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Purpose 

To identify existing “best practices” in clinical trials and develop collaborative models to 
optimize accrual. 
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Introduction

he National Dialogue on Cancer 
(NDC) has developed in the context 
of a growing national cancer burden. 

The disease, in its various manifestations 
and clinical expressions, is currently 
outdistancing the pace of research and the 
ability of American health care 
organizations to reach all patients in need. 
Although the National Cancer Act directs 
over $4 billion annually toward cancer 
research, this level of funding is far below 
the actual fiscal burden imposed by cancer’s 
direct and indirect costs. According to The 
Washington Post (May 15, 2002), “The 
number of Americans diagnosed annually 
with cancer will double over the next 
50 years, from 1.3 million to 2.6 million,” 
and while these figures reflect a population 
living longer as opposed to cancers 
becoming more menacing, the implications 
for cancer research and therapy are clear. 

Information and recommendations that will 
both motivate and facilitate new national 
priorities in cancer research have become a 
national imperative. The concerns of 
research embrace an array of touchstones, 
including availability of new therapies to a 
wide population base, barriers to effective 
research, techniques for public outreach and 
messaging, research training for 
oncologists, and engagement of young and 
emerging health care professionals. 

Clinical trials represent a common ground 
where new ideas, drugs, treatment 
modalities, and hopes for cancer patients are 
generated. It is through clinical trials that 
lifesaving possibilities for patients can be 
nurtured. Medical students and young 
physicians participating as coinvestigators 
find training opportunities and 
enhancements to the clinical 
armamentarium. In this context, the accrual 
of patients to trials has become one of the 

most important concerns in cancer research. 
Each year, critical studies are threatened, 
researchers are forced to limit or abandon 
productive avenues of investigation, 
practicing physicians are frustrated, and 
promising therapies do not reach patients 
because of either poor (or absent) strategies 
to ensure adequate study accrual. 

The oversight system implemented to 
ensure the quality and monitor the 
effectiveness of clinical trials has tended to 
increase the burden. Policies and processes 
of institutional review boards (IRBs) have 
become, in many instances, arbitrary, 
disorganized, and exceedingly slow. Many 
protocols face multiple review, and 
investigators and their site coordinators 
must repeatedly seek IRB approvals for 
virtually any change in protocol or research 
design, to institute communication and 
outreach strategies, for endorsement of 
advertising copy, or to make any changes in 
study administration. What was intended to 
benefit and facilitate the clinical trials 
process has become, in many cases, a 
significant hindrance. 

On any given day, more than 1,000 cancer 
clinical trials are operating—but many face 
imminent threats of discontinuation, largely 
due to low enrollments. (A 2000 study of 
463 industry-sponsored clinical trials found 
that 82 percent of trials are behind schedule 
as a result of enrollment delays.) In the 
meantime, cancer patients—those in 
pressing need of research outcomes and 
benefits—go wanting, with only 
approximately 3 to 5 percent of adult cancer 
patients enrolled in clinical trials each year. 

We now have the potential to save hundreds 
of thousands of lives each year. But those 
figures become realities only if patients are 
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able to connect with the clinical trials that 
will make a difference—a reflection of the 
fact that cancer patients (and the public at 
large) remain generally unaware of clinical 
trials. Those aware of trials tend to have 
little idea how they operate and, in some 
cases, are wary based on press coverage of 
patient deaths on clinical studies. And the 
stunning wealth of information now 
available on cancer treatments—especially 
with the Internet a resident feature of so 
many businesses and households—is so 
overwhelming that many individuals are 
intimidated and confused rather than 
enlightened and empowered. 

The NDC stands in a unique position to 
create pivotal change in the clinical trials 
system on both a national and statewide 
level. As the NDC encourages and supports 
change on the national front (thereby 
enhancing the entire system), state programs 
can be developed that will link critical 
forces, including researchers, patients and 
advocates, and payers—all aimed at 
adequate resourcing of the system and the 
reduction or elimination of barriers to 
participation in clinical trials.
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Executive Summary

Overview 

NDC’s Clinical Trials Models 
Conference convened on April 2, 
2002, for a 2-day colloquy aimed at 

identifying best practices in clinical trials 
and to develop collaborative models to 
optimize patient accrual. Chaired by Robert 
Comis, MD, president and chairman, 
Coalition of National Cancer Cooperative 
Groups, and chair of the Eastern 
Cooperative Oncology Group and the 
NDC’s Clinical Trials Team, conference 
participants included key clinical trials 
opinion leaders from industry, community-
based networks, academic centers, 
cooperative groups, the National Cancer 
Institute (NCI), and the patient advocacy 
community. 

The group’s work was informed by efforts 
already made in identifying obstacles to 
patient accrual, including a white paper 
prepared in 2001, Barriers to Patient 
Accrual in Oncology Clinical Trials. With 
that document’s statements of obstacles and 
root causes of low accrual rates, the group 
had a blueprint for progress in the 
identification of solutions and, most 
importantly, in the formulation of new 
models for clinical trials. 

Any new clinical trials model will 
incorporate proven tactics that have been, in 
effect, pretested in various programs and 
will also address critical impediments to 
improved patient accrual. Following that 
understanding, the meeting’s first day was 
designated for presentations from opinion 
leaders and active researchers who have 
achieved successes in study management 
and accrual rates. 

Presentations and 
Perspectives 

On the meeting’s first day, 19 opinion 
leaders/presenters described a range of 
strengths and strategies that have and 
continue to carry demonstrable success 
within their various settings and locations. 
The presentation included investigators who 
function in the private and public sectors or 
both. The common themes from both 
sectors were: 

■ Industry controls the pipeline. 

■ Effective participation requires both 
individual and institutional 
commitment. 

■ Adequate reimbursement of research 
costs is a necessity. 

The major differences between the private 
and public sectors are:  

■ The regulatory and scientific review 
burden of the public system slows the 
process unacceptably. 

■ Participation in federally funded 
research is becoming more onerous. 

■ Inadequate reimbursement for research 
costs in the public system diminishes 
participation. 

The group then engaged in roundtable 
discussion on Day 2, working toward 
functional remedies to existing problems as 
well as “best practices” for new clinical 
trials models moving forward. 

Proposed action items and suggestions 
settled into several broad areas of concern, 
including funding, administrative and 

T 



 
 

 
NDC Clinical Trials Models Conference 4 

bureaucratic issues, communication 
initiatives targeting both physicians and 
patients, and patient advocacy issues. The 
conference participants then crafted 
recommendations organized around 
actionable tools, resources, and initiatives in 
optimizing the clinical trials process. 

Action Areas 

Extensive roundtable discussion revealed 
topical “silos” or action areas the group 
identified as fundamental points of 
departure in any effort to establish effective 
new clinical trials models. The following 
7 points represent action areas in which the 
NDC, serving as advisor and catalyst, can 
stimulate change throughout the clinical 
trials systems. 

■ Financial support: Sites must be 
adequately funded/reimbursed. 

■ Control: The clinical research 
community must exert greater control 
over research agendas and process, 
along with less control exerted by NCI. 

■ Process streamlining: Move toward a 
centralized institutional review board 
(CIRB) review process, which reduces 
bureaucratic layers and reduces the need 
for local IRB re-review.  

■ Enhance clinical researchers’ 
commitment: Increase the support 
infrastructure and incentivization. 

■ Improve clinical trials 
communications. 

■ Improve training and education for 
both professionals (residency, 
fellowship, and CME) and 
patient/consumer. 

■ Informatics: Information technology 
(IT) solutions must be utilized—

integrated, collaboration-based, and 
enhanced. 

Summary of Core 
Recommendations 

Guided and fueled by the specific action 
areas, the conference participants outlined 
3 specific recommendations to enhance the 
public system and 4 recommendations for 
the entire clinical research system, all 
designed to energize change and optimize 
outcomes in each action area. 

Recommendations to 
Enhance the Public 
System 

1. Financial support for clinical trials in 
the public sector can be enhanced by: 

■ Reevaluating the per case/patient 
reimbursement threshold, with a 
recommended minimum guideline 
of $3,500 for publicly funded 
clinical trials. 

■ Mobilizing public monies that are 
currently tied to cumbersome 
protocol review processes, thereby 
offering improved funding for 
clinical trials themselves. 

■ Exploring increased public and 
private funding sources and options 
for research sites: increasing range 
and opportunity will enhance 
research output. 

■ Concentrating resources on 
sites/investigators who have a 
demonstrated commitment. 
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2. The current bureaucratic processes 
on the public side that slow the trials 
process can be reduced by: 

■ Reexamining and revamping the 
current protocol development and 
review process (for NCI- 
sponsored, investigator-initiated 
trials, particularly the multicenter 
cooperative group trials), which 
inhibits the interactions among the 
investigators, industry, and 
government. In particular, it is 
recommended that the necessity for 
NCI Clinical Trials Evaluation 
Program (CTEP) review of all 
protocols be eliminated, with a shift 
to reliance on peer review of new 
and competing applications to 
assure the high quality of the 
proposed investigations.  

■ Moving toward an investigator-
initiated trials system with less 
government control of the research 
agenda. Fund cooperative groups 
with grants rather than cooperative 
agreements. 

■ Fostering simplification and 
streamlining in regulatory 
procedures for clinical trials, in 
collaboration with patient, 
governmental, and investigator 
needs.  

■ Establishing a single federal review 
process for cancer drug regulatory 
approval. 

3. Develop a new paradigm for publicly 
funded national studies involving 
both a CIRB review and local 
oversight of all research components 
as follows: 

■ Establish a central IRB for 
nationwide studies to review the 

scientific nature of the study and to 
conduct oversight of patient 
risk/benefit. The composition and 
charge of the CIRB are pivotal to 
success. 

■ Local IRBs should annually certify 
and credential involved 
investigators considering “local 
context” on studies approved by the 
CIRB. 

■ Local IRB certified/credentialed 
investigators participate in CIRB-
approved national studies after 
notifying the local IRB of intent to 
enroll patients. 

■ All approved CIRB protocols are 
entered into a national database. 

■ Office of Human Research 
Protections (OHRP) endorsement 
for all components is absolutely 
critical. Without an explicit 
endorsement, all a central IRB 
would provide is another layer of 
bureaucracy. 

Recommendations for 
the Entire Clinical 
Research System 

1. Enhance clinical trials researchers’ 
commitment through: 

■ Exploring techniques, programs, 
and recognition strategies to 
incentivize and motivate clinical 
researchers. 

2. Improve clinical trials 
communication by: 

■ Targeting all relevant audiences: 
physician, patient, public, and 
payers. 
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■ Utilizing communication/media-
based campaigns, print materials, 
CME events, and advocacy group 
liaisons. 

3. Improve training and education by: 

■ Exploring existing mechanisms and 
tools to include more physicians in 
clinical trials research. 

■ Exploring methods to include 
clinical trials in basic curricula 
(residency and fellowship). 

■ Collaborating with patient advocacy 
groups to educate patients of the 
value of clinical trials. 

4. Increase the effective use of 
informatics by: 

■ Integration of resources and 
modalities (Web-based tools, shared 
resources, and networks). 

■ Collaboration with/among IT 
solutions (computational-database, 
information monitoring and 
tracking, data collection/sorting, 
and adverse event information 
collection). 

■ Enhancing overall IT utilization in 
clinical trials. 

Advocacy Community 
Collaboration: A Model 
for Patient Support 

Paula Kim, Founding chief executive officer 
of the Pancreatic Cancer Action Network 
(PANCAN), a national nonprofit, patient-
based advocacy organization, brought her 
recommendations for a revitalized model of 
patient support that addresses deficits in 
current clinical trials recruitment and 
retention processes. Calling for a vigorous 

revision of the trials/accrual system 
currently in place, Ms. Kim outlined a 
process-driven flow that will facilitate 
system improvements, increased patient 
understanding and satisfaction, and, 
ultimately, a more functional and productive 
clinical trials system. 

Ms. Kim called on the NDC Clinical Trials 
Team to incorporate improvements in trials 
databases, to enhance education for and 
information flow to both professionals and 
patients, and to take immediate steps to 
make trials more comprehensible and 
accessible to potential participants. These 
recommendations both echo and underscore 
the larger directions embraced and endorsed 
by the conference participants. 

At the close of Ms. Kim’s presentation, 
Dr. Comis noted that any innovative model 
must include patient perspectives, needs, 
and advocacy. 

Summary 

The NDC is in a unique position to affect 
change in the clinical trials system on both a 
national and statewide level. In the former 
instance, the NDC can proffer and 
encourage change, which will enhance the 
entire system; in the latter instance, state 
programs can be developed that could bring 
together all the critical forces, including 
investigators, patients/advocates, payers, 
and state and federal government, to 
adequately resource the system and 
breakdown key barriers to participation. 

The 2-day conference detailed specific 
components of model clinical trials 
efforts and made specific 
recommendations that are designed to be 
a platform for action in order for the 
cancer patients in the nation to be better 
served by the clinical trials process. 
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Day 1: Review of Models—What Drives Patient 
Accrual?

Opening Comments:  
Drs. Clifford Goodman 
and A. Collier Smyth 

rior to the presentation sessions, 
Clifford Goodman, PhD, discussed 
his role as facilitator for the overall 

meeting. Dr. Goodman clarified his charge 
to orient and organize commentary toward a 
cogent and workable set of 
recommendations at the close of Day 2. 

A. Collier Smyth, MD, of Bristol-Myers 
Squibb (BMS) offered a brief overview of 
current clinical trials models. Dr. Smyth 
noted that most of the studies done at BMS 
are Phase II and III collaborations with 
academic centers, for which a single 
principal investigator (PI) has approached 
BMS for support. These BMS-sponsored 
studies usually involve a new drug or an 
original application of a currently marketed 
drug. The system works well at this level in 
meeting needs for both the sponsor and a 
single/primary PI. 

If preliminary research is promising, BMS 
takes the effort on to one of the cooperative 
groups. At this point, the process often 
becomes problematic as reliance on 
cooperative groups in drug development has 
proven risky from the BMS perspective, due 
to the multiple barriers to efficiency and 
accrual that are core issues for this 
meeting’s consideration. 

Dr. Smyth nominated pertinent questions 
for consideration: Are the quality and 
timeliness of data forthcoming from any 
given trial reliable? Can a physician/PI get 
his or her work published in widely read 
journals or presented at conferences? 
Should investigators be selected based on 

their abilities or potential as “emissaries” of 
a trial? Can they take the results of a trial 
and move on to the cooperative groups for 
further study? 

Presentations 

Community-Based Networks 

Business Models 

John Hainsworth, MD 
Sarah Cannon Cancer Center 
Minnie Pearl Cancer Research Network 

The Minnie Pearl Cancer Research 
Network, founded in 1995, is a loosely 
structured, collaborative, community-based 
program. Since its inception, the number of 
patients included in clinical trials annually 
increased from 189 to 707 in 2001. Initially, 
the network focused on Phase II clinical 
trials of recently marketed drugs, most 
notably paclitaxel, docetaxel, gemcitabine, 
trastuzumab, and rituximab; however, as the 
number of patients has increased, 
randomized Phase II and Phase III trials 
have been initiated.  

Trials are designed to be applicable to 
oncologists in community practice by 
establishing straightforward objectives. 
Single trials with more questions than can 
be answered are avoided. Ancillary 
laboratory and radiological studies are 
limited. Case report forms are as simple as 
possible.  

The Sarah Cannon Cancer Center serves as 
the hub of data collection and data 
management. Use of the “dictatorship 
model” (ie, confining decision-making at 
early stages of protocol approval) enables 
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approval and initiation of trials quickly. 
Maintaining frequent personal contact 
with investigators has also served as an 
essential success factor.  

Practices with clinical research experience 
and data management capability are eligible 
to join the network, with no formal 
guidelines or minimum patient enrollment 
required. In addition, inclusivity is 
encouraged, and patients become 
participants in NCI or pharmaceutical 
studies. Participating investigators are paid 
$1,500 per evaluable patient, and last year, 
additional funding was made available to 
high-enrolling groups. 

The project has been successful as a result 
of its orientation to the daily work of 
practicing oncologists. Newer drugs are 
emphasized, and paperwork and reporting 
are kept to an acceptable minimum. 
Network characteristics include the 
following: 

■ Participants have data management 
experience and capabilities. 

■ No formal contracts with investigators. 

■ No minimum number of patients is 
required to be enrolled. 

■ PIs are reimburse $1,500 for each 
evaluable patient. 

Sarah Cannon PIs write the protocols they 
use and adhere to, and participating sites 
select their areas of research interest. 
Because local PIs are engaged in the actual 
creation of research design, their interest in 
outcomes is more likely to be sustained. The 
project is characterized by rapid trial 
activation, limited bureaucratic overlay 
(no committees, etc.), efficient movement 
through IRB review, increasing appeal to 
pharmacological company sponsorship 
(due to the project’s ability to deliver rapid 

activation), lower overhead (notably less 
than academia), and a user-friendly 
communications system (immediate real-
person response via phone, with no 
recorded message or auto-menu) that 
maintains relationships with research 
coordinators and PIs. 

Alan M. Keller, MD 
US Oncology Research 

US Oncology (USON) Research was the 
result of a merger between American 
Oncology Resources, Inc., and the 
Physician’s Reliance Network, Inc. USON, 
whose mission is to facilitate the 
introduction of the most effective new 
therapies and prevention agents, has 
850 physicians working within 60 practices 
in 27 states, with a total of 200 research 
sites. The USON network accounts for 
about 15% of all newly diagnosed cancer 
patients nationwide, and accrual in clinical 
trials is near 4,000 annually. 

Among USON’s principal objectives is to 
remove barriers to patient accrual in clinical 
trials. (Many who participated in the 
American Oncology-Physician’s Reliance 
merger thought the current cancer accrual 
model actually inhibited participation in 
clinical trials.) In addition, drug 
development is constrained by accrual 
difficulties. The administrative and review 
system that forces researchers to go through 
multiple IRB evaluations slows the process 
even further. 

Streamlining the IRB process has been a 
central focus of USON’s efforts. The 
program’s IRB is professional, centralized, 
and independent, which reduces 
redundancy, cost, and variability and 
enhances quality assurance.  

USON’s strategy is to design and foster a 
research culture driven by full-time 
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professionals oriented around teamwork 
and well-defined roles. USON’s 
infrastructure utilizes a committee 
structure for program administration. 
The program also maintains a centralized 
budget system and depends on Web-based 
IT. Chairs and other senior leaders are 
salaried, and remuneration is provided to 
members of the scientific review committee 
and to those serving as PIs. A critical 
concept that has governed USON’s 
activities is that effective communication, 
both lateral and vertical, is the most 
significant element in a research culture. 
Overall, USON attributes its success to the 
dedicated physicians that it employs and is 
structured to make research participation 
as direct and as simple as possible for 
involved physicians.  

Private Practice Models 

Shaker R. Dakhil, MD 
Wichita Community Clinical Oncology 
  Program 
Wichita, KS 

The Wichita Community Clinical Oncology 
Program (CCOP), established in 1983, is a 
citywide program including approximately 
130 participating physicians sponsored by 
NCI. Between June 1999 and May 2000, 
284 patients were placed in treatment 
protocols, with another 486 patients 
enrolled in cancer control protocols, 
focusing on increasingly important research 
emphases in prevention, early detection, and 
quality of life. This CCOP focuses 
resources and invests time in 
investigators that put patients on trial. 

The program, which has nearly 20 affiliates, 
employs nurse research coordinators to 
perform medical care functions and to help 
maintain communication between the 
program and the physicians. Patients and 
staff also depend on the Web to locate and 
organize information. 

The three principal goals of the project are 
to make the clinical trial “sellable” to the 
patient, to make the clinical trial 
practical for the physicians, and to offer 
ease of information regarding protocol 
change. Each physician in the network 
carries a “cheat card” that includes 
information about open protocols and their 
eligibility requirements. 

Ferdinand Addo, MD 
Quain and Ramstad Clinic 
Bismarck, ND 

This collaboration of the Quain and 
Ramstad Clinic of the MedCenter One 
Health Care System and the Mid-Dakota 
Clinic (affiliated with St. Alexius Medical 
Center) offers services through these two 
central clinics and numerous satellite clinics 
to the central and western parts of North 
Dakota, eastern Montana, and some areas in 
South Dakota. The project has established a 
relationship with the Mayo Clinic and 
features a strong telemedicine consultation 
component aimed at bringing rural patients 
into the program. The clinical research 
program is unique in that it relies heavily 
upon a marketing and community 
relations department that works with 
local media outlets to highlight research 
and other health-related activities. The 
project also sponsors strong cancer support 
groups and parish nurse programs. IRB 
review has been simplified by the 
establishment of a separate IRB for the 
review of oncology research. 

In an effort to streamline the process of 
recruitment of trial subjects, the program 
has taken the following steps: 

■ All new protocols are reviewed by the 
consortium for appropriateness, 
feasibility, and accrual potential. 
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■ Affiliated oncologists are provided with 
a list of available clinical trials on a 
quarterly basis. 

■ Pathology reports of all newly 
diagnosed cancer cases are sent to the 
Oncology Research Office for review 
by the project’s research associate or by 
one of its two research nurses to 
determine if an appropriate clinical trial 
is available. 

■ The medical charts of potential clinical 
trial subjects are flagged prior to the 
patient’s initial oncology consultation. 

■ A synopsis of the protocol is made 
available to the treating physician. 

■ Protocol-specific toxicity recording 
forms have been developed.  

Academic Networks 

Ronald Herberman, MD 
Association of American Cancer Institutes 

The Association of American Cancer 
Institutes (AACI) is an organization of 
leading academic and freestanding cancer 
centers. Established in 1959, AACI was 
among the first organizations in the United 
States to acknowledge that conquering 
cancer demanded a network of cancer 
institutes, physicians, and scientists in 
integrating diverse research and clinical 
approaches. 

Early in 2001, a consortium of investigators, 
clinicians, administrators, systems analysts, 
and biostatisticians from 20 AACI centers 
began addressing the problem of low 
accrual in clinical trials. The ultimate goals 
were to develop a plan for use by AACI 
members to increase efficiency of clinical 
trials and to help centers obtain increased 
funding for clinical trials. 

AACI has proposed a pilot effort that will 
support clinical trials infrastructure at 
centers that have demonstrated capacity to 
conduct clinical trials at community-based 
sites. As a result, a number of the centers 
are expected to be able to accrue 
substantially more patients to Phase I and II 
clinical trials. The AACI, in partnership 
with the Friends of Cancer Research, 
convinced the NCI, in partnership with 
several pharmaceutical companies, to 
develop a Request for Proposals from NCI-
designated cancer centers, with equal 
funding from NCI and the pharmaceutical 
companies, for innovative, peer-reviewed 
projects at up to 6 cancer centers, to 
overcome the barriers to performance of 
early phase clinical trials by community 
oncologists linked to the cancer centers. The 
program has been announced, and grant 
applications are due in September. 

Samuel Jacobs, MD 
The University of Pittsburgh Cancer 
  Institute 

The University of Pittsburgh Cancer 
Institute (UPCI), established in 1985, serves 
more than 6 million cancer patients and 
includes 19 hospitals as well as other 
affiliates in western Pennsylvania. UPCI 
initiated and then expanded its network of 
community-based oncologists/hematologists 
and radiation oncologists, which increased 
the patient base to more than 25,000 new 
patients each year with 234 patients accrued 
on clinical trials in 2001. 

The Pittsburgh Clinical Research Network 
(PCRN) is a for-profit clinical research site 
management organization founded by the 
University of Pittsburgh Medical Center 
(UPMC) Health System in 1997. One of its 
principal objectives has been to attract 
industry-sponsored research to the system. 
In 2001, because the usual approach of 
contracting with companies for individual 
trials was not improving accruals, the 
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network developed a new approach that 
involved focusing on therapeutic cancer 
trials and using the marketing and single 
point-of-contact resources of the PCRN 
to negotiate preferred partnership 
agreements with UPCI and several major 
pharmaceutical companies.  

From the outset, it was clear that network 
physicians would not be able to enroll 
patients, follow protocol treatment, and 
collect data without the assistance of 
capable coordinators. Thus, all offices and 
freestanding UPMC cancer centers exist 
under the umbrella of the UPCI Office of 
Clinical Research Services, which trains, 
places, and monitors protocol 
coordinators for the academic center and 
network. These coordinators are expected 
to enroll and monitor at least 30 patients 
each year. At present, 8 coordinators are 
working in the network, and 23 are located 
at the academic center. 

One of the biggest challenges faced by 
UPCI has been moving trial protocols 
through the regulatory system. To ease this 
process, identify specific bottlenecks, and 
address them, UPCI uses a business model 
to monitor each step in the protocol 
approval and implementation process—the 
“preferred partnership” clinical trials. A 
plan for increasing accruals has been strictly 
observed and involves the following 
components: 

■ All physicians, including community 
oncologists, are expected to inform 
patients about the possibility of 
participating in clinical trials and to 
encourage them to do so. Every 
physician on clinical faculty and within 
the network is expected to enroll a 
minimum of 12 patients each year. 

■ A number of incentives are offered to 
physicians for their participation in 
clinical trials. These incentives include 

being listed as PI or co-PI on specific 
studies. 

■ Each year, achievement awards are 
made. 

■ A monthly update and newsletter 
provides ongoing information about the 
center and its active clinical trials. A 
Web site is also available to provide 
more detailed information, including a 
summary and eligibility criteria for all 
clinical trials. 

■ Each physician receives a quarterly 
update of his/her accrual activities, in 
comparison with all the other UPCI 
medical oncology faculty and clinical 
faculty. 

■ A marketing strategy is being 
developed. 

James A. Stewart, MD 
University of Wisconsin Comprehensive 
  Cancer Center 

The University of Wisconsin 
Comprehensive Cancer Center (UWCCC) is 
an NCI-funded cancer center that functions 
as a “matrix” center in the University of 
Wisconsin Medical School. The majority of 
cancer patients are seen at the University of 
Wisconsin Hospital and Clinics (UWHC), a 
private institution, and are then referred to 
the UWCCC. In 2000, nearly 3,000 newly 
diagnosed cancer cases were seen at 
UWHC. Accrual at the UWCCC/VA on 
therapeutic studies in 2001 was 205 phase I, 
156 phase II, and 227 phase III. Patients 
also enter the system through Cancer 
Connect, a referral program that provides 
counseling to individuals who call or e-mail 
for advice. 
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The system boasts 5 core components: 

■ A disease-based trial structure that is 
supported with a clinical trials database, 
oversight mechanisms, and a 
management strategy that encourages 
communication among research groups. 

■ A fully developed data management 
system. 

■ NCI-funded contracts for programs in 
Phase I and Phase II trials. 

■ Membership in a core of national 
cooperative groups with regional 
affiliates.  

■ A center-based regional network, the 
Wisconsin Oncology Network. 

The Clinical Trials Research Office, 
which mirrors the organization of a 
typical cooperative group, is the 
coordinating center for the clinical 
research office. The Protocol Review and 
Monitoring System provides a mechanism 
for scientific review and research oversight 
of Center trials, and the Clinical Affairs 
Committee, which has multidepartmental 
representation, assesses proposed trials prior 
to IRB review. 

Creating a culture in which clinical trials are 
an essential and expected element of cancer 
care is a central purpose of the project. 
Among other outreach activities, the center 
has worked with health maintenance 
organizations, other insurance programs, 
and other hospitals to develop a policy 
for addressing cancer clinical trials. 
UWCCC has also developed, in conjunction 
with regional oncologists, a network 
devoted to the conduct of Phase II trials that 
stems from investigator-generated work. A 
safety/regulatory coordinator provides 
central administration and coordination for 
affiliate members. 

Roy Weiner, MD 
Tulane Cancer Center 

The Tulane Cancer Center is a pilot network 
of community oncology practices founded 
in 1998. The goal of the network was to 
expand access to clinical cancer trials for 
those who live in rural areas. In order to 
participate, as no two sites have the same 
features or requirements, local practices 
must apply to serve as a clinical trial site; 
each is then analyzed separately for its 
specific needs. A nurse, a data manager, a 
clerk, and a network coordinator who 
travels from site to site staff the project. 
One of the network coordinator’s primary 
roles is to maintain lines of communication 
with sites that do not yet have access to 
electronic communication. Within this 
systematic context, accrual has increased 
threefold from 20 patients in 1999 to 61 in 
2000 and 2001. 

Cooperative Groups/NCI Systems 

Richard L. Schilsky, MD 
Cancer and Leukemia Group B 

Composed of approximately 250 institutions 
and 3,000 physicians, the Cancer and 
Leukemia Group B (CALGB), founded in 
1955, is structured based on three levels of 
membership. Main members are usually 
academic medical or cancer centers and 
provide most of the organization’s 
leadership by serving as committee and 
study chairs. Main members are also 
required to provide 50 CALGB registrations 
each year. At-large members are usually 
community hospitals capable of offering 
30 registrations per year to CALGB studies. 
Affiliate members are expected to provide 
6 CALGB registrations per year and are 
associated with main or at-large members 
that oversee and support their performance 
in the cooperative. 
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The project sponsors Phase I, II, and III 
clinical trials for lymphoma, leukemia, 
breast cancer, gastrointestinal cancer, lung 
cancer, mesothelioma, and melanoma. 
Approximately 6,000 patients are registered 
in the program each year. Disease- and 
modality-based committees are responsible 
for the design and implementation of 
relevant studies. 

Eighty-five percent of CALGB recruitment 
flows from 28% of the member sites, which 
are generally main or at-large members. In 
considering how accrual rates can be 
improved, Dr. Schilsky noted CALGB 
experience with a number of reasons for 
low accrual, notably underfunding, 
inadequate physician time, infrastructure 
limitations, and “regulatory risk,” which 
includes IRB barriers and delays, data 
and chart audits, drug accountability, 
and adverse event reporting. In the area of 
regulatory risk, Dr. Schilsky also noted that 
a significant disincentive to physicians, 
particularly in the litigious atmosphere of 
clinical medicine, is the increased exposure 
to punitive administrative or legal action 
associated with clinical trials. 

Michael J. O’Connell, MD 
Mayo Clinic Cancer Center 

The North Central Cancer Treatment Group 
(NCCTG), based at the Mayo Clinic, 
conducts not only clinical trials, but also 
correlative laboratory studies in 
gastrointestinal, lung, and breast cancers, 
neuro-oncology, and cancer control. 
Founded in 1977, the program was at first 
designed to be a national outreach initiative 
of the Mayo Clinic Cancer Center but now 
includes 20 community institutions and 949 
physicians. Twelve of the institutions are 
NCI CCOPs, and the rest are oncology 
community practices. The program is spread 
out over 20 states. Approximately 
2,000 patients were enrolled into cancer 
treatment protocols in 2001. 

The program is unique in a number of ways, 
including the following: 

■ It is the only NCI cooperative clinical 
trials group with a single academic 
research base. 

■ Community physicians are full 
partners in the cooperative group’s 
management. 

■ Community physicians play an active 
role in protocol development. 

A sense of community ownership, 
clinically relevant protocols, user-friendly 
forms and procedures, and adequate 
funding all encourage patient accrual. 

Larry Wickerham, MD 
National Surgical and Adjuvant Breast 
  and Bowel Project 

Since it was founded in 1958, the National 
Surgical and Adjuvant Breast and Bowel 
Project (NSABBP) has focused on 
conducting large Phase III randomized trials 
to evaluate new treatments for primary 
breast and colorectal cancers. In 1992, its 
mission expanded to include cancer 
prevention clinical trials. In the past decade, 
more than 25,000 women at risk for breast 
cancer have entered one of the two 
NSABBP prevention trials. At present, the 
network includes more than 250 
institutionsincluding large medical and 
cancer centers, as well as small community 
hospitalsand 500 satellite centers. This 
broad base allows patients to be included 
who otherwise might not have had access 
to such a program, and patient advocates 
play an important role in outreach and 
increasing accrual.  
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H. Kim Lyerly, MD 
American College of Surgeons Oncology 
  Group 

Founded in 1999, this group consists of 
2,199 members at 600 institutions. To date, 
272 PIs have enrolled patients at 159 
institutions. Accrual in 2001 has been 222 
patients per month. Committees organized 
around sites and modalities manage the 
project. Dr. Lyerly noted that surgeons 
are very interested in clinical research 
and recommended embracing surgeons 
as partners in oncology trials by way of 
improving clinical trials models as well as 
enhancing accrual potentials.  

Michaele Christian, MD 
NCI 

The goals of NCI’s Expanded Participation 
Project (EPP), which is a pilot initiative, is 
to provide access to NCI-sponsored 
Phase III trials to nongroup participants and 
to provide a single interface—the Clinical 
Trials Management Unit (CTMU)—
between an investigator and multiple 
cooperative groups. At present, 21 protocols 
are open, and 5 are in development, 
encompassing the areas of breast, colon, 
lung, and prostate cancers. EPP includes a 
total of 27 active partners at 49 sites located 
in 19 states. 

In supporting a successful research model, 
EPP has responded directly to partner 
needs—including physician materials, 
patient materials, IRB support, a study 
calendar, and upfront funding—by 
providing the following supports: 

■ Patient brochures developed and made 
available for all active trials. 

■ Physician materials distributed for all 
open trials. 

■ Upfront funding for 2 partners 
(Bronx/Lebanon and Space Coast). 

■ IRB packages made available for 
12 trials. 

■ Informed consents in Spanish 
developed for 13 trials. 

The project began in January 1999. As of 
February of this year, 526 patients had been 
enrolled in 21 different protocols, and 61 
percent had been accrued from non-CCOP 
partners. Attempts to enhance accrual 
include a Web-based patient enrollment 
system, communication via Web-enabled 
mechanisms, simplified registration 
materials, a single point of contact for all 
inquiries, and optional participation in 
substudies that have complicated 
research at small sites in the past. 
Electronic data capture is considered critical 
by EPP; however, the reliability of Web 
access and expertise varied from site to site, 
and PIs often were left to manage the overly 
complicated IRB approval process without 
support. Decreasing the amount of 
paperwork and simplifying what is left for 
investigators would encourage more 
physicians to become PIs. 

Other Models 

Paula Kim 
PANCAN and Patient and Liaison Services 

A nearly 99 percent fatality rate makes 
pancreatic cancer the fourth leading cause 
of cancer-related death in the United States. 
PANCAN and Patient and Liaison Services 
(PALS) are committed to serving as a 
liaison between patients and caregivers; 
physicians and other health care 
professionals; the clinical trial community, 
NCI, the Food and Drug Administration 
(FDA), and industry; and third-party payers 
and other insurance entities. 
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Public funding has increased dramatically in 
certain disease areas (most notably breast 
cancer) as a direct result of aggressive 
patient advocacy. Now it is standard 
operating procedure to consider advocacy in 
any clinical trial design. A number of 
components make PANCAN/PALS an 
innovative advocacy model, including: 

■ A team of PALS associates that assists 
patients, caregivers, and health care 
professionals through the process from 
diagnosis through the entire spectrum, 
including death. 

■ A comprehensive and up-to-date 
database of IRB-approved pancreatic 
cancer clinical trials, including 
proprietary ones for industry, single 
institutional and all cooperative group 
trials. 

■ A powerful partnership of IT and 
personal interaction. 

■ Comprehensive education and decision-
making tools. 

■ A patient-based focus. 

■ The ability to prescreen patients and 
expedite their entry into appropriate 
clinical trials. 

■ A survivor network/database. 

■ Extensive interaction and follow-up 
between PALS associates, patients, trial 
sites, and health professionals. 

■ The Coalition of National Cancer 
Cooperative Groups “TrialCheck” 
software. 

Mary B. Todd, DO 
Cancer Institute of New Jersey 

Seven research programs currently comprise 
the Cancer Institute of New Jersey (CINJ), 
which is the only NCI-supported cancer 
center in the state. CINJ has established a 
statewide network of health care and 
partnered or affiliated research institutions 
and physicians, which ensures the 
availability of clinical trials and new 
investigations throughout the state, expands 
on previous efforts, and ensures outreach to 
culturally, ethnically, and religiously 
diverse communities. At present, the 
network consists of 20 institutions and 
193 practicing oncologists. In 2001, 
52,000 patients visited one of the network 
sites; of these, 3,500 were new patients. A 
total of 847 patients were enrolled in 
network-sponsored clinical trials. 

The Cancer Institute provides network 
institutions and practitioners with 
ongoing, individualized consultation and 
guidance regarding program 
development, administration, accrual 
methods, and more. One of the areas in 
which it has had the most influence was 
in working with local legislators to reach 
agreement among all the insurers in New 
Jersey to allow enrollment of patients in 
clinical trials. Under this agreement, 
insurers have agreed to reimburse routine 
patient care costs for cancer patients 
enrolled in all phases of clinical trials 
approved by the National Institutes of 
Health, the FDA, the Department of 
Veterans Affairs, and the Department of 
Defense, via funding mechanisms. Other 
barriers are being aggressively addressed 
through outreach and education. 
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Russ Toal 
Georgia Cancer Coalition 

In Georgia, 34,000 new cases of cancer are 
diagnosed each year, and 14,000 Georgians 
die of the disease annually. At present, no 
NCI-funded center exists in the state. The 
goals of the Georgia Cancer Coalition 
(GCC) are to decrease cancer by increasing 
early detection, to increase access to care, 
and to increase education to caregivers. 

The governor has committed $400 million 
over the next 5 to 7 years to cancer 
treatment and research. The GCC 
promotes the establishment of centers of 
excellence that would expand access to care 
in a state in which about half of the 
population “lives in the woods” and the 
other half lives in the Atlanta metropolitan 
area. The GCC will release Requests for 
Proposals for sites interested in becoming 
centers. The leadership of the state’s 4 
medical schools is now working together to 
create this initiative, and partnerships are 
being established with the Georgia 
Academy of Family Practice, Mercer and 
Morehouse Schools of Medicine, and 
Emory University (Winship Cancer 
Institute).  

Georgia’s political leadership is the single 
most important factor that has helped the 
state move into an ascendancy among 
other states in addressing cancer, has set 
the tone, and has made cancer research a 
priority. This leadership has also backed a 
requirement for all health plans to cover 
routine costs of care in clinical trials. 

Although the GCC is an early effort, the 
firm endorsement (and fiscal commitment) 
of Georgia’s political leadership has proven 
a powerful influence in bringing partners 
aboard and maintaining an unequivocal 
attitude toward addressing cancer. 

Mansoor N. Saleh, MD 
The University of Alabama at Birmingham 

In presenting key challenges for his 
University of Alabama at Birmingham 
program, Dr. Saleh identified clues and cues 
for programmatic improvement through a 
variety of impediments to successful 
research and accrual, including disparate 
philosophies among physicians about 
clinical research, nonaligned priorities 
(“shareholders are not the same as 
stakeholders”), a general paucity of 
experienced investigators and experienced 
research personnel, no central research hub, 
and a lack of oversight on research activity. 

Dr. Saleh noted that demographics also 
impact clinical research, i.e., difficulty in 
both reaching patients successfully among 
the rural poor or providing funding through 
state channels for accrual support. In 
detailing “what doesn’t work,” Dr. Saleh 
pointed out that documentation levels (MD 
and RN), adherence to protocol (both 
patients and physicians), and dissemination 
of information about trials are all areas of 
great variability. 

All of these issues contribute to what 
Dr. Saleh sees as the “basic call to action for 
this group.” 

Robert Comis, MD 
Coalition of National Cancer Cooperative 
  Groups 

Dr. Comis discussed the status and 
continuing development of “TrialCheck,” 
an IT-based adjunct to clinical trials 
recruiting and enrollment. A database and 
locator, TrialCheck is a software tool that 
allows physicians and potential study 
participants to view protocols and to link 
from a protocol to a nearby site conducting 
the trial. 
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The protocols are available in both 
professional and patient/advocate versions, 
with tailored language for each viewing 
group. From a protocol, the user can link to 
a locational zip code-driven database that 
lists sites by proximity to the selected zip 
code. Users can then select a candidate site 
and link to MapQuest for specific directions 
to the site itself. 

TrialCheck software is compatible with 
Palm and Pocket PC devices—particularly 
useful for physicians needing rapid 
information access, notably in exam rooms 
during patient visits when acquainting a 
patient with an appropriate trial represents a 
valuable “teachable moment.” The software 
can also be used with desktop PCs and can 
be customized to allow the program to 
display protocols on an anatomical disease 
basis and a site basis and to link these two 
search factors for faster viewing of 
protocols/trials directly cued to a specific 
clinical practice. 

TrialCheck represents a “demonstration 
model” in an area that many clinical trials 
researchers have called for: IT solutions, 
tools, and applications. With its 
patient/advocate side, TrialCheck serves 
both key populations in enhancing access 
to trials along with the information 
needed to act. 

Strategic goals for the TrialCheck agenda 
were outlined, including a complete rollout 
to professional users, with continuous 
improvements in data quality, regular 
additions and enhancements to the database, 
and rapid expansions in the software’s 
general utility and range (eg, launch 
patient/advocate version, incorporate 
institutional trials, and have hyperlinks 
to/from critical Web sites like American 
Society for Clinical Oncology [ASCO]). A 
multitiered communications and media 
campaign is planned to support the overall 

TrialCheck program and to carry the 
message to principal target audiences. 

Day 1: Summary and 
Conclusions 

Opinion leaders/presenters described a 
range of strengths and strategies that have 
and continue to carry demonstrable success 
within their various settings and locations. 
The presentations included investigators 
who function in the private and public 
sectors or both. Major differences between 
public and private sectors include: 

■ Regulatory and scientific review 
processes in the public system create 
unacceptable slow-downs. 

■ Participation in federally funded 
research is burdensome. 

■ Inadequate reimbursement for public 
system research limits participation. 

Common themes from both sectors were: 

■ Industry controls the pipeline. 

■ Effective participation requires both 
individual and institutional 
commitment. 

■ Adequate reimbursement of research 
costs is a necessity. 

In closing the Day 1 session, Dr. Comis 
reminded the group that all presentations 
should be “grist for the solutions mill,” as 
he issued the charge for Day 2—to work 
toward functional remedies to existing 
problems as well as “best practices” for 
new clinical trials models. Prior to 
adjournment, Dr. Goodman focused the 
team around a tiered group of issues; 
agreement was reached that these issues 
comprised the action areas for Day 2. 
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Day 2: Building “Best Practices” Models for 
Optimizing Accrual

r. Goodman launched the second 
day with a review of the consensus 
points from closing discussion on 

Day 1. Dr. Comis then reviewed root causes 
of barriers to accrual in clinical trials. These 
causes—in essence, the “etiology” of low 
accrual rates—are a complex panoply of 
factors whose interplay creates impediments 
to clinical research effectiveness: 

Overall awareness and perception of 
clinical trials is generally low and often 
misguided. Physicians (oncologists, other 
specialists, and physician/nonphysician 
primary care providers) along with patients, 
patient families, and members of the lay 
public have limited knowledge of trials. The 
world of research seems, for many, distant, 
perhaps threatening, and not connected to 
the ongoing goals of health care. 

Oncologists are overburdened and 
constrained. At the most primary level, the 
vigorous nature of clinical practice tends to 
deeply engage and fully occupy—offering 
oncologists little time and energy to devote 
to anything beyond the care of their 
patients. A critical factor in promoting, 
sustaining—or changing—the research 
culture rests with oncologists’ ability to 
communicate about trials and encouraging 
patient participation. The current structure 
of most medical practices is not designed to 
solicit/support these opportunities. And 
patients are exquisitely attuned to their 
physicians: the nature of patient dependence 
in the context of serious illness can 
(inadvertently) limit trial participation, 
where even hints of physician hesitancy, 
disapproval, or lingering questions about a 
trial tend to weigh against patient 
participation. 

Processes and procedures for executing 
clinical trials is convoluted and 
cumbersome. Labyrinthine informed 
consent processes and documents, overly 
exclusive patient eligibility criteria, and 
outmoded data collection techniques 
collectively hamper efficient accrual. 

Reimbursement issues cloud the clinical 
trials system. Physicians are inadequately 
compensated for services rendered as 
investigators, and their direct costs in 
executing and supervising a trial are not 
completely reimbursed. In addition, 
infrastructure (office, support staff, and staff 
travel) is often inadequate or unavailable. 
The patients themselves must consider out-
of-pocket costs for trial participation, 
including travel to sites, lodging, and related 
expenses (accompanying family 
members/caretakers and lost work time). 

The clinical trials system itself is impeded 
by organizational complexities and 
redundancy. There are, at present, no 
streamlined clinical trials models devoted to 
velocity and efficiency. Among academic, 
government, and private entities, there are 
different sets of strategies that have evolved 
in self-contained settings with varying 
logistical concerns and clinical objectives. 

Discussion was then elicited on all aspects 
of the challenge. With ongoing organization 
of key topics into “silos,” parameters were 
identified through which new and more 
effective models for clinical trials can be 
defined, structured, and implemented. 

D 
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At the outset, concerns fell quickly into a 
number of arenas: 

■ Inadequate funding: Sites/centers need 
to be adequately funded or reimbursed 
in order to operate effectively and 
enthusiastically.  

■ The current system for review and 
approval of all NCI-sponsored 
cooperative group trials and of many 
individual investigator-initiated 
protocols includes approval by the 
Clinical Treatment Education Program 
of NCI. This step, which has been 
required for more than a decade, was 
considered by the conference 
participants to add considerably to the 
time required for implementation of 
trials and discourages pharmaceutic 
companies from partnering with the 
cooperative groups on therapeutic trials. 
It was felt that in view of the vigorous 
peer review of NCI cooperative groups’ 
capabilities and performance, control of 
the protocol development and review 
process and control of the overall 
research agenda and priorities should be 
transferred to the investigators and the 
cooperative groups. 

■ The IRB process should be centralized 
(CIRB) in a manner that increases the 
efficiency of the system and reduces the 
bureaucracy, while maintaining patient 
safety. 

■ Physician commitment is essential: trial 
accrual only succeeds with proactive 
and engaged investigators. 

■ Communication by, about, within, and 
on behalf of clinical trials is operating at 
half-speed (or less): The need for 
comprehensive improvement of all 
forms of trials communication is 
imperative. 

■ More and better professional training 
and education about clinical trials is 
needed to spur the next generation of 
health care providers to be more 
interested in and inclined to serve as 
investigators or advocates of the 
research process. 

■ Informatics and computer-based tools 
on behalf of clinical trials are lacking, 
sometimes absent altogether, but almost 
always far below what is available in 
the current IT armamentarium. 

Out of this discussion several ideas were 
raised for the group’s consideration: 

■ Clinical trials should be governed by an 
investigator-initiated system. 

■ The IRB process must be simplified and 
centralized.  

■ There should be a clinical investigator’s 
credentialing program. Likening this to 
driver’s licenses—where a valid license 
from any state means a driver is “legal” 
throughout the United States—every 
physician/investigator would be 
credentialed through a central agency 
(OHRP). A credentialed PI would be 
able to respond to studies of interest and 
enroll patients more quickly and enable 
uniform acceptance for IRBs.  

■ It is imperative that OHRP and local 
IRBs accept this new model.  

Seven Action Areas 

Extensive roundtable discussion produced 
7 action areas that the conference 
participants identified as points of departure 
that must inform and drive any initiative 
toward effective new clinical trials models. 
The action areas represent focus-points for 
which the NDC—serving as advisor and 
catalyst—can drive change throughout the 
clinical trials system. 
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■ Financial support: Sites must be 
adequately funded/reimbursed. 

■ Control: The clinical research 
community must exert greater control 
over research agendas and process. NCI 
should exert less control and limit its 
responsibilities to overall consideration, 
management of periodic peer review, 
and facilitation.  

■ Process streamlining: Move toward a 
CIRB review process; reduce 
bureaucratic layers of all types that do 
not add value. 

■ Enhance clinical researchers’ 
commitment: Increase support and 
incentivization. 

■ Improve clinical trials 
communications. 

■ Improve training and education for 
both professionals (residency, 
fellowship, and CME) and 
patient/consumer. 

■ Informatics: IT solutions must be 
utilized—integrated, collaboration-
based, and enhanced. 

Core Recommendations 

Guided by the action areas, the conference 
participants outlined 3 specific 
recommendations to enhance the public 
system, 4 recommendations for the entire 
clinical research system, and a model for 
advocacy community collaboration—all 
designed to effect change, energize 
implementations, and maximize outcomes 
in clinical trials. 

Recommendations to 
Enhance the Public System 

1. Financial support for clinical trials 
can be enhanced by: 

■ The reevaluation of the per 
case/patient reimbursement 
threshold, with a new recommended 
general guideline of a minimum of 
$3,500 for publicly funded clinical 
trials. 

■ The mobilization of public monies 
currently tied to cumbersome 
protocol review processes, thereby 
offering increased funding for 
clinical trials themselves. 

■ The exploration of increased public 
and private funding sources and 
options for research sites, where 
increased range and opportunity 
will enhance research output. 

■ The concentration of resources on 
sites/investigators who demonstrate 
commitment. 

2. The current bureaucratic processes 
on the public side that congest and 
slow the trials process can be reduced 
by: 

■ Revising current review processes 
by NCI CTEP that substantially 
slows the time for the 
implementation of protocols and 
inhibit interactions among 
investigators, industry, and the 
government.  

■ Moving toward an investigator-
initiated trials system with less 
government control of the research 
agenda and process. 
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■ Fostering revamping of regulatory 
procedures for clinical trials, in 
collaboration with both 
governmental and investigator 
needs. 

■ Establishing a single federal review 
process for cancer drug regulatory 
approval. 

3. A new paradigm for publicly funded 
national studies involving both a 
CIRB review and local oversight of 
all research components can be 
developed by: 

■ Establishing a central IRB for 
nationwide studies to review the 
scientific nature of studies and to 
conduct oversight of patient 
risk/benefit. 

■ Instituting the annual certification 
and credentialing of involved 
investigators by local IRBs, 
considering “local context” on 
studies approved by the CIRB. 

■ Allowing local IRB certified/ 
credentialed investigators to 
participate in CIRB-approved 
national studies after notifying the 
local IRB of their “intent to enroll.” 

■ Maintaining all approved CIRB 
protocols in a national database. 

■ Garnering OHRP endorsement for 
all components. 

Recommendations for 
the Entire Clinical 
Research System 

1. Enhance clinical trials researchers’ 
commitment by: 

■ Exploring methods and programs 
for incentivizing and motivating 
clinical trials researchers. 

■ Ensuring necessary staff support 
onsite at investigator sites. 

2. Improve clinical trials accrual and 
communication by: 

■ Targeting all relevant audiences: 
physician, patient, public, and 
payers. 

■ Utilizing assertive 
communication/media campaigns, 
including print materials, CME 
events, and advocacy group 
liaisons. 

■ Establishing innovative programs 
and models. 

3. Improve training and education by: 

■ Including more physicians and 
health care professionals in clinical 
trials research. 

■ Including clinical trials in basic 
curricula (medical and nursing 
schools, residencies, and 
fellowships). 

■ Collaborating with patient advocacy 
groups to educate patients about the 
value of clinical trials. 
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4. Increase the effective use of 
informatics by: 

■ Integration of resources and 
modalities (Web-based tools, shared 
resources, networks, and interactive 
programs). 

■ Collaboration with/among IT 
solutions (computational/database, 
information monitoring and 
tracking, report generation, data 
collection/sorting, adverse event 
information collection). 

■ Enhancing overall IT utilization in 
clinical trials. 

An Advocacy Model for 
Patient Support in 
Clinical Trials 

Based on PANCAN’s schematic for 
improving clinical trial accrual in the 
context of pancreatic cancer, a revitalized 
patient support model calls for more 
comprehensive collaborations with the 
advocacy community. Such a model, 
incorporated into the larger research culture, 
will address many of the current deficits in 
the trials recruitment and retention 
processes. Using the PANCAN template, a 
process-driven flow is illustrated that will 
facilitate system improvements, increase 
patient understanding and satisfaction, and, 
ultimately, a more functional and productive 
clinical trials system: 

■ A team of associates that assists 
patients, caregivers, and health care 
professionals through the entire process 
from diagnosis onward. 

■ A comprehensive and up-to-date 
proprietary database of clinical trials 
managed and accessed in-house by 
PANCAN staff. 

■ A powerful partnership of informatics 
and personal interaction. 

■ Comprehensive education and decision-
making tools. 

■ A patient-based focus. 

■ The ability to prescreen patients and 
expedite their entry into appropriate 
clinical trials. 

■ A survivor network/database. 

■ Extensive interaction and follow-up 
between advocacy groups, patients, trial 
sites, and health professionals. 

Ms. Kim called on the team to incorporate 
advocacy-based improvements in trials 
databases, to enhance education and 
information for professionals and patients 
alike, and to take proactive steps in making 
trials more understandable and accessible to 
potential participants. In underscoring the 
larger directions embraced and endorsed by 
the Clinical Trials Team, Dr. Comis 
observed that any truly innovative trials 
model must include patient perspectives, 
needs, and advocacy. 

Conclusion 

The NDC stands in a unique position to 
create vital change in the clinical trials 
system on all levels—national and 
statewide—and among all key stakeholders, 
including patients and advocates, 
researchers, institutions, regulatory 
agencies, and payers. NDC’s Clinical Trials 
Models Conference identified practical 
directions, workable solutions, 
collaborations and partnerships, and 
achievable tactics, all aimed at adequate 
system resourcing and the reduction—or 
elimination—of barriers to participation in 
clinical trials. The Clinical Trials Team’s 
coordinated recommendations serve not 
only as a roadmap for innovation, but also 
as a call to action to improve service to and 
on behalf of all cancer patients. 


