clinical trial

matters
March 2006

News From the Coalition of Cancer Cooperative Groups
The Voice for Cancer Clinical Trials

SLC in Lung Cancer—Dialogue
Meeting Helps Define Priorities
Board of Directors
Robert L. Comis, MD
President and Chairman
Chair, Eastern Cooperative Oncology Group
Richard L. Schilsky, MD
Vice Chairman
Chair, Cancer and Leukemia Group B
Walter J. Curran, Jr, MD
Secretary/Treasurer
Chair, Radiation Therapy Oncology Group
Laurence H. Baker, DO
Chair, Southwest Oncology Group
Jan C. Buckner, MD
Chair, North Central Cancer Treatment Group
Philip J. DiSaia, MD
Chair, Gynecology Oncology Group
Bruce J. Hillman, MD
Chair, American College of Radiology
Imaging Network
Heidi Nelson, MD
Co-chair, American College of Surgeons
Oncology Group
David M. Ota, MD
Co-chair, American College of Surgeons
Oncology Group
Gregory H. Reaman, MD
Chair, Children’s Oncology Group
Norman Wolmark, MD
Chair, National Surgical Adjuvant
Breast and Bowel Project

F

ollowing on its initial November

Foundation, North Central Cancer Treatment

2005 meeting, the Scientific

Group (NCCTG), Survivors for Lung

Leadership Council (SLC) in

Cancer Awareness, and Women Against

Lung Cancer held its dialogue meeting

Lung Cancer. Industry sponsors included

with constituencies on January 25-26 in

Amgen, Genentech, sanofi-aventis,

Santa Monica, California. The meeting

Novartis, and OSI Pharmaceuticals.

brought together researchers, advocates,

The “Town Hall” approach on day 2

and industry representatives to gain insights

of the meeting generated frank discussion on

into current activities and challenges that

issues ranging from the stigma of lung cancer

will be used to develop SLC research

to the pace and funding of research. Advocates

priorities for lung cancer. Led by SLC in

noted that perceptions must be met with

Lung Cancer co-chairs Walter J. Curran, Jr,

actions to correct widely held myths that

MD, and Joan H. Schiller, MD, the meeting

lung cancer is strictly a smoker’s disease

featured 1H days of working sessions with

and, as such, victims “deserve their fate.”

patient advocates and industry sponsors.

More than two thirds of lung cancer suf-

Patient advocate representatives included

ferers have no smoking history or have

the American Lung Association, CancerCare,

stopped smoking, and many patients

the Cancer Research and Prevention

came of age during a time when smoking,

Foundation, Joan’s Legacy, the LUNGevity

though extremely addictive, was also widely
accepted. With the pace of lung cancer
research accelerating, participants discussed
the importance of changing the perception
that lung cancer is untreatable in order to
encourage patients to explore cancer clinical
trials as a treatment option. Strategies must
be implemented to promote open trials for
SLC dialogue meeting participants (L-R):
David McFadden, MS, RPh; Jim Jett, MD;
Janet Lyle, PhD; Terrance Rugg, MD.
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both treatment and screening/early

Researchers pointed to the shift

survival. Several researchers agreed that a

detection, and advocates, in particular,

from no treatment for metastatic lung

more streamlined approach to conducting

were identified as crucial to raising

cancer, to first-, second-, and third-line

lung cancer clinical trials with targeted

awareness. The participants pointed to

treatments that can prolong survival.

therapies is critical to continued treatment

the need for a collective effort on the part

They also pointed to the successes with

progress. They added that trials should

of industry, advocacy organizations,

colorectal cancer, which transformed a

be designed to ensure accelerated accrual,

cooperative groups, and government to

disease of low survival to one that now

and should be stopped and redesigned if

create a vision for lung cancer progress

boasts increasing cure rates and a range of

they are not accruing quickly enough.

and to focus on reaching goals.

targeted treatments to extend disease-free

Clinical Trial Focus—
QuickLink Brings GI
Trial Information to
Patients

•	NCCTG N0147: A randomized phase 3

Q

uickLink—a new Web-based
Coalition resource to help
participants, caregivers, and

with unresectable hepatic metastases

trial of oxaliplatin plus 5-FU/CF with

secondary to metastatic colorectal

or without cetuximab (C225) after

adenocarcinoma

curative resection for patients with

Accrual goal: 73

stage III colon cancer
Accrual goal: 2300
•	E5202: A randomized phase 3 study

•	NSABP C-09: A phase 3 trial comparing
oxaliplatin, capecitabine, and hepatic
arterial infusion of floxuridine to

comparing 5-FU, CF, and oxaliplatin

intravenous oxaliplatin and capecitabine

people at risk learn more about major

versus 5-FU, CF, oxaliplatin, and

in patients with resected or ablated liver

colorectal cancer clinical trials—is designed

bevacizumab in patients with stage II

metastases from colorectal cancer

to accelerate accrual into 10 important

colon cancer at high risk for recurrence

Accrual goal: 400

colorectal cancer trials.

to determine prospectively the

By visiting www.CancerTrialsHelp.org,
participants can quickly obtain information

•	CALBG/SWOG C80405: A phase 3

prognostic value of molecular markers

trial of irinotecan/5-FU/CF or oxaliplatin/

Accrual goal: 3610

5-FU/CF with bevacizumab or cetuximab

on the high priority trials identified by the

Early-Stage Rectal Cancer:

or with the combination of bevacizumab

SLC in GI Cancer (see below), which

•	NSABP R-04: A clinical trial comparing

and cetuximab for patients with untreated

combined will need to enroll more than

preoperative radiation therapy and

metastatic adenocarcinoma of the colon

17,500 patients. QuickLink also offers

capecitabine with preoperative radiation

or rectum

links to patient support services and quick

therapy and continuous intravenous

Accrual goal: 2300

access to the screening capabilities of

infusion with 5-FU in the treatment

TrialCheck®, the Coalition’s database

of patients with operable carcinoma

selection based upon tumor thymidylate

and navigator of thousands of cancer

of the rectum

synthase expression in previously

clinical trials.

Accrual goal: 1606

untreated patients with metastatic

The 10 high-priority GI cancer trials are:
Early-Stage Colon Cancer:
•	NSABP C-08: A phase 3 clinical trial

•	E5204: Intergroup randomized phase 3
study of postoperative oxaliplatin, 5-FU,

•	E4203: A phase 2 study of treatment

colorectal cancer
Accrual goal: 246

and CF versus oxaliplatin, 5-FU, CF,

Screening and Prevention:

comparing infusional 5-fluorouracil

and bevacizumab for patients with

•	ACRIN 6664: A study of computed

(5-FU), leucovorin (CF), and oxaliplatin

stage II or III rectal cancer receiving

tomographic colonography for screening

(mFOLFOX6) every 2 weeks with

preoperative chemoradiation

healthy participants for colorectal cancer

bevacizumab to the same regimen

Accrual goal: 2100

Accrual goal: 2289

without bevacizumab for the treatment

Advanced Colorectal Cancer (colorectal

of patients with resected stages II and III

cancer that has spread to other organs):

carcinoma of the colon

•	N014A: A phase 2 study of oxaliplatin,

Accrual goal: 2632

5-FU, CF, and cetuximab for patients
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TrialCheck® Update:
Handheld Application

T

point-of-care. Once clinicians synchronize

use the PDA to keep everyone connected

onto TrialCheck , they can download

and up-to-date. Every Monday, we sync

®

information by institution, specific trial,

up, and we are all confident that we have

rialCheck® PDA, the country’s

or disease type. A pilot of the application

the latest information for our patients.

only handheld clinical trial

last spring revealed that it not only

This has helped increase our accruals in

screening application, is now

supported, but increased accruals.

the last 6 months.”

available to the Coalition’s institutional

“TrialCheck has been one of our main
®

members. Clinicians, once forced to keep

tools used in screening potential patients

track of their institutions’ clinical trials in a

for protocols,” said Theresa Keefer of

paper notebook—or in their heads—now

the Southwestern Vermont Regional

have access to cancer clinical trials on

Cancer Center in Bennington, Vermont.

their Pocket PC or Palm device, making it

“As a small community practice with

possible to screen trials for patients at the

5 oncologists and 25 staff members, we

Member Spotlight: Advocates
Mobilize in March

W

hile every month is “GI Cancer Awareness
Month” for advocates and organizations,
March’s designation as National Colorectal

Cancer Awareness Month focuses greater attention on their
commitment, and offers the opportunity to claim the spotlight
on the national health education stage.
Carolyn Aldige, president and founder of the Cancer
Research and Prevention Foundation (CRPF)
(www.preventcancer.org), recalled that 6 years ago,
colorectal cancer was rarely mentioned by the media or the
public. Then, Congress declared March the designated
month for colorectal cancer awareness, and Katie Couric
televised her colonoscopy on national television.
“Our efforts, and Katie Couric’s, put colorectal cancer on
the national stage,” said Ms Aldige. “People began to talk
about it and get screened.”
“Still,” she said, “there is much work to be done,” and her
colleagues in advocacy agree. “March can be used to send
out the primary message that early detection can minimize
your risk of dying. There are still 57,000 people each year
who die of colon cancer, and there should be none,” she said.
In addition to a series of national public events, CRPF
is currently focused on mandating insurance coverage for
colonoscopy in all 50 states.

For information, see box on page 4.

The Colon Cancer Alliance (www.ccalliance.org) launched
the Buddy Program, the first peer-to-peer support program
for patients considering participation in a clinical trial. The
new program, announced in late February, teams trained,
experienced mentors with newly diagnosed colon cancer
patients. Mentors provide guidance on the clinical trial process,
and offer perspective on side effects and recovery from surgery.
The Alliance also teamed with the National Collegiate Athletic
Association (NCAA) and the National Association of Basketball
Coaches to promote screening awareness at NCAA tournament
games, according to director Kevin Lewis. Local chapters are
also organizing major fundraisers, including a Pittsburgh event
featuring reality-show celebrities from “Survivor.”
For C-Three, March means gearing up for the organization’s
second One Voice Against Cancer lobbying day in Washington,
DC, on April 24, when the organization will urge members of
Congress to maintain adequate research funding for colorectal
cancer, according to Judy Sohn, Operations Director.
Jo Ellen DeLuca, a patient advocate based in South Carolina,
who will have staged the state’s first Colon Cancer Conference
on March 13, is working year-round to build bridges with the
African American and Hispanic communities to raise awareness
for screening and treatment and increase participation in
colorectal clinical trials.
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Coalition News
and Updates
•	The Regulatory Support Service
processed 8120 Institutional Review
Board entries in February. This new
electronic processing system offers
greater accuracy and standardized
regulatory document processing for
hospitals and oncology practices that
participate in cooperative group studies.
Documents submitted via fax are
processed and retained electronically.
Updates on locations where trials are
available are reflected in TrialCheck®

A public stakeholders’ meeting will
be held on May 23 at 9 am at the
Mandarin Oriental, Washington, DC.
For more information, contact Kaye
Matusik of International MeetingWorks
at k.matusik@earthlink.net or
703-425-8545.
•	IMPAC Medical Systems and the
Coalition have identified 3 pilot
sites to test a new service developed
through a partnership between the
2 organizations. Users of MOSAIQ™,
IMPAC’s image-enabled oncology
electronic medical records system,
will be able to seamlessly access

with the launch of a special section in
Newsweek in June. The Knowledge is
Power! campaign is supported through
generous contributions from Amgen,
Bristol-Myers Squibb, the Leukemia
and Lymphoma Society, and Pfizer.
•	The Breast Cancer Research
Foundation study to identify the
barriers to minority-based enrollment
into breast cancer trials is underway at
2 Minority-Based Community Clinical
Oncology Program (MB-CCOP)
pilot sites: Meharry Medical College in
Nashville, and the John H. Stroger, Jr,
Hospital of Cook County in Chicago.

within seconds.
•	The SLC in Lung Cancer is developing
its consensus document for research
priorities in lung cancer, with
completion anticipated in late spring.

TrialCheck® to screen patients for trials
at the point-of-care. The product is
scheduled for release in late 2006.
•	The Coalition is gearing up for its
2006 National Awareness Campaign

•	The Coalition extends its appreciation to
all who participated in the recent clinician
survey to test recall and awareness of
national cancer awareness initiatives.

On the Horizon:
Targeted Treatments
for GI Cancer

with which patients to use these drugs.
The therapies are directed at validated
or emerging targets, such as alternate
signaling pathways, apoptosis pathways,
and cell-cycle intermediates. Other drugs
in development—notably bortezomib,
a protesome inhibitor—are directed to
common targets in cell function. This
compound is currently in phase 2 trial in
combination with oxaliplatin and 5-FU.
It is also being evaluated in combination
with radiation therapy. Research
priorities also incorporate developments
in technology, which can support the
selection of treatments based on tumor
characteristics.

In addition to clinical trials, pharmacogenetic investigations are necessary
to identify the phenotype or genotype
that predicts a specific drug effect,
and to use this knowledge to more
optimally treat those patients identified
as likely to respond and who will not be
predisposed to side effects or toxicities.
A pharmacokinetic analysis within the
Eastern Cooperative Oncology Group
(E3200) is examining the relationship of
tumor vascularity to survival. Studies are
also underway to try to identify strategies
for ameliorating oxaliplatin-related
neurotoxicity and bevacizumab-related
arterial thromboembolic issues.

R

esearch approaches for
colorectal cancer are
identifying new targets for
drug treatment and focusing on the
development of individualized therapies.
Concentration on both research
approaches can ensure the most rapid
advances in colorectal cancer treatment.
Currently, clinical trial research of novel
therapies centers on 6 compounds—
5-FU, capecitabine, irinotecan, oxaliplatin,
bevacizumab, and cetuximab—and
investigations focus on how, when, and

Interested in Coalition Membership?

F

or 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.

