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T

he importance of cancer clinical
trials to patients is indisputable,
but the clinical trial process can be
daunting. From the largest academic medical
centers to the smaller community practices,
the challenges of conducting clinical trials
can temper even the most
enthusiastic clinicians. A
recent study of 14 highaccruing sites uncovered
average start-up, or preenrollment, costs between
$5,600 and $8,600. The
study also found that 44% of
government and 37% of
industry trials had not
enrolled a single patient.1
A carefully designed and wellstructured clinical trial approach, based
on sound business principles, not only can
prove cost-effective, but can offer value to
the institution. Approaching clinical trials
as a business, attending to “trial infrastructure,” and securing innovative systems
and tools can improve productivity. A
core objective of the Coalition is to make
clinical trials more accessible to patients and
 Guidance Document for Implementing Effective Cancer
A
Clinical Trials. C-Change, June 7, 2005. Available at:
www.CancerTrialsHelp.org (Press Section).
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more efficient for clinicians. The Coalition’s
suite of innovative programs and services,
discussed here, give clinical trial information in seconds, offer best-practice models
on conducting a clinical trial, and help cut
through the massive regulatory requirements to keep the focus
on treating patients.
Benefits for
Community Centers
While academic medical
centers are critical to the
clinical trial process—
conducting virtually all
phase 1 and phase 2
trials—nearly two thirds
of all cancer patients on cooperative group
studies (mostly phase 3 trials) are enrolled
at community centers or hospitals. Community practices often have a deep understanding of the concerns and issues of their patient
communities and can successfully address
patient barriers to accrual. Still, despite this
understanding, community centers need
support to eliminate inefficiencies that hinder
accrual and limit their clinical trial success
overall.
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Innovative Tools Promote

to ensure search accuracy. This task alone

as the place to channel their research

Efficiencies

can consume large amounts of staff time

creativity and drive change in the cancer

in a practice that offers a large number of

treatment landscape.

The combination of slow accrual and

trials.

onerous regulatory demands causes trials

In addition, the TrialCheck® PDA pro-

to lag and be more costly. A 2002 study

vides a handheld option, giving clinical

found that more than 82% of trials fall
behind schedule due to enrollment delays.
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Lag times often can be caused by poor
trial information. TrialCheck®, the online
searchable database, provides the most upto-date information available for cooperative group trials, thus eliminating the
redundancy of having to consult multiple
sources to find the most current information. TrialCheck is flexible. Coalition
®

members can customize it to include all of
the studies available at their site, eliminating the need for staff to keep multiple
records. This single listing can be framed
on the institution’s own Web site for easy
viewing and searching by clinicians and
public users alike. And, the Coalition’s
staff of clinical experts help code the trials

trial information at the point-of-care.
A best-practice model for conducting
clinical trials, called “The Guidance Document,” is available on the Coalition Web
site for all users at www.cancertrialshelp.
org/shared/aboutPublications.jsp?page
Type=Patients+%26amp;+Caregivers&
subPageType=About+Coalition&subSub
PageType=News+%26amp;+Publications.
C-Change will soon make it available in a
user-friendly Web-based module. The
accompanying story, “Nurses at the
Helm,” describes educational materials
that can serve as a clinical trial tool kit.
With systems in place and greater time
efficiencies, community centers—and
clinicians—can continue to cultivate an

For institutions and practices
that conduct cancer clinical
trials, membership in the Coalition
of Cancer Cooperative Groups
offers a range of benefits, from
more effective clinical trial
information management to
accreditation support, patient
and physician satisfaction, and
local market differentiation.You
may apply for membership online
at www.TrialCheck.org by clicking
on “Membership Application” to
access the application form and
Institution Membership Profile.
You may also contact Kelly Glacken
at kglacken@cancertrialshelp.org
or 877-422-2030.

enthusiasm for the clinical trials platform

Clinical Trials Models Conference. National Dialogue on Cancer. April 2-3, 2002.
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Clinical Trial Focus

T

he North Central Cancer
Treatment Group (NCCTG)
and the Southwest Oncology

Group (SWOG) are focusing ample
meeting time in April on research
progress and issues. The groups have
identified the following trials—which are
actively recruiting—as high priorities.
NCCTG N0147:
• A
 randomized phase 3 trial of
oxaliplatin plus fluorourical (5-FU)/
leucovorin (CF) with or without
cetuximab (C225) after curative
resection for patients with stage III
colon cancer.
Accrual Goal: 2,300

N0574:
• A
 phase 3 randomized trial of the
role of whole brain radiation therapy
in addition to radiosurgery in the
management of patients with 1 to 3
cerebral metastases.
Accrual Goal: 528
S0424:
• A
 molecular epidemiology caseseries study of non–small-cell lung
cancer in smoking and nonsmoking
women and men. (Patients must
be newly diagnosed with primary,
histologically confirmed stage I, II,
IIIA, or IIIB [T4 or N3, excluding
patients with malignant pleural effusion]
non–small-cell lung cancer, able and
willing to complete the Lung Cancer

Epidemiology Questionnaire, and
able to read and understand English.)
Accrual Goal: 720
S0230:
• A
 phase 3 trial of luteinizing hormonereleasing hormone (LHRH) analog
administration during chemotherapy
to reduce ovarian failure following
chemotherapy in early-stage, hormonereceptor–negative breast cancer.
Accrual Goal: 416
S0221:
• A
 phase 3 trial of continuous schedule
AC and GV treatment protocols
followed by paclitaxel as postoperative
adjuvant therapy in node-positive or
high-risk node-negative breast cancer.
Accrual Goal: 4,500
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S0226:
• A
 phase 3 randomized trial of
anastrozole versus anastrozole and
fulvestrant as first-line therapy for
postmenopausal women with metastatic
breast cancer.
Accrual Goal: 690

Coop Group News—
NCCTG and SWOG
Turn to Advocates

N

Monitor TrialCheck® for up-to-date
information on locations where these
trials are available. Professionals visit
www.TrialCheck.org. Patients visit
www.CancerTrialsHelp.org.

What Will the Patients Think?
Both NCCTG and SWOG are highly
attuned to the ability of patient advocates

CCTG met April 11-13, at

to better understand how patients will

the Mayo Clinic in Rochester,

respond to a clinical trial protocol. Both

Minnesota, to prepare for a

groups seek advocate guidance on

site visit. SWOG held its spring meeting

designing protocols, as well as leadership

on April 19-23, in Salt Lake City, Utah.

in educating patients about the clinical

SWOG’s group chair, Laurence
H. Baker, DO, introduced Gabriel

trial process.
“They help ground us in reality,”

Hortobagyi, MD, as chairman of the

said Jan C. Buckner, MD, NCCTG’s

breast cancer committee. Dr Hortobagyi

group chair. “They help us determine

will assume this position in June 2007

whether questions asked to patients

after his term as president of ASCO

are relevant. They’ve had first-hand

is over. Until then, Robert Livingston,

experience, so they provide patients

MD, the current chair, has agreed to

with understanding—and they have

remain as leader of this committee. Dr

credibility.”

Baker also introduced the group’s new

To meet the challenge, Cynthia

Translational Medicine Chair, Kenneth

Chauhan, NCCTG’s chair of patient

J. Pienta, MD, at the group meeting

advocacy, holds training sessions.

and emphasized the importance of

NCCTG advocates are expected to

transferring basic laboratory discoveries

know and understand the science

into useful application via the clinical

behind clinical trials, and in particular,

trials mechanism.

the impact of protocols on patients.

“This critical transfer of new

For more information from NCCTG,
contact Lori Bratvold at
bratvold.lori@mayo.edu. For more
information from SWOG, contact the
protocol department at 210-677-8808.

Ms Chauhan and her advocacy

knowledge into application is targeted

colleagues provide input on protocols

to improve the ability to cure and/or

and recommend changes when they

prevent cancer to a much greater degree.

believe that specifics may prove difficult

To meet this end, we have conducted a

or unreasonable for patients, such

nationwide search that has identified a

as multiple blood draws per day or

highly qualified researcher to lead this

complicated informed consent materials.

endeavor,” Dr Baker said.

“We always ask, ‘what does it mean to the
patient?’” says Ms Chauhan.

SWOG’s Lay Advocates Program
members—who undergo extensive
training—must have a strong connection
with outside national advocacy groups.
According to Kathy Albain, MD, chair
of the SWOG Committee on Special
Populations and professor of medicine
and hematology/oncology at Loyola
University’s Chicago Stritch School of
Medicine and the Cardinal Bernardin
Cancer Center, program members help
in protocol development, review model
consent documents, and serve on the
group data and safety and monitoring
committee. SWOG advocates also
maintain a listserve to disseminate
information to 180 cancer organizations
and write articles on clinical trials for
advocacy organization newsletters.
“A primary goal is bringing the latest
information to the community, and
making sure cancer clinical trials are seen
as a viable treatment option,” said Ms
Chauhan.
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Member Spotlight: Nurses at the
Helm of Patient Education

W

ith nurses on the frontlines of patient education,
there is an increasing need for tools that clarify,
demystify, and inform. The Coalition provides

the following quality patient education materials and modules

Cancer Institute), and comprehensive. The program covers
6 main topics: cooperative groups, cancer clinical trials, drug
development, surgical and radiation therapies, protecting
research participants, and tissue and its use. Presented as a selfstudy guide, users not only learn about the clinical trial system
in depth, but they take notes and test their newfound knowledge
through a series of interactive quizzes.

that can be cobranded with the name of an institution:

Also available free of charge, or with the cobranding

Cancer Research: A Guide to Cancer Clinical Trials is an easyto-use, interactive program (available on the Coalition Web site
and on CD-ROM) that provides extensive information ranging
from drug development to patient safety. Developed by the
Coalition with its Patient Advisory Board, the content is often
adapted by oncology nurses for various constituencies: patient
advocates, community representatives on Institutional Review

option, are patient education materials: Myths and Facts about
Cancer Clinical Trials and reprints of the Knowledge is Power!
supplements that appeared in Newsweek. The Coalition’s Web
site houses a variety of materials ranging from white papers; the
monthly Coalition newsletter, Clinical Trial Matters; and reports
and surveys that speak to the overarching issues of clinical trial
funding, research priorities, and recruitment.

Boards, support-group moderators and leaders, and patients
themselves. Importantly, the content is also used to train new
staff members.

Nurses attending the upcoming Oncology Nursing Society
congress in Boston can receive a demonstration of TrialCheck®,
obtain free patient education materials, and learn about

The program is extensive, validated (content was reviewed

membership at the Coalition’s exhibit booth (#857).

by the Food and Drug Administration and the National

The Coalition welcomes Allan Wolkin who has joined the staff as director of Scientific Leadership Councils.

A New Frontier in
Cancer Treatment:
Antiangiogenesis
Resources Are Here!

he Coalition is pleased to

T

New Frontier includes an educational

join the Cancer Research

kit, interactive Web site, and download-

and Prevention Foundation

able materials to help nurses conduct

and Genentech BioOncology to launch

in-person, peer-to-peer, or patient

A New Frontier in Cancer Treatment, an

seminars. TrialCheck® is the exclusive

educational resource to help oncology

clinical trials database and search tool

nurses educate patients about targeted

for the New Frontier program. To learn

therapies, specifically the process of

more about New Frontier, visit

antiangiogenesis and the role it may play

www.newfrontierincancer.org.

in a patient’s treatment.

