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CCRP: From Revolutionary to Relevant
An interview with CCRP Founder Robert F. Berris, MD

Although Dr. Robert Berris takes pains to
emphasize that he was far from alone in
pioneering the concept of community-based
cancer research, the fact remains that Berris was
instrumental in founding the Colorado Cancer
Research Program (CCRP). A recent interview
with Berris — a retired clinical oncologist who
remains very active in Denver’s cancer research
community — sheds light on why and how this
organization was created and why community
research and CCRP remain more relevant than
ever in today’s world.

What did cancer research look like before the
advent of community-based programs?

Prior to the 1980s, cancer research programs
were largely the province of the National Cancer
Institute (NCI) and the programs they supported
in certain key cancer institutes. These institutes
gradually amalgamated themselves into several
large, nationwide (but still university based)
cooperative research groups that designed and
developed clinical trials, such as ECOG, SWOG
and others. These cooperatives in turn ran very
limited outreach programs allowing community
physicians to enroll a small number of patients
in clinical trials coordinated by a university.

How did you get involved in questioning the
status quo?

In 1970, I wrote a letter to the head of NCI stating
that the majority of cancer patients were being
treated by community physicians (rather than
university based doctors), and that the current
system did not contribute to medical science or
new cancer treatments as effectively as it should.
I suggested that they develop a new system that
encouraged doctors to enroll patients in formal
cancer research programs within the community.
Around the same time, President Nixon pushed a
bill through Congress to fund the war on cancer,
with one goal being to accelerate the progress

of cancer research by encouraging more formal
research programs.

Consortium Member Hospitals

The Medical Centers of Aurora—-HealthONE
North Suburban Medical Center-HealthONE
Presbyterian/St. Luke’'s Medical Center-HealthONE
Rose Medical Center-HealthONE

Swedish Medical Center—-HealthONE

Penrose-St. Francis Health Services

Robert Berris, MD, Medical Oncologist & Founder of CCRP

Porter Adventist Hospital
Exempla Saint Joseph Hospital

St. Mary-Corwin Medical Center
Longmont United Hospital

Boulder Community Hospital

Sky Ridge Medical Center-HealthONE

In response to these and many other calls for
change, NCI put out an RFP for what would
come to be known as Community Clinical
Oncology Programs (CCOPs). The RFP stated
that the CCOPs would agree to enroll a specified
number of patients in clinical trials each year,
and that they would have to belong to one of
the national cooperative research groups as a
community member. As a result of that initial
RFP, 21 programs throughout the U.S. were
approved for the purpose of conducting cancer
clinical trials in the community.

And CCRP was one of those?

Yes. CCRP was founded under the name
Hematology Oncology Association of Denver in
1983 by Presbyterian Medical Center and myself.

We had a very supportive BRCEO at
the hospital who wrote .~ s the
grant, myself P = 3N
D o
as principal < ey, ‘

investigator, a staff |
of one researcher, |
and contributions |
by many other
people. After

a while, St.
Joseph’s wanted
to join us, then
eventually Swedish
and Porter and the
American Medical
Center, and we were
off and running.
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CCRP: From Revolutionary to Relevant
continued

What was the goal of these early CCOPs?

Our founding principles were, first of all, to increase the rate of accrual of
patients to cancer research programs so that studies could be finished in a
reasonable length of time. And second, to promote education regarding recent
advances in cancer treatment and allow importation into the community of
these advanced cancer techniques.

Why was that emphasis on community research so important?

As community-based programs, CCRP and our fellow CCOPs have been
instrumental in allowing the more rapid dissemination of cancer knowledge
and techniques into community cancer practice. Our cancer patients get all
the benefits of cutting-edge medical technology while being allowed to stay in
their homes and their community. Cancer patients typically have particularly
close relationships with cancer doctors in their community, so continuity of
that relationship and care is vitally important.

Why do you believe CCRP’s work is relevant today?

We are relevant because we have survived...and we would not have survived
for more than 20 years if we hadn’t been useful. We are proud of the fact

that many 10- and 20-year results that you see reported in the media are

a direct result of CCRP’s contributions to research protocols. Through

our clinical trials, we are helping to answer important questions: Can we
give medications, in addition to surgery and therapy, that will benefit our
patients? Are we merely adding days to patients’ lives or are we curing them?
What are the long-term costs and benefits of treatment? Can you eliminate
surgery or radiation as part of treatment and use chemotherapy or hormones
exclusively? Most important, there are a lot of people alive today as a result of
the successful completion of these protocols. Cancer research is a progressive
evolution, and CCRP is proud to be a part of that evolution.

A special THANK YOU to donors who have
generously given their time, their resources, and
their dollars to support our work at CCRP:
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Dave Albertson Wendy and Timothy Cunniff Elmer and Dorothy Hansell

Jayne Bailey Larry and Laura Cutter William and Barbara

Norman and Joy Balding Katheryne Dane Harper

Renae Beal Bill Dea Memorial Golf Tournament Patti Harrington

Richard and Anne Bell Steve Dea Richard and Beverly Harris

Jason Bentley Dennis Deas Gary Hassig

Brian Berenz Laurence, Jeannie and Don DeKruger Mike and Tracy Hayes

Dr. And Mrs. Robert Berris Janice and LaVerne DeKruger HealthONE Alliance Foundation

Joyce Blackman Denver Affiliate Susan G. Komen Peter Heinrich

John and Kimberly Bohenick Breast Cancer Foundation Rebecca Herman

Mitchell Bollig Larry Deshazer Roberta Herman

Arthur and JoAnn Boss Nicholas DiBella Hang Ho

Jeanne and Stephen Braaten Francis Doehling Karen Holtman

Steve Brennan Mary Doherty Jennifer Holub

Mary Brennan Janet Doolin Deb Hood

Brenda Brillhart Mary Jane and Park Douma Charlene Hoover

Connie Burke Nora Doyle Andrew House

Carol Byrd and daughter Margy Drobnik Leon Jaramillo

John and Anita Caldwell Viola Edens Tamra Johnson

Linda Callahan Elk Track Partnership, Avon, CO Meggan Johnson

Julius and Margaret Carabello Brian Ellertson Milly Jones

Cassandra Carpenter Luis and Elizabeth Ermer Darrell Jordan

Thomas Carroll Rebecca Fellows Paul and Lois Kelleher

Precious Casias Laurel Fennie Lonnie and Deborah Keller

Thongchai and Somspi John Fleagle, MD Clint and Chrisann Kelly
Chotechuang Susan Freeman, MD Patrick and Sue Kelly

Shivraj Chowdhari Gregory Ryan Friedman Garnet Kelly

Larry Christensen Maurice and Jeanette Friedman Claire and Michael Kison

Brenda and Stanley Cirbo Gates Corporation Mark and Paula Klingenmeier

Stephen and Marcey Cook Loretta Gonzalez Mildred Kornfeld

Coors Brewing Company Paula and Michael Gordon Robin Kovachy, MD

David Cowan Peggy Gore

Charles Cribari Joseph Grasso continued...
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L-R: Sami Diab, MD, Susan Freeman, MD, Eduardo Pajon, MD, and Nicholas DiBella, MD

Molecular Fingerprinting Points to Promising

Cancer Treatments
by Eduardo R. Pajon, MD, Principal Investigator, CCRP

When people ask me what is new and promising in oncology trials and drug development, the answer is as
amazing as it is exciting. A new era in cancer treatment has truly begun with the unraveling of the genetic code
in humans and the subsequent ability to start studying the genetic abnormalities found in cancers.

We now have the technology in the lab to do molecular fingerprinting of tumors. This means we can check
inside these beautiful little gene-chip arrays within the tumor for the presence or activity of any proteins or
enzymes expressed in that tissue, allowing us to essentially ‘fingerprint’ cancer patterns. As a result, we can
now see how different cancers differ molecularly, even if they look similar under a microscope.

We are also learning about the chemical pathways inside cancer cells and how the activation of various
chemical processes causes cells to grow and divide more rapidly. This has given us a much better idea
of which molecules and enzymes switch cancers on and off, so that we are better able to design specific
molecules to block some of these processes.

This greater understanding of the inner workings of cells through studying molecular structure has provided us
with better-targeted drugs to attack malignant cells. We can now go back to patients and determine that people
with one particular gene-chip array respond to a specific drug and people with a different array do not.

To that end, some drug companies and labs are now coming up with designer molecules that will inactivate
bad genes or find growth-controlling genes that cancer has ‘switched off” and switch them on again. As an
example, Avastin is a designer drug that targets a chemical interaction to prevent the formation of new blood
vessels that may feed the development of cancer cells. Other drugs — some of which are currently in the
pipeline and some of which have already been released — target other growth factors, and these drugs

will revolutionize the treatment of colorectal, breast,
leukemia and other cancers.

Because CCRP is actively involved in the clinical
testing of several of these new agents, our patients
are afforded access to state-of-the-art cancer
therapies. And the best news of all is that some

of these new drugs offer improved response rates
when combined with standard chemotherapy,
sometimes with lesser toxicity.

It is this kind of scientific progress that
makes our work at CCRP so valuable
to both our community physicians
and to the patients participating in
clinical trials within our community.
We look forward to sharing further
advances with you as they develop.
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Fund Development Key to CCRP’s Financial Future

How do you take 65% and try to make it meet 100% of
CCRP’s needs? Finding that additional (and elusive) 35% is
the ever-growing challenge that CCRP faces when seeking
funds for its research.

CCRP is about a mission delivered since 1983 — ensuring
Colorado physicians local access to large national and
international cancer clinical trials. What this means is

that for more than 20 years, Colorado cancer patients have
benefited from having medical research locally available
through their physician. Participation in this research also
means that local cancer doctors and their patients have
helped accelerate the advancement of cancer science for all
mankind.

Delivery of CCRP’s mission requires adequate income.
Our two major sources of income cannot fill CCRP’s 35%
revenue short fall. Our 12 consortium hospitals contribute
approximately 15% of CCRP’s total annual budget, and
the National Cancer Institute (NCI) contribution adds an
additional 50%. NCI'’s support provides approximately
$1,200 for each patient enrolled; CCRP’s actual cost is
about $4,200 per patient.

For the first time in this organization’s history, CCRP is
actively turning to individuals to contribute to and assist
with ensuring CCRP’s financial future. Individuals — not
corporations and community foundations — are the most
affected if we cannot ensure the delivery of life-improving,
life-saving research. At present, contributions from
individuals total less than 5% of CCRP’s annual income.
We ask for your help.

Additional funding crucial to long-term
follow-up for patients

Increased income is critical to offsetting increased
operational costs. CCRP’s cost increases include expected
costs, including salary increases for nurse and non-medical
personnel and lease increases for CCRP’s office space.

There are also increases, such as “lifetime follow-up,” that
most people do not associate with the cost of research.
NCI requires that CCRP provide long-term, lifetime follow-
up on all its patients who enter clinical trials. Long-term
follow-up is critical so that science can gather information
about the long-term effects of a study drug over time. This
requirement, however, means that CCRP adds another 100
or so patients each year to its follow-up level, creating

a progressive accumulation of patients without any
financial support to CCRP for this vital activity. To date,
approximately 900 patients require long-term follow-up.

Board focused on tapping new
funding sources for future

The bottom line for a for-profit organization is fiscal
profitability. The bottom line for CCRP, as a non-profit,

is financial assurance to continue the delivery of its
mission. Funding from individuals, both from the medical
community as well as the community at large, is necessary
to continue our responsibilities to past, current and future
patients.

In 2004, the Board of Trustees initiated actions to help
ensure the organization’s financial stability and viability.
The development of an infrastructure, including practices
and policies for receiving major gifts and the development
of an Endowment Fund, was important for setting the
foundation.

In 2005, we seek to build on this strategy of engaging the
community and asking individuals to support CCRP’s
community-benefiting endeavor through community grants
and major gifts from individuals and patients who have
benefited from our clinical trials.

Together, we can ensure CCRP’s continued ability to pursue
its mission of bringing new drugs and interventions to
better treat, control and cure cancer. Every day we are
seeing advances being made. We must not stop now.
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CCRP Board of Trustees

Eduardo R. Pajon, MD
Tomiko Takeda, M Ed
Nicholas DiBella, MD

Catherine Azar, MD
Cathy Battaglia, RN
Robert F. Berris, MD
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Robert Fischer, MD
John Fleagle, MD

Fred Grover, Jr., MD
Rebecca Herman
Roberta Herman, MBA
Karen Holtman, RN
Debra Hood, MBA
Jason Jacobs

R. Lee Jennings, MD
Robert Jotte, MD, PhD
Lillian Klancar, MD

J. Andrew Kramer

Paul Larance, MBA
Adriana Llames
Michael McLaughlin, MD
Joel Ohlsen, MD
Patrick O’Rourke
Robert Rapp

Robert Sayre, MD

Scot Sedlacek, MD
JeanAnne Talbert, RN
David Trevarthen, MD
Susan von Minden, RN
Patricia Wagner, RN, OCN
Barb Wertz, RN

Principal Investigator
Executive Director
Chairman

Exempla St. Joseph Hospital
Swedish Medical Center

CCRP Founder

Rose Medical Center

Sky Ridge Medical Center
Associate Principal Investigator
Community Member

Boulder Community Hospital
Longmont United Hospital
Boulder Community Hospital
Community Member

Longmont United Hospital
Community Member
Community Member

Penrose Cancer Center
Community Member
Community Member
Presbyterian/St. Luke’s Hospital
Swedish Medical Center
Community Member
Community Member
Community Member

Porter Adventist Hospital

St. Mary-Corwin Hospital
Community Member
Community Member
Penrose-St. Francis Health Services
Rose Medical Center

Rose Medical Center

Swedish Medical Center

Sky Ridge Medical Center
Presbyterian/St. Luke’s Medical Ctr.
Exempla St. Joseph Hospital

Denver — Central Clinical Trials Office

Eduardo R. Pajon, MD
Tomiko Takeda, M Ed
Patty Gibson, RN, BSN, CCRP

Shelly Adams

Marti Bauman, RN
Mary Bernklau
Brenda Brillhart, RN
Gail Campbell

Joyce Etherton
Sandy Paul, RN
Debbie Shay, RN
Jatonya Turner

Jan Young, RN

Principal Investigator
Executive Director
Oncology Research Manager

Long Term Follow-up/Database Specialist

Clinical Trials Coordinator
Administrative Assistant
Clinical Trails Coordinator
Data Management Coordinator
Substitute Secretary

Clinical Trials Coordinator
Clinical Trials Coordinator
Regulatory Coordinator
Clinical Trials Coordinator

Boulder — Boulder Community Hospital

Corky Otto, RN, BSN

Clinical Trials Coordinator

Colorado Springs — Penrose Cancer Center

Samantha Wiltz, RN, BSN
Liz Garcia
Jodi Harr

Clinical Trials Coordinator
Research Liaison
Certified Tumor Registrar

Pueblo — St. Mary-Corwin Medical Center

Libby Samaras, RN, MSN, NP

Clinical Trials Coordinator

Longmont — Longmont United Hospital

Molly Orlando, RN, CCRC

Clinical Trials Coordinator
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LMC Community Foundation
Carolyn Lamb

Erin Lawson

Judy Leach

David Leach

Linda Lemieux

David Link
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Marcelle Louvigny

Geoff and Kim Luchetta
Derrick Macon
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Joan Marx

Albert Mastrangelo

Wade Matson

Brett Matthews

Daniel McConnell

Laura McCoy

Patricia McIntyre

Michael McLaughlin, MD
Lee Miles

Margaret and Bruce Miller
John and Virginia Mitchell
Danna Mondragon

Shirley Morein

Irma Mountain

Michael and Rosemary Mueller
Cevdet Mutlu

Gertrude Naster

Mary Needham

Katherine Noble

Marianne and Sherwood Owens
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Pam Plum

Pro Graphics & Exhibits, Inc.
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Robert Rapp
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Sharon Richardson
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Rocky Mountain Cancer Center Partnerships
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Swedish Medical Center, Radiation Oncology
Robert and Tomiko Takeda
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David Trevarthen, MD
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William and Virginia Welsby
Ramsey Wilcox



Quality Assurance Aims for Correct Data and Credible Research
by Sandy Paul, RN and Tomiko Takeda, M.Ed.

When an individual participates in a clinical trial at CCRP, our
first priority is patient safety. Several protective mechanisms

are put into place to monitor this, including the use of data.
Though not commonly thought of as a safety measure, the proper
processing of data is indeed in the best interest of the patient.

Results of laboratory and other diagnostic tests completed as part
of a clinical trial become data. In the physician’s office, this data
is reviewed to determine how an individual responds medically
to treatment. At the research level, this data is analyzed to
determine how a large population responds to a particular drug
or intervention being tested.

CCRP’s patient data is reported to the national research group
responsible for the design and development of that
specific protocol. (A protocol is the ‘recipe’ of how to
conduct a specific clinical trial.) It is critical that this
data is accurate, backed by quality source documents
(lab and/or test results), and timely. The composite
results of research data enable scientists to determine
the outcome of a clinical trial.

With high-quality and timely data, scientists can more
accurately provide large-population feedback of the
drug or intervention being tested. Without it, we are in
danger of losing statistical accuracy and possibly losing
the research altogether.

As a measure to ensure the accuracy of the data and overall
integrity of the research, CCRP institutes quality assurance
practices and procedures that meet Good Clinical Practice
Guidelines and that adhere to regulatory standards and
requirements.

Another essential element of our quality assurance program is
QA auditing. CCRP undergoes formal external audits conducted
by the national research groups. These audits help determine

whether we have enrolled the appropriate patients, collected
and reported accurate data and followed protocol in a trial.
We also perform internal ‘house’ audits on an ongoing basis.
These involve visits to our research offices to identify areas

of strengths and weaknesses. We can then take corrective
measures and implement new actions or standards to improve
our studies when warranted.

Beyond contributing to the accuracy of research that may
(or may not) lead to new cancer treatments, CCRP’s quality
assurance program has another important goal: to provide
reassurance to our patients that they are receiving the best
possible care under the safest possible conditions.
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