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Clinical Trials Working Group Reports to
the National Cancer Advisory Board

Public Comment Invited

The Clinical Trials Working Group Draft Recommendations were presented to the National
Cancer Advisory Board (NCAB) February 17" in Bethesda. Members of the Research Advo-
cacy Network were in attendance with representatives from the Director’s Consumer Liai-
son Group, the Food and Drug Administration Cancer Liaison Program and the National Can-
cer Institute’s Office of Liaison Activities. The Working Group was tasked with the respon-
sibility of providing recommendation about how to improve the conduct of cancer clinical
trials which will leverage the unique components and capabilities of the NCI's current clini-
cal trials enterprise, enhance the interactivity of the existing system and focus on improv-
ing the scientific basis for cancer clinical trials research. The work was divided into six
subcommittees: patient accrual, regulatory, core research services, standardization and
infrastructure, coordination and prioritization. Each of the six subcommittees presented
their recommendations for approval by the NCAB and the NCI Director. Two overarching
recommendations presented were:

1. Establish a permanent clinical trials subcommittee with broad representation from ex-
tramural clinical investigators, community oncologists, regulatory agencies, industry,
and patient advocacy groups to advise the NCI director on the conduct, oversight and
implementation of clinical trials across the Institute.

2. Develop the necessary organizational structure within the NCI to coordinate the entire
clinical trials enterprise supported by the Institute.

Some recurring themes from the subcommittee reports were:

o Certification of clinical oncologists who participate in clinical trials

e To increase marketing efforts to highlight the NCI programs and increase accrual to
their trials

e Greater involvement of community oncologists in clinical trials

e More correlative science studies

o More standardization, e.g., a single case report form for capturing clinical trial data
o Greater cooperation across agencies, industry and stakeholders

e Increase access to information through the internet for investigators and patients

The recommendations can be found at http://integratedtrials.nci.nih.gov/ict/

draft recommendations. These draft recommendations were approved by the NCAB and
you can provide your input to these recommendations on the site or by sending a message
to ctwgfeedback@mail.nih.gov. The next steps for the Clinical Trials Working Group are
to develop initial strategies and costs for implementation.
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Highlights from the

2005 Gastrointestinal Cancers Symposium

lew developments in pancreatic cancer

(3]

INd colorectal cancer were presented at
he 2005 Gastrointestinal Cancers Sym-
osium in Hollywood, Florida January 27
29. The American Society of Clinical
ncology (ASCO), the American Gastro-
nterological Association (AGA), the
merican Society for Therapeutic Radiol
gy and Oncology (ASTRO), and the Soci-
ty of Surgical Oncology (SSO) sponsored
his event. Research Advocacy Network
ttended to gather information. RAN

ill publish companion newsletters, Op-
ions for colon cancer patients and Up-
ate for healthcare professionals to re-
ort research results for colon cancer.
hese publications will be available in
arch.

rief highlights of the meeting are pre-
ented here. Abstracts are available on
he ASCO People Living With Cancer web-
ite at: http://www.plwc.org.

“These studies have major
implications for our understanding and
treatment of pancreatic and colorectal
cancers. Some offer new hope for the
prevention and treatment of pancreatic
cancer, and others expand our options
for treating colon and rectal cancers.”

RobertJ. Mayer, MD,
Director of the Center for
Gastrointestinal Oncology at
Dana-Farber Cancer Institute

Pancreatic cancer

A study reporting for the first time
that pancreatic cancer patients who
were smokers were diagnosed with
the disease as much as 10 years ear-
lier than nonsmokers.

A phase Il study from the National
Cancer Institute of Canada showing
that adding the targeted therapy er-
lotinib (Tarceva) to gemcitabine
(Gemzar) increased survival among
patients with advanced pancreatic
cancer not previously treated with
chemotherapy.

Colorectal Cancer

A phase Il multicenter study by the
Eastern Cooperative Oncology Group
reporting that bevacizumab (Avastin),
given in combination with the
FOLFOX4 chemotherapy regimen, im-
proved overall survival by 17% among
patients with advanced colorectal
cancer that had been treated previ-
ously.

Findings from the international MO-
SAIC trial, which showed that adding
oxaliplatin to standard chemotherapy
for early-stage colorectal cancer low-
ers the risk of recurrence.

Findings from the Dutch Colorectal
Cancer Group showing that while
short-term radiation therapy before
rectal cancer surgery decreases the
risk of local recurrence, the treat-
ment can have adverse effects in
some patients.

ASCO will hold a Live Chat with Richard
Schilsky, MD on Cancers of the Gastroin-
testinal System on March 31, 2005 from
3:00 - 4:00 PM ET for more information
go to the People Living with Cancer web-
site at: http://plwc.org.
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Amelia Project: Giving Wings to Research
The seventh annual meeting of the Amelia Project was held on Saturday, February 5" at the Confer-
ence Center on the IUPUI (Indiana University-Purdue University Indianapolis) Campus. The Catherine
Peachey Fund hosts this scientific meeting designed to foster collaboration across institutional
boundaries and brings together scientists and clinicians working on basic research in breast cancer at
institutions across Indiana. The focus of this meeting was translational research and included pres-
entations on both genomics and proteomics. The project has been successful in generating grant
funded projects for participants. If you would like more information on this project and other initia-
tives of the Catherine Peachey Fund, please visit their web site at www.peacheyfund.org.

Health Advocacy Conference

at Sarah Lawrence College
The Health Advocacy Program at Sarah Lawrence College invited advocates whose current or
future work involves research advocacy to attend this day-long conference held on January 14,
2005 in Bronxville, NY. The program was dedicated to initiating dialogue and fostering alli-
ances. Participants gathered as a whole at plenary sessions, and then broke into smaller work-
ing groups to focus on specific questions and tasks. These questions were considered :

e How do we—and how should we—participate, as advocates, in research?
e What ethical principles should guide our participation in research?

The closing session examined the day’s work, highlighting linkages and propelling us toward
collaborative next steps.

Conference proceedings will be posted on the website at: http://www.slc.edu/index.php?
pagelD=2803 or contact health@slc.edu for more information.

Summit Series on Cancer Clinical Trials

Proceedings Posted from Summit VIl
The eighth Summit Series on Cancer Clinical Trials, Retooling the System: Accelerating Solutions, took
place September 30th through October 1st in Chantilly, Virginia. Approximately 120 members of the can-
cer community attended the conference, including patients and patient advocacy organizations; physi-
cians, nurses, and other health care professionals; managed care organizations and third party payers;
public and private funding agencies; and the pharmaceutical and biotechnology industries.

The 2004 Summit aimed to:
e Demonstrate the remarkable progress made by each Work Group since last year

e Energize and facilitate the ongoing efforts of the Work Groups by bringing participants together to
collaborate on ideas

e Spark innovative ways of thinking through invited speakers and learn how to apply to Work Group
activities

For detailed information on Summit VIII, please see the executive summary at http://
WWW.cancersummit.org.
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e January 13-15-
ACOSOG Patient Advocate
Committee

e January 14-Sarah Law-
rence College Health Ad-
vocates Conference

e January 21-23-RTOG

February 5-Amelia Project

February 8- NCCN Breast
Cancer Screening Guidelines
Meeting

February 11- NCCN Meeting
Review of Breast Cancer
Screening Guidelines 2005

March 16-17 -University
of North Carolina, School
of Public Health, Health
Advocacy Conference

March 18—ECOG Devel-
opmental Therapeutics
Committee Retreat

Meeting, Patient Advocate

e January 27-29-ASCO Gl
Symposium

e February 14-RAN IRB Com-
munity Member Focus Group

e February 17-18-National
Cancer Advisory Board Hear-
ings

Features on

http://www.researchadvocacy.org
e Advocate SkillBuilders

e Advocate Opportunities
e Fact Sheet Series: What It Means For Me
e RAN accomplishments

e Current and archived newsletters
e Survey
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