

“These results are as good as or better than
other medicines that have been tested in a comparable
group of patients,” said the study’s lead investigator
Mark Kris, chief of the Thoracic Oncology Service
at Memorial Sloan-Kettering Cancer Center. “Most
importantly, gefitinib gives us a whole new way to
fight lung cancer and raises our hopes that this disease
can be attacked even more effectively by blocking
other cellular growth signals.”

In general, the more the tumors shrank, the
better the improvement in cancer-related symptoms.
The tumors shrank because gefitinib blocks a key
enzyme, tyrosine kinase, which turns on epidermal
growth factor receptor, a signaling protein that
encourages cancer cells to grow and divide.

This phase II study involved 216 patients from
30 U.S. hospitals, all of whom had advanced forms
of lung cancer and were previously treated with at
least two different chemotherapy regimens that
included the standard chemotherapy drugs docetaxel
and either cisplatin or carboplatin. Patients received
either 250 mg or 500 mg of gefitinib daily. Tumor
shrinkage was about the same with both dosages, but
more side effects occurred at the higher dose. These

included a mild acne-like rash, dry skin, and loose
bowel movements. Very few patients had to take a
lower dosage of gefitinib or stop taking the drug
because of side effects.

Following are highlights of other studies
presented at ASCO in aerodigestive cancers:

Initial Testing For Lung Cancer Prevention
A chemical cousin of vitamin A can reverse

some precancerous changes in the lungs of former
smokers, researchers have found. The results are the
first step in determining whether 9-cis retinoic acid
can help to prevent lung cancer in patients at high
risk of the disease.

“This study shows that 9-cis retinoic acid is
biologically active in the lung,” said Jonathan Kurie,
of the M.D. Anderson Cancer Center. “These
encouraging results now deserve further study in a
larger group of patients.”

While quitting smoking significantly reduces lung
cancer risk, former smokers remain at high risk of
the disease years after they quit. Thus, investigators
continue to explore new approaches to preventing the
disease.

The researchers evaluated the chemopreventive
effects of two forms of vitamin A, 9-cis retinoic acid
and 13-cis retinoic acid.  Retinoic acid is required for
the normal growth and differentiation of the epithelial
cells that line the lung; it maintains these beneficial
effects in the lung by activating retinoic acid receptor-
beta.  However, heavy smoking is known to lead to
precancerous changes that reduce levels of this key
receptor.  The study involved 226 individuals who had
smoked for years but had quit at least one year before
enrolling in the study.  They were randomly selected
to receive for three months a daily dose of 9-cis
retinoic acid; 13-cis retinoic acid plus alpha-
Tocopherol, a synthetic form of vitamin E; or a
placebo.

The investigators took lung biopsies at six
predetermined sites before treatment began and after
treatment ended.  Initial biopsies showed that 30%
of the tissue samples did not express retinoic acid
receptor-beta. Precancerous cells were present in
7% of the biopsies. Three months after treatment
began, expression of retinoic acid receptor-beta had
increased significantly in tissue samples from
individuals who received 9-cis retinoic acid but not in
those who took 13-cis retinoic acid or a placebo.

Neither retinoic acid significantly reduced the
presence of precancerous cells. Side effects such as
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headache, skin rashes, and fatigue were more
common in the 9-cis retinoic acid group.

Standard Therapy Better for Head and Neck
Head and neck cancer patients who receive a

combination of radiation and chemotherapy after
surgery do not have significantly lower rates of local
cancer recurrence or better survival, compared to
patients who receive radiation alone after surgery,
preliminary study results indicate.

The study involved 459 patients who had surgery
to completely remove a head and neck tumor and
who were at high risk for cancer recurrence.  They
were randomly assigned to receive radiation alone
or the chemotherapy drug cisplatin plus radiation.

Two years after treatment, the researchers
found no significant difference in local cancer
recurrence between the two groups—cancer did not
recur in 74% of patients who received radiation alone
after surgery and in 79% who received a combination
of chemotherapy and radiation.

Patients who received the combination therapy
experienced more nausea, vomiting, mouth soreness,
and lower blood counts, consistent with typical side
effects of chemotherapy.

The combination therapy improved disease-free
survival—54% of surviving patients treated with
combination therapy remained free of disease after
two years, compared with 43% who received radiation
only.  However, there was no significant difference
between the two groups in overall survival.

“While further patient follow-up is needed and
additional studies are warranted, we continue to
recommend that patients receive the current standard
of care—surgery followed by radiation alone,” said
study investigator Arlene Forastiere, professor of
Oncology at the Johns Hopkins Kimmel Cancer
Center.

The complications of local and regional cancer
recurrence are the primary cause of death in patients
with head and neck cancer who are treated with
surgery followed by radiation.

Smoking During Treatment Lowers Survival
Patients with small-cell lung cancer who

continue to smoke during treatment are more likely
to die within five years than patients who quit smoking
before treatment begins, researchers conclude.

“The evidence shows that smokers tolerated the
treatment as well as non-smokers did,” said study
leader Greg Videtic, of the Dana-Farber Cancer

Institute in Boston.  “Even so, the lower survival rates
of smokers suggest that smoking itself may reduce
the effectiveness of the therapy.”

Small-cell lung cancer is almost always caused
by smoking, and it can be difficult to treat, even when
it has not spread. The 215 patients in the study had
cancer that was confined to one lung and nearby
lymph nodes (called limited stage).  They were treated
with chemotherapy and radiation to the chest at the
same time.

Of the 186 patients in the study for whom
smoking status was recorded, 79 smoked during the
course of their treatment and 107 had quit smoking
before treatment. Based on a range of factors, such
as patients’ age, sex, and overall health, there were
no significant differences between the two groups to
account for the difference in outcomes. However,
two years after therapy, 28% of non-smokers were
still living, compared with 16% of smokers. At five
years, nearly 9% of non-smokers were still alive,
compared with 4% of smokers.

The differences were even more striking for
disease-free survival. Two years following therapy,
32% of non-smokers and 18% of smokers remained
free of disease. At five years, 18% of non-smokers
were disease free, compared with 7% of smokers.

Smokers were no more likely than non-smokers
to stop therapy due to treatment-related side effects.
But a smoker who had to stop therapy in order to
recover from side effects had a poorer overall
survival compared to other patients.

ASCO 2002:
Follicular NHL Responds
To Rituximab Plus Chemo
(Continued from page 1)
chemotherapy, received rituximab 375 mg/m2 iv
weekly times 4, and beginning week 5, were treated
with rituximab 375 mg/m2 plus standard CHOP
(cyclophosphamide-vincrist ine-doxorubicin-
prednisolone) or CVP (cyclophosphamide-vincristine-
prednisolone), chosen by the treating physician
according to patient characteristics, with 60 patients
receiving CHOP and 25 patients receiving CVP.

In 82 evaluable patients, 57% had CR, 40% had
PR, 3% had stable disease. Twenty patients who
achieved clinical CR had molecular abnormalities
(initial bcl-2 rearrangements) detected prior to
treatment. Fifteen of these individuals have been
reevaluated after achieving clinical CR and 80% of
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these patients now had molecular CR.
At 15 months followup, 99% of patients remain

alive and 85% are progression-free. Two of the 47
patients with CR have progressed but none of the
patients with documented molecular CR have
progressed.

With regard to treatment-related Grade 3/4
toxicity, one patient had grade 3/4 infusion-related
toxicity during rituiximab and there were a number
of grade 3/4 hematologic toxicities during the
rituximab-chemotherapy combination treatment
including leukopenia (41%), thrombocytopenia (2%),
anemia (18%), and neutropenic fever (7%).

Monoclonal Antibody Combo for NHL
Combination monoclonal antibody

immunotherapy with a new therapeutic antibody
epratuzumab (Amgen), which is directed against the
CD22 antigen of non-Hodgkin’s lymphoma (NHL),
and a known agent rituximab (RituxanR, Genentech/
IDEC), which acts against the CD20 antigen on NHL
cells, has shown encouraging interim results as a
potential new therapy for NHL, said John Leonard,
assistant professor of medicine, Weill Cornell Medical
College and clinical director for the Center for
Lymphoma and Myeloma, New York-Presbyterian
Hospital’s Weill Cornell Medical Center, New York,
New York.

“Combining the two antibodies with two different
targets offered positive evidence of synergy based
on a complete response rate of 56%, which is the
highest yet reported with any form of antibody
therapy,” Leonard said. “Furthermore, this treatment
approach had a very good safety profile.”

To date, Leonard said, 21 patients with relapsed
and refractory NHL have been enrolled in a phase 2
clinical trial and have been given epratuzumab and
rituximab together, once weekly for four weeks. In
this patient population, 16 persons had indolent (low
grade) NHL and 5 individuals had diffuse large cell
(an aggressive lymphoma) NHL.

The findings show that NHL patients with
indolent disease had an overall objective response
(partial and complete responses combined) of 63%
(10 of 16 patients), Leonard said. This objective
response rate is in the range of that observed with
single-agent rituximab in other studies targeting a
similar patient population. In addition, 90% of the
responders (9 of 10 patients) in this indolent patient
population achieved a complete response, with all
responses still ongoing up to 16 months followup.

Leonard said clinical responses were observed
in patients with the more aggressive NHL subtypes.
In four evaluable patients, there was an overall
response rate of 75% (3 of 4 patients) and a complete
response rate of 50% (2 of 4 patients).

Leonard concluded that this combination
monoclonal antibody therapy for NHL appears to be
feasible, well tolerated, safe, and shows promising
preliminary activity. The phase 2 trial is ongoing with
further followup with additional patients.

Interleukin-2 Plus Rituximab for Advanced NHL
The combination of interleukin-2 (IL-2)

(Proleukin, Chiron) plus rituximab appears to be safe,
well-tolerated, and results in positive clinical
responses, said Deborah Hurst, senior director of
clinical development, Chiron Corp., Emeryville, Calif.

“This study strongly suggests that low-dose
subcutaneous IL-2 may be effective in augmenting
the anti-tumor activity of rituximab via the expansion
and activation of natural killer (NK, CD56+/CD16+)
cells,” Hurst said.

Interleukin-2 is hypothesized to increase activity
of monoclonal antibodies by augmenting antibody-
dependent cytotoxicity, Hurst said. The combination
would be expected to increase tumor responses to
rituximab and provide an alternative to the use of
chemotherapy or radioconjugate combinations.

Two studies were designed to establish the
maximum tolerated dose for IL-2 administered sc
daily (NHL 01) or three times a week (NHL 02) in
combination with a once weekly intravenous infusion
of a fixed dose (375 mg/m2) of rituximab, Hurst said.

Study NHL 01 tested a daily dose of IL-2
ranging from 2.0 MIU to 7.5 MIU and study NHL 02
tested a three times weekly regimen of IL-2 with doses
of 4.5 MIU, 10 MIU, 14 MIU, and 18 MIU. The IL-
2 was self-administered at home by injection during
study weeks two to five. Endpoints of both studies
were safety, tolerability, dose limiting toxicity, and
clinical response.

A total of 30 patients were evaluable, 17 in NHL
01 and 13 in NHL 02, Hurst said. All of these persons
were relapsed or refractory to prior treatment after
a median of four previous treatment courses.

In both studies, the regimens were safe and
tolerable, with an MTD of sc IL-2 in combination
with rituximab being 6.0 MIU daily or 14 MIU three
times weekly. In total, there were 12 responders in
the two studies. Five partial responses were observed
on the 6.0 MIU daily dose in NHL 01 study and tumor
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responses were seen in 7 of 10 patients (4 complete
responses, 3 partial responses) who completed
treatment with an IL-2 dose of 10 MIU or greater in
the NHL 02 study.

In the three times weekly study, the NK cell
number appeared to increase in a dose-dependent
fashion, with NK cell number correlating at week 10
with tumor response. All responders in this study had
NK cell counts greater than 200/uL at week 10,
while progressors had NK cell counts less than 150/
uL. Furthermore, in responders, the increased cell-
mediated, killing activity was sustained beyond the
treatment period.

Docetaxel As Adjuvant Therapy
Shows Benefit Over Standard

ORLANDO—Women with early-stage breast
cancer treated with a docetaxel-based regimen after
surgery had 32 percent less chance of their cancer
returning than women receiving one of the most
effective adjuvant treatments available.

Results from BCIRG 001, the first phase III
study evaluating docetaxel after breast surgery, were
presented at the American Society of Clinical
Oncology annual meeting by the Breast Cancer
International Research Group.

In the analysis of the study, women were divided
into two groups, those with one to three positive lymph
nodes and those with four or more. The most
significant benefit from the use of docetaxel was seen
in women with one to three positive lymph nodes.
Among these women, treatment with docetaxel
reduced the risk of relapse by 50 percent and reduced
the mortality rate by 54 percent. Women with one to
three positive lymph nodes make up 60 to 70 percent
of all women worldwide with node-positive early-
stage breast cancer.

“The superior results observed with the
docetaxel-based regimen indicate that it  can
potentially cure more women than one of the best
chemotherapies we have,” said Jean-Marc Nabholtz,
BCIRG chairman, study chairman, and professor of
medicine at the University of California, Los Angeles,
and director of the Cancer Therapy Development
Program at the Jonsson Comprehensive Cancer
Center at UCLA.

“Although early, these results should be
considered when choosing therapy for a large number
of women with early breast cancer,” Nabholtz said.

The BCIRG 001 study was designed to

determine if docetaxel, one of the most active agents
in advanced breast cancer, would also have benefits
for women with early-stage disease.  Study
participants received either a post-surgery regimen
of docetaxel (Taxotere), doxorubicin (Adriamycin),
and cyclophosphamide (Cytoxan), known as TAC, or
the widely used standard regimen of 5-fluorouracil,
doxorubicin and cyclophosphamide, known as FAC.
BCIRG 001 enrolled 1,491 women with early breast
cancer at 111 sites in 20 countries. A total of 745
patients were randomized to receive TAC and 746 to
receive FAC.

Nearly three years after treatment, the study
results show that 82 percent of patients on TAC and
74 percent on FAC were alive and disease-free. For
those treated with TAC, this represents a significant
improvement in disease-free survival and a 32 percent
reduction in the risk of recurrence (p=0.0011) when
compared to those treated with FAC.

Also, women treated with TAC had a nearly 50
percent less chance of their cancer returning and
spreading throughout their body (metastatic relapse.)

Fifty-four percent of study participants were
younger than 50 years of age, 56 percent were
premenopausal,  62 percent had one to three
cancerous lymph nodes, 69 percent were hormone-
receptor-positive, 60 percent had tumors larger than
two centimeters and 20 percent had HER2-positive
tumors. The benefit from TAC was observed
regardless of hormone receptor status and HER2
receptor status.

The study compared an equal number of
treatment cycles for both treatment groups and more
than 90 percent of patients in both treatment groups
received all six cycles of treatment.

The TAC regimen was associated with a higher
incidence of febrile neutropenia (a fever that occurs
at the time when white blood cells are decreased)
compared with FAC (24 percent vs. 2 percent).
However, no patients in either treatment group died
of an infection due to treatment.  The incidence of
febrile neutropenia can be greatly reduced by GCSF
(granulocyte colony-stimulating factor), a treatment
widely used in clinical practice, but not required in
this study.

Severe (Grade 3 or 4) infections occurred rarely
with both treatments (2.8 percent vs. 1.3 percent).
Severe adverse events in more than 5 percent of
patients were, for FAC, nausea (9 percent), vomiting
(7 percent), and fatigue/asthenia (5 percent), and, for
TAC, fatigue/asthenia (11 percent), and stomatitis,
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UC Davis Study Finds Patients
Need Practical Information

ORLANDO—Advances in cancer treatment
depend on carefully controlled trials of new therapies,
yet only two to four percent of cancer patients
nationwide take part in these pivotal studies.
Understanding the decision to participate in a clinical
trial is a first step toward devising strategies to
increase participation, according to researchers at UC
Davis School of Medicine and Medical Center.

“We really need to understand the patient’s
perspective better,” said Debora Paterniti, assistant
professor of general medicine and author of a new
study designed to fill that gap. The study was
presented at the annual meeting of the American
Society of Clinical Oncology in Orlando, Fla..

or mouth sores (7 percent).
BCIRG 001 is the first of many studies being

conducted by BCIRG. The rapid completion of the
study demonstrates the effectiveness of this academic
global cooperative research group.

“These early results are important for two
reasons,” said Nabholtz. “They represent a new, and
possibly very large, advance in the choice of
chemotherapy for many women, but they also may
indicate a very good regimen for future combination
with new therapies coming from biological research.”

The study was sponsored by Aventis, which
manufactures docetaxel (Taxotere).

QOL Of Anemic Patients
Improved With Darbepoetin

By Lawrence M. Prescott
ORLANDO—Using loading doses of the new

erythropoietin agent darbepoetin alfa (Aranesp,
Amgen) during the initial correction of anemia in
cancer patients receiving cyclic chemotherapy may
relieve fatigue and improve physical and functional
well being faster than current standard therapy,
according to Joel Kallich, associate director for health
economic and epidemiology, Amgen, Thousand Oaks,
Calif.

“Patients receiving front-loading doses of
darbepoetin alfa show an early and sustained benefit
in hemoglobin improvement, while various quality-of-
life domains such as overall health, fatigue, and
physical and functional well being are improved faster
than current standard therapy with epoietin alfa,”
Kallich said in a presentation at the 2002 annual
meeting of the American Society of Clinical Oncology.

Initially, in a 12-week trial, 122 anemic patients
(hemoglobin (hgb) less than 11 g/dL) with solid
tumors receiving cyclic chemotherapy were randomly
assigned to a “loading” phase/maintenance phase
paradigm in three different combinations of
darbopoetin alfa (1) 4.5 mcg/kg/week until hgb equals
12 g/dL, than 1.5 mcg/kg/week (2) 4 doses of 4.5
mcg/kg/week, followed by 8 doses 2.25 mcg/kg/week
(3) 4 doses of 4.5 mcg/kg/week, followed by 4 doses
of 3 mcg/kg every 2 weeks, compared with epoetin
alfa (40,000 U/week; increased to 60,000 U/week
for inadequate response). The dose of darbepoetin
alfa was not increased.

At the end of 12 weeks of therapy, time to
hemoglobin response appeared to be faster with
darbepoetin alfa than with conventional therapy,

Kallich said. Also, despite in the reduction in dosing
during the maintenance phase, the mean change in
hemoglobin was 30% greater in the 92 patients treated
with darbepoetin alfa compared to the 30 patients in
the epoetin alfa group (1.33 g/dL versus 1.03 g/dL).
In addition, 61% of darbepoetin alfa-treated patients
responded to treatment compared to 39% of those
on epoetin alfa, a 25% relative increase in response
in favor of darbepoetin alfa therapy.

A total of 99 patients (74 on darbepoetin alfa
and 25 on epoetin alfa) were evaluated according to
the Functional Assessment of Cancer Therapy—
Fatigue Scale (FACT—Fatigue) weekly and the
FACT-Anemia at baseline and monthly intervals,
Kallich said. The FACT-Anemic incorporated
fatigue, functional, physical, emotional, and social/
family well being scales.

In an assessment of the data, the mean change
from baseline in the FACT-Fatigue Scale Score went
from 3.8 at 4 weeks to 6.0 at 12 weeks in the
darbepoetin alfa group compared to 1.7 at 24 weeks
to -1.1 at 12 weeks in those on epoetin alfa.
Comparably, patients receiving darbepoetin alfa had
higher physical well being scores than patients
receiving epoetin alfa (mean changes going from 1.6
at 4 weeks to 3.1 at 12 weeks versus 0.5 at 4 weeks
to -1.7 at 12 weeks respectively). An additional
benefit  of front-loading dose treatment with
darbepoetin alfa appeared to include a reduction in
caregiver burden.  Average total  hours of assistance
required over 12 weeks in the patients treated with
epoetin alfa was 69.5 compared to 29.6 in darbepoetin
alfa-treated patients.
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Clinical Trials Approved
By NCI CTEP During May

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 Gene Induction Mediated by

Sequential Decitabine/ Depsipeptide Infusion in
Patients with Pulmonary and Pleural Malignancies.
NCI, Surgery Branch, protocol 5270, Schrump, David,
phone 301-496-2127.

Phase I Study of OSI-774-Based Multimodality
Therapy for Inoperable Stage III Non-Small Cell
Lung Cancer. University of Chicago, protocol 5411,
Mauer, Ann, phone 773-702-4138.

Phase I Pharmacologic Trail of Infusional UCN-
01 Given with a Weekly Schedule of 5-Fluorouracil
and Leucovorin. NCI, Medicine Branch, protocol
5535, Grem, Jean, phone 301-496-0901.

Phase I Study of the Antiangionegic Agent
Bevacizumab in Combination with 5-Fluorouracil and
External Beam Radiation Therapy in Rectal Cancer.
Dana-Farber Cancer Center, protocol 5642, Willett,
Christopher, phone 617-724-1548.

Phase I Open-Labeled, Non-Randomized Study
of Flavopiridol Administered with Irinotecan (CPT-
11) and Fluorouracil/Leucovorin in Patients with
Advanced Solid Tumors. Memorial Sloan Kettering
Cancer Center, protocol 5757, Schwartz, Gary, 212-
639-8324.

Phase I Study of Decitabine In Children with
Relapsed or Refractory Acute Leukemia, Children’s
Oncology Group, protocol ADVL0114, Lacayo,
Norman, phone 650-723-5535.

Phase I/II
Phase I/II Trial of a Cox-2 Inhibitor, Celebrex

with Limited Field Radiation for Intermediate
Prognosis Patients with Locally Advanced Non-Small
Cell Lung Cancer, with Analysis of Prognostic
Factors. Radiation Therapy Oncology Group, protocol
RTOG-0213, Gore, Elizabeth, 414-805-4465.

Phase II
Pilot Phase II Research Study of EF5 to

Measure Tumor Hypoxia in Patients with Non-Small
Cell Lung Cancer. Duke University Medical Center,
protocol 2310, Kelley, Michael, 919-286-0411X7.

Phase II Study of  STI571 (Gleevec) in Patients
with Stage IV Colorectal Cancer. M.D. Anderson
Cancer Center, protocol 5652, Kurzrock, Razelle,
phone 713-794-1226.

Phase II Trial of Lymphatic Mapping and
Sentinel Node Lymphadenectomy for Patients with
T1 or T2 Clinically N0 Oral Cavity Squamous Cell
Carcinoma. American College of Surgeons Oncology
Trials Group, protocol ACOSOG-Z0360, Civantos,
Francisco, phone 305-243-5276.

Randomized Phase II Study of  Carboplatin and
Etoposide With or Without G3139 in Patients With
Extensive Stage Small Cell Lung Cancer. Cancer and
Leukemia Group B, protocol CALGB-30103,  Rudin,
Charles, phone 773-702-4142.

Phase II Study of Carboplatin, Etoposide and
Exisulind in Patients with B Extensive Small Cell Lung
Cancer, Cancer and Leukemia Group B, protocol
CALGB-30104, Govindan, Ramaswamy, phone 314-
362-4819.

Phase II Study of Cisplatin, Gemcitabine, and
ZD 1839 (Iressa) for the Treatment of Advanced
Urothelial Tract Carcinoma. Cancer and Leukemia
Group B, protocol CALGB-90102, Philips, George,
phone 802-847-3827.

Phase II Trial of Carboplatin and Gemcitabine
with Exisulind in Patients with Advanced Non-Small

In the study, Paterniti closely observed cancer
patients as they contemplated whether to participate
in phase I and phase III clinical trials at UC Davis
Cancer Center. Carried out over a three-month period,
the observations focused not only on physician-patient
and researcher-patient interactions, but also on
physician-physician and patient-family interactions.

The observations turned up five broad categories
of potential barriers to participation: lack of resources
on the part of patients; health insurance restrictions;
confusion about the difference between research and
medical care; confusion about study procedures; and
misunderstandings of the illness and its severity.

The study found three potential barriers to truly
voluntary clinical trial participation by patients: desire
on the part of a patient to please a family member or
physician; a feeling by the patient that no other options
exist; and perceptions by patients that they are
required to be in a clinical trial.

Paterniti found that patients need practical
information about how participation in a clinical trial
will fit into their lives.
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Cell Lung Cancer. Eastern Cooperative Oncology
Group, protocol E1501, Masters. Gregory, phone 847-
570-2515.

Phase II Evaluation of Docetaxel in the
Treatment of Persistent or Recurrent Squamous Cell
Carcinoma of the Cervix, Gynecologic Oncology
Group, protocol GOG-0127S, Garcia, Agustin, phone
323-865-0470.

Phase II Evaluation of Weekly Docetaxel in the
Treatment of Recurrent or Persistent Endometrial
Carcinoma. Gynecologic Oncology Group, protocol
GOG-0129N, Garcia, Agustin, phone 323-865-0470.

Phase II Trial of A D1/3-MAGE3-His Fusion
Protein with Adjuvant SB-AS02B for Patients with
Stage IV, M1a,  M1b or M1c  Metastatic Melanoma.
Southwest Oncology Group, protocol S0116, Weber,
Jeffrey, phone 323-865-3919.

Phase II Pilot Trial of Hyper-CVAD and
Methotrexate/Ara C + Rituximab in Patients With
Previously Untreated Mantle Cell Lymphoma.
Southwest Oncology Group, protocol SO213, Epner,
Elliot, phone 520-626-3016.

Docetaxel (NSC-628503) and Vinorelbine plus
Filgrastim With Weekly Trastuzumab for HER-2

Positive, Stage IV Breast Cancer. Southwest
Oncology Group, protocol SO215, Kash, Joseph,
phone 630-527-3788.

Phase III
Stress Management Training for Patients

Undergoing Radiotherapy. Moffitt Cancer Center,
protocol 5721, Jacobsen, Paul, phone 813-792-4673.

Prospective Study of the Prognostic Significance
of Microsatellite Instability in Patients With Early
Age-Of-Onset Colorectal Cancer. American College
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