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A Bold New Vision

s an organization committed to supporting a successful,
robust cancer clinical trials system, the Coalition of Cancer
Cooperative Groups has developed some of the most
comprehensive, unbiased, and accessible resources for patients,
advocates, caregivers, and the public. These resources have educated
millions of patients on cancer clinical trials, providing them with
customized information that is practical and empowering in raising
the possibility of enrollment with their physician. But, many more
remain unaware of cancer clinical trials, and have yet to learn about
the potential for clinical trials to transform their lives. As a result,
cancer trials face barriers that slow or stall patient accrual, and
patients who deserve to know all they can at time of diagnosis are
often uninformed about this essential treatment option.
Ensuring that every cancer patient knows about cancer
clinical trials at time of diagnosis and that every patient considers

—with their physician—whether a trial is right for them is the
focus of a bold new awareness campaign that we will launch
in 2008-2009. Supported by a fresh and more user-friendly
Web site design (www.CancerTrialsHelp.org), the campaign
will build on strong collaborations forged in 2007-2008 with
the nation’s leading patient advocate organizations. Working
together, we look forward to extending the reach of our
cancer clinical trial resources to broad patient populations and
bringing cancer clinical trials front-and-center into the treatment
paradigm. Concurrently, the Coalition will continue other
strong initiatives already in place, from Capitol Hill advocacy
to regulatory support for researchers, and prioritization
of breast cancer clinical research. A new advocacy and
educational services program is also gathering momentum.
It promises to be an eventful and exhilarating year.

Message From the President
A robust cancer treatment pipeline
and a committed cancer research and
advocacy community offered a silver
lining in a year met by continued
lags in funding for cancer research.
Federal funding was static in 2007
(this, following the serious threat
of sharp budget decreases) and the
prospect of these decreases prompted
many clinical researchers throughout
the Cooperative Groups system to
dismantle infrastructure, delay or
abandon certain studies, reduce accrual
by about 3000 patients (12.5%), and

drop the development of new study
concepts.
Despite these setbacks, the cancer
community—researchers, advocates,
caregivers, and patients—has not lost
its focus on doing what it must do to
get the job done. As evidenced in this
annual review of our activities and
achievements, the Coalition of Cancer
Cooperative Groups and its partners are
facing ongoing challenges with energy
and determination, and we remain
excited by a cancer clinical trials pipeline
brimming with potential advances. At the

Coalition, we are
energized by the
response of major
national advocacy
organizations to
collaborate with
us in making sure
that all cancer
patients know
of the clinical
trial option at time of diagnosis. And, we
remain inspired by the tireless efforts of
researchers and advocates to forge ahead
to ensure a healthy clinical trials system.
(continued on page 5)
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New Data Presented at ASCO Reveals Potential Power of Collaborations
to Link Patients to Physicians

D

ata from a Coalition study on cancer clinical trial
behaviors and attitudes was presented at the 2007
American Society of Clinical Oncology (ASCO) annual
meeting, finding that a majority of cancer survivors would
have considered enrolling in a clinical trial if their physician
had made them aware of the option. The most trusted source
for health information, for both survivors and the public, was
physicians. The majority—73%—of survivors who were aware
of the option at diagnosis cited their physician as the source for
that information. In May 2008, these findings were accepted
for publication by the Journal of Oncology Practice (publication
date pending).

Data from a new Coalition case study announced at the
2008 ASCO meeting suggest that linking access to cancer
clinical trial information via TrialCheck®, the Coalition’s cancer
clinical trial navigation and matching service, with an American
Cancer Society cancer clinical trial specialist via a toll-free
number may be effective in mobilizing patients to actively
consider a cancer clinical trial with their physician. In this study,
nearly one-third of patients conducting a clinical trials search
completed the process through to requesting that trial matches
be sent to them for them to discuss with their physician. This
study is ongoing.

New Collaborations Extend Clinical Trial Reach to an Estimated
3 Million More Patients, Advocates Each Month

W

ith research showing that the majority of cancer patients
would consider enrolling in a cancer clinical trial—if they
were aware of the option—the Coalition launched a new effort
with advocacy and media groups designed to ensure that more
cancer patients and caregivers have the information they need
about cancer clinical trials as a treatment option.
Building on its existing relationships throughout the
cancer advocacy community (see box, page 11), the Coalition
implemented unique online programs with the American
Cancer Society (launched September 2007) and the Leukemia
& Lymphoma Society (launching Summer 2008) that enable
patients to access TrialCheck®, the Coalition’s clinical trial
searching and navigation service directly from the organizations’
Web sites. TrialCheck’s® main home remains at the Coalition’s
Web site at CancerTrialsHelp.org.
The new, customized, diseasespecific features give patients and
caregivers the opportunity to discuss
the search results immediately
with a clinical trial specialist at the
advocacy organization directly
from the Web site or via a toll-free
telephone number linked to the site.
The specialist navigates the patient
or caregiver through the clinical trials
process from initial consideration of
the option through to enrollment.

A new content-sharing arrangement was formed with
ASCO in April 2008. ASCO’s new Web site, cancer.net, now
features TrialCheck® and Coalition patient educational materials
while CancerTrialsHelp.org provides in-depth cancer treatment
information to supplement its clinical trials content.
New collaborations with influential media organizations
continued to expand the reach of cancer clinical trial
information. Patients can now gain access to TrialCheck® via
PBS and WGBH Boston (pbs.org), CureToday (curetoday.
com), and Heal Today (healtoday.com).
These unique collaborations are a direct outgrowth of the
Coalition’s nonprofit status and shared mission with leading
organizations to provide free-of-charge access to information on
all cancer clinical trials currently recruiting patients—whether
industry- or governmentsponsored. This nonbiased,
noncommercial approach is
cited by researchers, advocate
organizations, patients, and
industry representatives alike
for its quality and credibility.
In the coming months, the
Coalition will continue inviting
additional advocacy and media
partners to join in this initiative.
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Education for Policymakers

F

unding and reimbursement of cancer clinical trials were
at the forefront of Coalition federal advocacy initiatives in
2007-2008, as the organization continually worked to educate
legislators and policymakers on the impact of inadequate
funding on the research community and, ultimately, patients.
A series of Capitol Hill meetings in mid-2007 helped stave
off an attempted elimination by the Centers for Medicare and
Medicaid Services (CMS) of its policy to cover the routine
care costs of Medicaid and Medicare patients participating in
federally sponsored clinical trials (NCI, FDA, and Department
of Defense). This policy was established in a 2000 National
Coverage Decision led by President Clinton after nearly 10
years of sustained efforts by patient advocates. The threat of the
policy’s possible elimination was met with fury among advocates
who went back to Capitol Hill armed with a recent study by the
Southwest Oncology Group (SWOG) that cited a 38% increase
in the number of patients over age 65 on SWOG studies

since the 2000 policy went into effect, and an increase in the
percentage of patients on trials with Medicare plus supplemental
insurance (J Clin Oncol 24:141-144). On October 11, 2007, a
bipartisan support letter to CMS was signed by Senators Sam
Brownback (Kansas) and Benjamin Cardin (Maryland) and
endorsed by many Members of Congress. On October 17,
CMS decided to make no changes to its current policy.
In early 2007, the threat of a 10% reduction in federal
funding for the Cooperative Groups program created an outcry
from the advocacy and research communities, as well as highprofile media attention. News coverage in such leading media
outlets as The Wall Street Journal and on ABC World News
Tonight with Charles Gibson illuminated the funding crisis.
Still, despite these efforts, the public system saw a decline in
real terms with a decrease in inflation-adjusted dollars of 22%
between 2003 and 2007.

Cancer 101 Briefing Highlights the Personal Impact of Public Policy

T

he Coalition and the Leukemia &
Lymphoma Society joined with the
National Coalition for Cancer Research
in its “Cancer 101” Congressional staff
briefing on May 11, 2007. Presented
before a full house of more than 50
Congressional staffers, “Cancer Clinical
Trials: Successes, Challenges and
Opportunities” provided an overview of
how cancer clinical trials are conducted,
the tremendous advances and
opportunities in clinical cancer research,
and how cancer trials differ from other
types of clinical trials.
Led by Robert L. Comis, MD,
Coalition President and Chairman
and member of the NCCR Board
of Directors, the briefing featured a
discussion of the barriers that cancer
patients face when their private insurance
plan does not provide coverage for
clinical trials. The current Medicare
coverage is critical to many older
Americans who benefit from clinical

trials. For other Americans, 22 states
have adopted laws that require private
health insurers to cover costs of routine
care in trials but a legislative loophole
allows self-insurance plans to bypass
this legislation, thus denying their policy
holders coverage.
John Feldman, MD, Medical
Director of the Moses Cone Regional
Cancer Center in Greensboro, NC,
shared how he and his own family have
no clinical trials coverage in their selfinsured plan, and informed Congress
that the only way to help patients
overcome this barrier is through federal
legislation to close this loophole.
This real-life issue was illuminated
by the eloquent presentation by retired
federal employee and cancer patient
John Rowe of his positive experience as
a patient with insurance on the original
Gleevec clinical trial and several followup studies during his previous 6 years
as a survivor. Stefanie Wesson, who

was unable to attend the briefing, asked
Deborah Banker, PhD, Vice President
of Research Communications for the
Leukemia & Lymphoma Society,
to share the journey of her mother,
Sheryl Freeman, a teacher and multiple
myeloma patient who battled her health
plan for 6 months to provide coverage for
the clinical trial her doctors said was the
best hope for saving her life. By the time
coverage was provided, Sheryl was too
sick to be eligible for the study. Sheryl,
the teacher, said to her family that if
American education can have “No child
left behind,” then American health care
should have “No patient left behind.”
The Coalition will continue to speak
directly with legislators and policymakers
to underscore how insufficient insurance
and reimbursement and threats to
Medicare coverage will have significant
consequences on the pace of cancer
treatment advances and the lives of
cancer patients.
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Arming Advocates With Skills and Knowledge

T

he Coalition continued to build on
its longstanding support of research
and patient advocates by providing
education they need to more effectively
inform and influence the cancer clinical
trial research process, stay current with
emerging and evolving issues of cancer
clinical research, and help increase patient
participation in clinical trials.
More than 80 advocates from the
Cooperative Groups system and the
broader advocacy community attended the
Coalition’s second Patient Advocate
Training Workshop in Baltimore in January
2008. A distinguished faculty trained

attendees on the latest developments in
personalized medicine, how predictive
markers are being used to assess patient risk
for recurrence, innovative imaging and
surgical trials currently seeking patients, the
role of genomics in cancer treatment, and
statistics in clinical trial design. Seasoned
Cooperative Groups advocates trained
attendees on the basics of clinical research,
and provided information to attendees on
community outreach and advocacy
activities within the Cooperative Groups
structure. The workshop was supported by
a grant from Amgen Oncology.

Moving forward, the Coalition’s new
division of Advocacy and Educational
Services, with guidance from the
Coalition’s Patient Advisory Board
(see box on page 11), will develop new
science-based training workshops, a
live and virtual Speaker’s Bureau, fresh,
updated content for the self-study
“Cancer Research: A Guide to Clinical
Trials” (currently available at
CancerTrialsHelp.org), and specialized
training on how to link patients to trials
using TrialCheck® and how to conduct
effective community/grassroots outreach.

Federal Policy for Cancer Clinical Research the Focus of Summit XI

T

he 2008 Summit Series on Cancer Clinical Trials XI
focused on defining the evolving roles of stakeholders
to meet the challenges confronting the cancer clinical research
enterprise in the United States. The panelists—leading
oncologists, clinicians, industry and government representatives,
insurers, and patient advocates—focused on recent federal
financial, regulatory, and legislative changes and their impact on
maintaining a robust clinical trial system in the United States.
Held in Baltimore, Summit XI was convened by the
American Society of Clinical Oncology, the Oncology Nursing
Society, the Cancer Leadership Council, the Prevent Cancer
Foundation, and the Coalition. The Summit was sponsored by

the American Cancer Society, Amgen, ASCO, AstraZeneca,
sanofi-aventis, Bristol-Myers Squibb Oncology, Genentech,
GlaxoSmithKline, Lilly Oncology, Novartis, the Oncology
Nursing Society, OrthoBiotech, Pfizer Oncology, Roche,
sanofi-synthelabo, Susan G. Komen Breast Cancer Foundation,
and U.S. Oncology.

Clinical Trials Workshop Provides Community Practices With
Tools for Building a Viable Trials Program

T

o ensure that research being conducted at the community
level adheres to the strictest scientific and ethical
standards, the Coalition collaborated with ASCO and the
Oncology Nursing Society (ONS) to host the fourth Clinical
Trials Workshop in October 2007 in Denver. The 2-day
event included Coalition President and Chairman Robert

Comis, MD, and Vice President of Regulatory Affairs, Robert
Catalano, PharmD, who were part of a top-tier faculty of 28
multidisciplinary experts that informed 141 attendees from
newly interested community oncology practices and their
research and administrative teams on how to evaluate, integrate,
and conduct clinical trials in the community practice setting.
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Clinical Trial Participation Awards Honorees

ASCO Awards First “Team Science”
Distinguished Service Award to Cancer
Cooperative Groups

T

he Cancer Cooperative Groups become the first group to receive a Distinguished
Service Award for Scientific Leadership from ASCO. The Distinguished
Service Award for Scientific Leadership, presented to all 10 National Cancer Institute
(NCI)-sponsored Cooperative groups (see Board of Directors page 11), the European
Organisation for Research and Treatment of Cancer (EORTC), and the National
Cancer Institute of Canada in 2007 and accepted by Robert Comis, MD, President
and Chairman of the Coalition of Cancer Cooperative Groups, recognized the “team
science” achievements of the Cooperative Groups. Through a shared common
purpose—to develop and conduct large-scale cancer clinical trials in multi-institutional
settings—and by combining resources, the Groups were cited for their significant
contributions to advances in cancer screening, prevention, and treatment.

Community Practices Recognized for
Patient-Focused Achievements

T

he Clinical Trials Participation
Awards, presented by ASCO at
its annual meetings in 2007 and 2008,
recognized achievements in patient
accrual over a 3-year period at 22
community oncology practices in the
United States. The award winners were
selected based on a number of factors,
including their patient accrual rates and
accrual of minority and underrepresented
populations. Further consideration was
given to practices with high-quality
audit reports and investigators in good
standing.
Sponsored annually through a
grant from the Coalition, a total of

63 community-based practices have
received the award since 2003.
Nominations from across the
country were submitted by Cooperative
Groups, the ASCO Clinical Practice
Committee, the NCI Community
Clinical Oncology Program, and
3 community-based oncology research
networks: US Oncology, Minnie Pearl
Cancer Research Network, and Hoosier
Oncology Group. All nominated
practices were invited to submit an
application for the award and
applications were peer-reviewed by a
subcommittee of ASCO’s Cancer
Research Committee.

2007
Cancer Centers of the Carolinas
Greenville, SC
Duluth Clinic Cancer Center
Duluth, MN
Kaiser Permanente, Northern California
Vallejo, CA
New Hampshire Hematology-Oncology, P.A.
Hooksett, NH
Northwest Cancer Specialists
Vancouver, WA
Oncology Hematology Associates of Central IllinoisIORA CCOP
Peoria, IL
Oncology Hematology Care, Inc.
Cincinnati, OH
Scottsdale Medical Imaging, Ltd.
Scottsdale, AZ
Summa Health System Hospitals
Akron, OH
University of Texas Health Science Center at
San Antonio/Christus Santa Rosa Children’s Hospital
San Antonio, TX
2008
Cancer Care Specialists of Central Illinois, S.C.
Decatur, IL
Cancer Consultants
Las Vegas, NV
Fort Wayne Medical Oncology & Hematology, Inc
Fort Wayne, IN
Hematology-Oncology Associates of Central New York
Syracuse, NY
Southern California Kaiser Permanente Oncology
Research Program
San Diego, CA
Medical Oncology Hematology Consultants, PA
Newark, DE
MeritCare Roger Maris Cancer Center, CCOP
Fargo, ND
Ochsner Clinic Foundation
New Orleans, LA
Texas Oncology-Sammons Cancer Center
Dallas, TX
William Beaumont Hospital
Royal Oak, MI

Message From the President (continued from page 1)

Yet, it is clear that we must create
new ways to secure and stabilize the
clinical trials system. We can no longer
rely strongly on traditional federal
funding mechanisms. Public-private
collaborations must be forged to ensure
that critical clinical research studies are
performed and adequately resourced
and the philanthropic community should
be engaged in the process. The entire

system must become more efficient in
study development, design, execution,
and in the implementation of information
technology. Stronger alliances with
patients, their representatives in the
advocacy community, and the millions of
cancer survivors across the country must
be developed. In the end, it is our collective
will, the power of our shared commitment,
and our willingness to confront challenge

with innovation and new ideas that will
transcend shifting political and economic
trends and realize the true promise of
cancer research.

Robert L. Comis, MD
President and Chairman

Research Priorities

Coalition Launches First CME
Programs for Clinicians

A

n online Continuing Medical Education (CME) series
in colorectal and lung cancers that was launched in 2007
proved an immediate success, as over 12,000 physicians,
nurses, and pharmacists received education on the latest
advances in standards of care as a result of cancer clinical
trial research. The consensus documents from the Coalition’s
Scientific
Leadership Councils
in gastrointestinal
and lung cancers
were also part of the
content discussed.
The Postgraduate
Institute for
Medicine serves
as the CME and
CE accreditor.
Funding for these programs was provided through a grant
from sanofi-aventis. Information is available from Clinical Care
Options at http://www.clinicalcareoptions.com or in the Health
Professionals Resource section of CancerTrialsHelp.org.
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Alpha Oncology Supports Industry,
Cooperative Groups in Conducting
Trials

A

lpha Oncology, a wholly owned subsidiary of the Coalition,
continued to provide oncology clinical trial and site
management services in response to unmet research needs. Alpha
Oncology personnel conduct clinical trials from inception to
completion, and also provide targeted expertise. Alpha has worked
in collaboration with Cooperative Groups on 8 ongoing trials
(11 total) and is the Site Management Organization providing
monitoring, regulatory document review and collection, contract
negotiations, and site management for 3 trials. Staff includes
registered nurses, clinical research associates, and data managers.
Sponsors interested in initiating new trials or refining existing ones
can select from a comprehensive suite of services including site
identification, investigator recruitment, pre study site assessment,
site initiation, and monitoring. The services are available to both
Cooperative Groups and biopharmaceutical companies.

Scientific Leadership Councils Focus on Clinical Research Priorities

T

he Coalition’s disease-specific Scientific Leadership
Councils (SLCs) in lung and breast cancers continued
throughout 2007 and early 2008, addressing significant gaps in
knowledge, scientific questions, and unfulfilled medical needs
that potentially delay or jeopardize long-term prospects for
developing and implementing new
approaches to cancer treatment. The
SLCs identify the most promising
clinical research in specific diseases
and convene stakeholders in the
cancer community to help define
common goals and understanding
around these research needs.
The SLC in Lung Cancer held a 1-day meeting in June
2007, “Addressing the Current Challenges of Non-Small Cell
Lung Cancer (NSCLC) Clinical Trial Accrual” with members
of the National Cancer Institute, advocates, and industry to
develop specific strategies for enhancing accrual into NSCLC
clinical trials and to increase and sustain the level of discussion
with, and among, Cooperative Groups and community-based
researchers.

The meeting outcomes, presented in part at the
International Association for the Study of Lung Cancer
(IASLC) 12th World Conference on Lung Cancer in Seoul,
South Korea, were accepted for publication in the Journal of
Thoracic Oncology in April 2008 (publication date pending).
The outcomes focus on issues of
protocol design, healthcare systemrelated barriers, and the stigma of lung
cancer. Some of the important areas that
were highlighted included predictors of
successful and unsuccessful trial accrual,
issues surrounding the process of clinical
trial activation, and the role of patient
advocates in enhancing trial accrual.
The SLC in Gastrointestinal (GI) Cancer observed
successful completion of 2 of its High-Priority-designated
clinical trials in 2006. In June 2007 it published the Council’s
recommended research priorities for colorectal cancer in the
Journal of Clinical Oncology (J Clin Oncol. 2007;25:2313-2321).
This Council, through the Coalition continues to focus on

Research Priorities

Scientific Leadership Council in
Breast Cancer
Julie Gralow, MD, Co-Chair
University of Washington
School of Medicine
Seattle Cancer Care Alliance
Seattle, WA

Joseph Sparano, MD
Montefiore Medical Center-Weiler Division
Bronx, NY
Julia White, MD
Medical College of Wisconsin
Froedtert Hospital
Milwaukee, WI
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David Gandara, MD
University of California
Davis Cancer Center
Sacramento, CA
Roy Herbst, MD, PhD
MD Anderson Cancer Center
Houston, TX

Edith Perez, MD, Co-Chair
Mayo Clinic
Jacksonville, FL

Eric Winer, MD
Dana-Farber Cancer Institute
Boston, MA

Fred Hirsch, MD, PhD
University of Colorado Cancer Center
Aurora, CO

Donald Berry, PhD
University of Texas
MD Anderson Cancer Center
Houston, TX

Antonio Wolff, MD
Johns Hopkins Kimmel Cancer Center
Baltimore, MD

James Jett, MD
Mayo Clinic Cancer Center
Rochester, MN

William Wood, MD
Emory University Hospital
Atlanta, GA

Bruce Johnson, MD
Dana Farber Cancer Institute
Boston, MA

Robin Zon, MD
Michiana Hematology-Oncology PC
South Bend, IN

Kemp Kernstine, MD, PhD
City of Hope Medical Center
Duarte, CA

Lisa Carey, MD
University of North Carolina
Lineberger Comprehensive
Cancer Center
Chapel Hill, NC
David Cella, PhD
Center on Outcome Research-Education
Evanston Northwestern Healthcare
Evanston, IL
Marc Citron, MD
Albert Einstein College of Medicine
Lake Success, NY
Robert Comis, MD
President and Chairman
Chair, Eastern Cooperative Oncology Group
Nancy Davidson, MD
Johns Hopkins School of Medicine
Baltimore, MD
Gabriel Hortobagyi, MD, FACP
University of Texas
MD Anderson Cancer Center
Houston, TX
Clifford Hudis, MD
Memorial Sloan Kettering
Cancer Center
New York, NY
Kelly Hunt, MD
University of Texas
MD Anderson Cancer Center
Houston, TX
Eleftherios (Terry) Mamounas, MD
Aultman Hospital Cancer Center
Canton, OH
Kathy Miller, MD
Indiana University Cancer Center
Indianapolis, IN

Scientific Leadership Council in
Lung Cancer

Robert Comis, MD
Coalition of Cancer Cooperative Groups
Philadelphia, PA
Robert Diasio, MD
Mayo Clinic College of Medicine
Rochester, MN
Raymond Dubois, MD, PhD
Vanderbilt-Ingram Cancer Center
Nashville, TN
Richard Goldberg, MD
The University of North Carolina
Chapel Hill, NC
Axel Grothey, MD
Mayo Clinic College of Medicine
Rochester, MN
Leonard Gunderson, MD
Mayo Clinic Cancer Center
Rochester, MN
Daniel Haller, MD
Abramson Cancer Center
University of Pennsylvania
Philadelphia, PA

Walter Curran, Jr., MD, Co-Chair
Emory University, Winship Cancer Institute
Atlanta, GA

John Minna, MD
University of Texas
Southwestern Medical Center
Dallas, TX

Joan Schiller, MD, Co-Chair
University of Texas
Southwestern Medical Center
Dallas, TX

Roman Perez-Soler, MD
Montefiore-Einstein Medical Center
Bronx, NY

Stanley Hamilton, MD
University of Texas
MD Anderson Cancer Center
Houston, TX

Joseph Putnam, Jr., MD
Vanderbilt University Medical Center
Nashville, TN

C. Daniel Johnson, MD
Mayo Clinic College of Medicine
Rochester, MN

Frances Shepherd, MD
Princess Margaret Hospital
Toronto, ON

Heinz-Josef Lenz, MD
University of Southern California
Los Angeles, CA

Everett Vokes, MD
University of Chicago, Cancer Research
Chicago, IL

Malcolm Moore, MD
Princess Margaret Hospital
Toronto, ON

Scientific Leadership Council in
GI Cancer

Peter O’Dwyer, MD, BCh
Abramson Cancer Center
University of Pennsylvania
Philadelphia, PA

Denise Aberle, MD
University of California, Los Angeles
Los Angeles, CA
Alex Adjei, MD, PhD
Roswell Park Cancer Center
Buffalo, NY
Paul Bunn, Jr., MD
University of Colorado Cancer Center
Aurora, CO
David Carbone, MD, PhD
Vanderbilt-Ingram Cancer Center
Nashville, TN
David Cella, PhD
Center on Outcomes Research-Education
Evanston, IL
Caroline Chiles, MD
Wake Forest University
Health Sciences Center
Winston-Salem, NC

Etta Pisano, MD
University of North Carolina
Chapel Hill, NC

Hak Choy, MD
University of Texas
Southwestern Medical Center
Dallas, TX

Kathleen Pritchard, MD
Toronto-Sunnybrook Regional
Cancer Center
Toronto, Ontario

Robert Comis, MD
Coalition of Cancer Cooperative Groups
Philadelphia, PA

George Sledge, Jr., MD
Indiana University Cancer Center
Indianapolis, IN

Scott Lippman, MD
MD Anderson Cancer Center
Houston, TX

Charles Blanke, MD
Oregon Health Science University
Portland, OR

John Crowley, PhD
Cancer Research and Biostatistics
Seattle, WA

S. Gail Eckhardt, MD, Co-Chair
University of Colorado
School of Medicine
Denver, CO
Michael O’Connell, MD, Co-Chair
Allegheny Cancer Center
Pittsburgh, PA
Dennis Ahnen, MD
Denver VA Medical Center
University of Colorado
School of Medicine
Denver, CO
Steven Alberts, MD
Mayo Clinic College of Medicine
Rochester, MN
Albert Benson, III, MD, FACP
Northwestern University
Chicago, IL

Nicholas Petrelli, MD
Helen F. Graham Cancer Center
Newark, DE
Mitchell Posner, MD
University of Chicago
Chicago, IL
Daniel Sargent, PhD
Mayo Clinic College of Medicine
Rochester, MN
Jeffrey Sloan, PhD
Mayo Clinic College of Medicine
Rochester, MN
Joel Tepper, MD
UNC Chapel Hill School of Medicine
Chapel Hill, NC
Christopher Willett, MD
Duke University Medical Center
Durham, NC

Research Priorities
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High-Priority Trials for Colorectal Cancer
Early-Stage Colon Cancer
(combined with surgery)

Early-Stage Rectal Cancer
(combined with surgery)

Trial: E5202

Trial: E5204

Patient population: Stage IIA, IIB colon
cancer

Patient population: Stage II, III
rectal cancer receiving postoperative
chemoradiation

Description: A randomized phase 3 study
comparing oxaliplatin, leucovorin calcium,
and 5-FU with or without bevacizumab
(Avastin) in treating patients who have
undergone surgery for stage II colon
cancer and are at high risk for recurrence
to determine prospectively the prognostic
value of molecular markers

Description: Intergroup randomized phase
3 study of postoperative oxaliplatin, 5-FU,
and leucovorin versus oxaliplatin, 5-FU,
leucovorin, and bevacizumab
Projected enrollment: 2100
Enrollment to date: 198

Projected enrollment: 3610

Sponsor: ECOG

Enrollment to date: 1104
Sponsor: ECOG

Protocol chair: Al Benson, MD, FACP,
312-695-6180; a-benson@northwestern.edu

Protocol chair: Al Benson, MD, FACP,
312-695-6180; a-benson@northwestern.edu

Trial: R-04

Trial: NO147

Patient population: Patients with resectable
rectal cancer with no metastatic disease

Patient population: Resected (patients
who have undergone surgery) for stage III
colon cancer
Description: A randomized phase 3 trial
of oxaliplatin plus 5-FU and leucovorin with
or without cetuximab after curative resection
for patients with stage III colon cancer
Projected enrollment: 2648
Enrollment to date: 2315
Sponsor: NCCTG
Protocol chair: Steven Alberts, MD,
507-538-7623; cancerclinicaltrials@
mayo.edu

Description: A randomized study of
preoperative radiation therapy with either
capecitabine versus 5-FU with or without
oxaliplatin before surgery

Advanced Colorectal Cancer
(colorectal cancer that has
spread to other organs)
Trial: C80405
Patient population: Patients with
untreated metastatic colorectal cancer
Description: A phase 3 trial of cetuximab
and/or bevacizumab combined with
combination chemotherapy
Projected enrollment: 2289
Enrollment to date: 1320
Sponsors: CALGB, Southwest Oncology
Group (SWOG)
Protocol chair: Alan Venook, MD,
415-353-7065 or 800-888-8664;
venook@cc.ucsf.edu

Trial: E4203 (Temporarily suspended)
Patient population: Previously untreated
patients with metastatic colorectal cancer
Description: A phase 2 study of treatment
selection based upon tumor thymidylate
synthase expression

Projected enrollment: 1606

Projected enrollment: 117

Enrollment to date: 878

Enrollment to date: 110

Sponsor: NSABP

Sponsor: ECOG

Protocol chair: Robert Beart, MD,
323-865-3690 or 800-865-0102;
rbeart@usc.edu

Protocol chair: Neal Jay Meropol, MD,
215-728-2450 or 888-369-2427;
neal.meropol@fccc.edu

Research Priorities
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High-Priority Lung Cancer Trials
Surgical Adjuvant (therapy
following surgery)
Trial: RADIANT
(Randomized double-blind trial in
adjuvant NSCLC with erlotinib
[Tarceva®])
Protocol ID: OSI-774-302
Patient population: Stage IB-IIIA
NSCLC
Description: Complete surgical resection
with or without adjuvant chemotherapy
in patients with stage IB-IIIA NSCLC
who have epidermal growth factor
receptor (EGFR)-positive tumors;
patients will be randomized (2:1) based
on biologic features (patients must
have EGFR-positive tumor tissue by
immunohistochemistry [IHC] and/or
fluorescence in situ hybridization [FISH])
to receive either erlotinib or placebo

Enrollment to date: 195

Locally Advanced Disease

Sponsor: OSI

Trial: S0533

Contact: OSI Medical Affairs,
303-546-7819; medical-information@osip.
com

Patient population: Stage III NSCLC

Trial: E1505
Patient population: Stage IB-IIIA
NSCLC
Description: Chemotherapy with or
without bevacizumab (Avastin®) in
patients with stage IB-IIIA NSCLC that
was removed by surgery
Projected enrollment: 1500
Enrollment to date: 129
Sponsor: ECOG

Description: Phase 1/Phase 2 pilot study
of induction therapy comprising cisplatin,
etoposide, and radiotherapy with or
without bevacizumab (Avastin) followed
by consolidation therapy comprising
docetaxel and bevacizumab in patients
with newly diagnosed, unresectable, stage
III NSCLC
Projected enrollment: 168 (2 strata and
3 cohorts)
Sponsor: SWOG
Protocol chair: Antoinette Wozniak,
MD, 313-576-8752 or 800-527-6266;
wozniakt@karmanos.org

Protocol chair: Heather Wakelee, MD,
650-723-9094; hwakelee@stanford.edu

Projected enrollment: Approximately 975
patients (1730 patients will be screened for
EGFR)

The Coalition of Cancer Cooperative Groups is a nonprofit 501(c)(3) organization whose mission is to improve
the quality of life and survival of cancer patients by increasing participation in cancer clinical trials.

Scientific Leadership Councils Focus on
Clinical Research Priorities (continued from page 7)

successful recruitment for the
remaining High-Priority trials, requiring
approximately 8000 patients.
The SLC in Breast Cancer
launched in December 2006 and was
very active through 2007 with 4 live
Council member meetings where,
through scientific presentations and
consensus-driven discussion, they began
the development of a major document
that will outline the critical research
issues and priorities in breast cancer
screening, diagnosis, treatment, and
quality of life, and a review of special
patient populations. The consensus
document and its recommendations will
be announced at a stakeholder conference,
Priorities in Breast Cancer Clinical Research:
A Stakeholder Discussion with the Scientific
Leadership Council and the Breast Cancer
Community in Dallas, TX, on September
12 and 13, 2008.
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Coalition’s Regulatory Program Expands Nationally

T

he Coalition’s Central Regulatory Office, which is an
integral component of the National Cancer Institute’s
Cancer Trials Support Unit (CTSU), underwent a significant
expansion in 2006, as the NCI broadened access to include
clinical trial networks across the country beyond the adult
Cooperative Groups.
The CTSU project, initiated by the National Cancer
Institute in 1999, is designed to encourage greater participation
by physicians in NCI-sponsored phase 3 clinical trials by

providing comprehensive clinical trials management and support
services. The Coalition was named in 2002 by the NCI to lead
this centralized regulatory function for all 9 adult Cooperative
Groups.
With the recent expansion, several major cancer clinical
trials networks, including the CTEP NO1 Phase 2 Consortia and
the Division of Cancer Prevention networks, will have access to
a consolidated service for regulatory, data management, roster
maintenance, and compliance information.

TrialCheck® Remains “Best of Breed”

A

ward-winning TrialCheck®
continues to be the country’s most
frequently updated cancer clinical trials
database. TrialCheck® is praised by
advocates and researchers alike for its
unbiased listing of all available trials, its
accuracy, and its success in matching
trials for patients. This level of quality
is achieved through various efforts.
Every single protocol that enters the
TrialCheck® system is reviewed by a
member of a highly qualified team of
clinical trial coders. The trial is coded to

meet the unique TrialCheck® matching
criteria: cancer type, stage of disease,
prior treatment history, performance
status, age, and drug. At the same time,
TrialCheck®’s extensive data cleansing
routines are applied continuously to
eliminate duplicates, associate trials to
institutions, and map multiple protocol
IDs, among other processes. This
precision ensures that searches are fast,
easy, accurate, and reliable. Search by
drug and hospital/practice look-up are
other popular features.

TrialCheck® Wins ‘Best in Show’ From
Consumer Healthcare Group

T

rialCheck’s® ease of use and
premier accessibility for patients
and caregivers was recognized by a
leading consumer health group with
its highest honor in 2008. Consumer
Health World, a national organization
focused on improving consumer-directed
healthcare, recognized TrialCheck® with

its Best in Show Award from among
competitors in 8 categories, and also
awarded TrialCheck® Best Application
for Enhancing Patient Access for
Information. The Coalition accepted
the awards at a ceremony during the
National Conference on Healthcare
Consumerism in Las Vegas, May 2008.

Coalition Recruiting
Sites to Join Study on
Minority Barriers

T

he Coalition’s initiative to determine
the barriers to enrollment of
minority breast cancer patients into
cancer clinical trials entered its third
year in 2007, as the organization began
recruiting trial sites to participate in a
national study on minority accrual trends.
The study, supported by a grant from
the Breast Cancer Research Foundation
(BCRF), incorporates a TrialCheck®based electronic assessment system at
point of care to determine precise reasons
why patients who are screened for clinical
trial participation do not enter a breast
cancer study. The tracking mechanism
will provide evidence-based data that can
be used at point of care to help clinical
trial sites develop intervention strategies
that correspond to the needs of their
specific patient population. Eligible sites
include all NCI-designated Minoritybased Community Clinical Oncology
Programs and any other sites serving
high concentrations of minority patient
populations.

Regulatory Support and Data Quality

page 11

Georgia CORE Continues Expanding TrialCheck® Value

T

he Georgia Center for Oncology Research and Education
(Georgia CORE) continued to expand its use of
TrialCheck® to connect cancer patients to the more than 500
oncology providers throughout Georgia. The successful program
stands as a model for other states exploring similar programs with
the Coalition. Using the Scientific Leadership Council’s research
priorities as guides, the Georgia CORE employs its customized
version of TrialCheck® to direct patients to cancer clinical trials

in their neighborhood, and to link a strong statewide referral
network that includes academic and community- based scientists
and clinicians connected to primary care, internal medicine, and
family physician practices. This effort is supported by educators,
public health practitioners, survivors, and advocates. The Georgia
CORE is showing that an innovative multidisciplinary approach
is the right way to reach the pool of patients who are willing to
participate in clinical trials—if they are asked.
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Your life.
Your cancer treatment.
Shouldn’t you have every option?
At the time of your diagnosis consider clinical trials as a treatment option.
They provide patients at all stages of cancer with the most cutting edge medical treatment and the highest level of care.
To learn more about this nonproﬁt
organization, cancer clinical trials and
to search for trials near you, visit:

w w w. C a n c e r Tr i a l s H e l p. o r g

Nation’s premier cancer clinical trials
navigation and matching service.

