VOLUME 23

JOURNAL OF CLINICAL ONCOLOGY

From the Division of Cancer Prevention,

National Cancer Institute, Bethesda,
MD; and Community Health Solutions
Inc, Richmond, KY.

Submitted April 2, 2005; accepted
May 10, 2002.

Authors' disclosures of potential con-
flicts of interest are found at the end of
this article.

Address reprint requests to Worta
McCaskill-Stevens, Program Director,
Division of Cancer Prevention, National
Cancer Institute, 6130 Executive Blvd,

EPN 2014 Bethesda, MD 20892; e-mail:

wmb57h@nih.gov.
0732-183X/05/2322-5247/$20.00
DOI: 10.1200/JC0.2005.22.236

NUMBER 22

AUGUST 1 2005

SPECIAL ARTICLE

Increasing Minority Participation in Cancer Clinical
Trials: The Minority-Based Community Clinical

Oncology Program Experience
Worta McCaskill-Stevens, Martha M. McKinney, Cynthia G. Whitman, and Lori M. Minasian

A B S T R A C T

Purpose
The National Cancer Institute’s (NCI) Minority-Based Community Clinical Oncology Program

(MBCCOP) seeks to enhance minority participation in cancer clinical trials by building clinical
trials outreach and management capacity in healthcare institutions serving large numbers of
minority cancer patients. This article examines temporal trends in MBCCOP accruals to
cancer prevention and control (CP/C) and cancer treatment trials and the racial distribution of
study participants, along with the major factors affecting minority enroliment.

Methods
We used NCI databases to analyze temporal trends in overall accruals and accruals by race.

We analyzed transcripts from an NCl-sponsored meeting with MBCCOP principal investiga-
tors and data from a follow-up survey to identify factors affecting minority enrollment.

Results
Between 1992 and 2003, annual patient accruals to treatment trials increased 39% despite

little change in the number of MBCCOP grantees. During this same period, annual participant
accruals to CP/C trials more than doubled. Between 1995 and 2003, minorities comprised
51% to 67% of the MBCCOP patients accrued to cooperative group treatment trials
compared with = 23% of the patients accrued by other cooperative group members and
affiliates. Major factors affecting minority enrollment include the availability of “clinically
relevant” protocols, regulatory requirements, characteristics of the patient population, and
the level of support from sponsoring institutions and community physicians.

Conclusion

MBCCOPs have demonstrated their ability to facilitate the participation of racial/ethnic
minorities in clinical trials. However, the contributions that they could make to the design and
conduct of minority-focused research studies merit further exploration.

J Clin Oncol 23:56247-5254.

Oncology Program (MBCCOP) awards
cooperative agreements to build clinical tri-

In September 1990, 3 years before the Na-
tional Institutes of Health (NIH) Revitaliza-
tion Act of 1993 mandated the inclusion of
women and minorities in clinical research,
the National Cancer Institute’s Division of
Cancer Prevention (NCI/DCP) launched a
program to increase access to cancer clinical
trials among racial and ethnic minorities.
This Minority-Based Community Clinical

als outreach and management capacity in
healthcare institutions providing cancer care
to patient populations that are at least 40%
minority. (The following population groups
qualify as minority: American Indian or
Alaska Native, Asian, Black or African Ameri-
can, Native Hawaiian or Other Pacific Is-
lander, and Hispanic or Latino. See Office of
Management and Budget Standards for the
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Classification of Federal Data on Race and Ethnicity at http://
www.whitehouse.gov/omb/fedreg/1997standards.html.)
MBCCOP grantees are part of a nationwide network of 63
Community Clinical Oncology Programs (CCOPs) that en-
roll patients onto cancer prevention and control (CP/C)
and treatment trials through cancer centers and clinical
cooperative groups that NCI/DCP has designated as CCOP
research bases.'

A major MBCCOP goal is to reduce racial/ethnic dispar-
ities in cancer incidence, survival, and mortality rates by facil-
itating broader minority participation in state-of-the-art
cancer treatment and CP/C research. Long before the “NIH
roadmap” proposed partnerships between academic centers
and community-based physicians to accelerate the pace of
scientific discovery,” the MBCCOP provided financial support
for these collaborations. Fiscal year (FY) 2003 accrual data
illustrate the importance of the MBCCOP as a mechanism for
enhancing minority participation in clinical trials. During that
year, the 11 MBCCOP grantees comprised 18% of the CCOP
grantees, but enrolled half of the minority study participants.

Between 1995 and 1997, the Eastern Cooperative Oncol-
ogy Group and the National Medical Association convened a
series of physician workshops to identify barriers to minority
participation in cancer clinical trials and possible solutions.”*
Minority community physicians cited a lack of information
about available clinical trials and distrust of the medical centers
sponsoring the trials as their primary reasons for not recom-
mending clinical trials to minority patients. MBCCOPs have
sought to reduce these barriers through ongoing physician
education and community outreach. Yet, their role in making
cancer clinical trials more accessible to racial and ethnic mi-
norities has received little attention in the medical literature.

Of the various studies that have examined minority
representation in NCI-sponsored clinical trials,”"" only
one study has assessed the contributions of MBCCOPs.
Between 1992 and 1993, Kaluzny et al evaluated the
MBCCOP’s early implementation phase.'”'" Their study
documented a 37% increase in treatment accruals and a
65% increase in CP/C accruals between the 1990 to 1991
and 1991 to 1992 fiscal years. Although racial and ethnic
minorities comprised more than 70% of MBCCOP study
participants, the MBCCOPs’ ability to accrue minorities
was highly dependent on the availability of clinically rele-
vant protocols, the level of institutional support, and factors
endemic to the communities they served. This article exam-
ines accrual trends and factors affecting minority enroll-
ment since the 1992 to 1993 evaluation and discusses
possibilities for future program development.

We used NCI/DCP databases to analyze temporal trends in
MBCCOP accruals to treatment and CP/C trials and trends in the
percentage of minority study participants. At a May 7, 2004, meet-
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ing convened by the NCI/DCP, the principal investigators of 12
MBCCOPs and two CCOPs serving growing numbers of minori-
ties described their individual programs, discussed collective is-
sues and challenges, and suggested ways in which the NCI/DCP
could advance community-based research on racial/ethnic dis-
parities in cancer incidence and clinical outcomes. We analyzed
transcripts from this meeting to identify current factors affect-
ing minority enrollment. A July 2004 e-mail survey completed
by all MBCCOP principal investigators provided additional
descriptive information.

MBCCOP Characteristics

The 13 currently funded MBCCOPs are distributed
across 10 states, the District of Columbia, and Puerto Rico.
They include nine academic health centers (two historically
black education institutions), a Veterans’ Affairs (VA) Re-
search Service hospital, a large county hospital, a commu-
nity hospital, and a hospital-affiliated community cancer
center. Five MBCCOPs have been continuously funded for
more than 10 years.

MBCCOPs enroll patients onto clinical trials by form-
ing working groups of hospitals, physicians, and clinical
research staff. In addition to oncologists, the participating
physicians may include surgeons, primary care physicians,
and nononcology medical specialists. As of June 2004, the
MBCCOP network included 49 hospitals and 510 physi-
cians. Minority physicians accounted for 37% of all
MBCCOP physicians. Within individual MBCCOPs, the
number of component hospitals ranged from one to 10
(median, three), and the number of participating physi-
cians ranged from 10 to 63 (median, 38). The number of
minority physicians ranged from one to 60 (median, eight).

MBCCOPs affiliate with cancer center and cooperative
group research bases to access research protocols and to
enroll study participants. As of June 2004, the number of
research base affiliations reported by individual MBCCOPs
ranged from two to eight (median, four). Through these
external affiliations or collaborations with investigators
within their own institutions, MBCCOP investigators coau-
thored 46 scientific publications. Within individual
MBCCOPs, the number of reported publications ranged
from zero to 16 (median, two).

Accrual Trends

Figure 1 shows total MBCCOP accruals to NCI-
sponsored cancer treatment and CP/C clinical trials by fiscal
year. With the exception of FY 1992, annual CP/C accruals
trailed treatment accruals throughout the 1990s. Between
FY 1999 and FY 2001, the number of patients accrued to
treatment trials more than doubled. This accrual pattern
was similar to that of the larger CCOP network, reflecting
the availability of large adjuvant trials and pediatric trials for
the most common cancers. Annual accruals to CP/C trials
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Fig 1. Minority-Based Community Clinical Oncology Program (MBCCOP)
accrual trends, 1992-2003. In fiscal year (FY) 1992, 10 MBCCOPs received
National Cancer Institute’s Division of Cancer Prevention (NCI/DCP) funding.
Over the next nine FYs, the number of MBCCOPs fluctuated between
seven and ten. In FY 2002 and FY 2003, 11 MBCCOPs received NCI/DCP
funding. CP/C, cancer prevention and control.

also increased between FY 1999 and FY 2001, primarily due
to the activation of two major prevention trials: the Study of
Tamoxifen and Raloxifene (STAR)'? and the Selenium and
Vitamin E Cancer Prevention Trial (SELECT)."”> By FY
2003, the number of participants accrued to CP/C trials was
almost two times higher than the number accrued to treat-
ment trials.

Minority Representation in Clinical Trials

After the March 1994 publication of NIH guidelines on
the inclusion of women and minorities in clinical research,
all NIH agencies began requiring more detailed reporting of
the race/ethnicity of study participants. Between fiscal years
1995 and 2003, the CCOP network enrolled 7,073 minority
patients on NCI-supported cancer treatment trials coordi-
nated by cooperative groups. These patients accounted for
21% of minority enrollments. Although MBCCOPs com-
prised less than 20% of CCOP grantees, they contributed
33% of the CCOP network’s minority accruals and 7% of
the minority patients enrolled by all cooperative group
members and affiliates.

Figure 2 shows temporal trends in the percentage of
minority patients accrued to cooperative group treatment
trials by MBCCOPs, other CCOPs, and non-CCOP institu-
tions (eg, academic medical centers, NCI-designated cancer
centers). Between fiscal years 1995 and 2003, minorities
comprised 51% to 67% of the patients accrued by MBCCOPs
(median, 63%), compared with = 12% of the patients accrued
by other CCOPs and = 23% of the patients accrued by non-
CCOP institutions.

Figure 3 shows the number of nonwhite and white
participants that MBCCOPs enrolled onto NCI-sponsored
treatment and CP/C clinical trials by fiscal year. Between
fiscal years 1995 and 1999, minorities comprised 51% to
60% of CP/C study participants. By FY 2003, the minority
proportion of CP/C study participants had climbed to 80%.

WWW.jco.org
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Fig 2. Minority percentage of patients accrued to cooperative group
treatment trials by Minority-Based Community Clinical Oncology Programs
(MBCCOPs), other Community Clinical Oncology Programs (CCOPs), and
non-CCOP members/affiliates. Non-CCOP members of cooperative groups
include academic medical centers, National Cancer Institute—designated
cancer centers, and other large research institutions. Affiliates include
community hospitals and oncology practices that affiliate with cooperative
groups through “main member” institutions.

Over the 9-year period, MBCCOPs contributed 44% of the
5,221 minority individuals that the CCOP network enrolled
onto CP/C trials.

Factors Affecting Minority Enrollment

The 1992 to 1993 MBCCOP evaluation'® identified
five factors that influence MBCCOPs’ ability to enroll mi-
norities onto clinical trials: the availability of “clinically
relevant” protocols, the level of institutional support, the
quality of institutional review board (IRB) relationships,
characteristics of the patient population, and the willing-
ness of community physicians to enroll or refer minority
patients onto clinical trials. In succeeding sections we com-
pare findings from this early-phase evaluation with the
accrual facilitators and barriers cited by MBCCOP principal
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Fig 3. Minority-Based Community Clinical Oncology Program (MBCCOP)
accruals to cancer treatment and cancer prevention and control clinical trials
by race, 1995-2003. Tx, treatment; CP/C, cancer prevention and control.
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investigators at the May 2004 meeting with NCI/DCP pro-
gram staff.

Protocol-related issues. In the early 1990s, MBCCOP
investigators identified two protocol-related barriers to mi-
nority enrollment; an inadequate number of treatment pro-
tocols for common cancers and patient ineligibility due to
comorbidities. At the May 2004 meeting, MBCCOP leaders
reported a critical shortage of treatment protocols for gall-
bladder cancer, liver cancer, renal cancer, and other cancer
types that tend to be more prevalent in their communities.
They expressed a strong desire to help cooperative group
scientific committees design minority-focused treatment
protocols and to assess the appropriateness of protocol
eligibility criteria for minority populations.

Institutional support. The 1992 to 1993 MBCCOP
evaluation characterized the healthcare environments
of MBCCOPs as “fragmented and deteriorating.”'®
University-based MBCCOPs successfully weathered this
decline in community resources by obtaining internal
funding for program development. However, MBCCOPs
dependent on community hospitals reported major dif-
ficulties building infrastructures for clinical trials’ out-
reach and data management.

At the May 2004 meeting, MBCCOP principal investi-
gators reported waning institutional support for clinical
research staff and protocol-required ancillary services. Sev-
eral made comments such as the following: “The institution
initially gave us a lot of funds for clinical research support,
but as we’ve become more successful, they’re saying, ‘You
don’t need our support anymore.”” Meeting participants
attributed these cutbacks to the worsening financial health
of urban-based hospitals, shifting institutional priorities,
and administrators’ limited understanding of the value and
requirements of community-based clinical research. The
Gulf Coast MBCCOP experienced a major setback in 2001
when its institutional sponsor, the University of South Ala-
bama (Mobile, AL), decided to end its association with the
MBCCOP. After moving the MBCCOP cooperative agree-
ment to a large community hospital (Mobile Infirmary
Medical Center, Mobile, AL), the CCOP principal investi-
gator, Marcel Conrad, MD, and his research staff struggled
to keep clinical trials on course amid major turnover among
hospital-affiliated oncologists. In 2003, NCI/DCP awarded
the prestigious Harry Hynes Award to Dr Conrad for suc-
cessfully leading the Gulf Coast MBCCOP through this
difficult transition.

As hospital contributions have declined, some
MBCCOPs have partnered with local cancer centers to ob-
tain staff and/or financial support. Almost all MBCCOP
leaders reported increased reliance on pharmaceutical trials
to help shore up research infrastructures. However, they
noted that these trials do not provide a stable source of
funding and may not fully reimburse costs if extensive
follow-up is required. In some MBCCOPs, the higher per-
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case reimbursement rates offered by pharmaceutical trials
have made it more difficult to maintain oncologists’ com-
mitment to NCI-sponsored trials.

IRB relationships. During the 1992 to 1993 MBCCOP
evaluation, university-based MBCCOPs reported relatively
few problems with the protection of human subjects re-
views due to the presence of well-established IRBs in their
institutions.'® However, for MBCCOPs without university
bases, the development and coordination of community
hospital IRBs presented major challenges. Community IRB
members’ lack of experience in reviewing clinical research
protocols further complicated IRB relationships.

Although all of the MBCCOPs now work with estab-
lished IRBs, meeting participants described the current IRB
environment as “intolerable.” They expressed particular
concern about the escalating volume of paperwork, which
has burdened their clerical staff and prompted many IRBs
to charge administrative fees. “We have to make hard
choices about opening studies because the regulatory costs
are so high,” said one physician. “If we don’t get the regu-
latory piece solved, this whole research enterprise is just
going to fall apart.”

Five MBCCOPs reported that their IRBs participate in
the NCP’s Central institutional review board (CIRB) pilot
project.'* As part of this project, a multidisciplinary CIRB
reviews all phase III multicenter cancer treatment proto-
cols. Once a protocol has received CIRB approval, local
IRBs can designate one or more members to conduct a
“facilitated review” in lieu of a full board meeting. If there
are no local concerns, the CIRB performs all continuing
reviews, amendment reviews, and reviews of serious adverse
events. Meeting participants agreed that CIRB reviews have
the potential to educate local IRBs about cancer clinical
trials and to reduce regulatory workloads. However, they
noted that many IRBs are continuing to conduct full-board
reviews of all CIRB-approved protocols due to concerns
about legal liability and/or members’ unwillingness to re-
linquish local control.

Characteristics of the patient population. The 1992 to
1993 MBCCOP evaluation identified patient-specific vari-
ables that, when present, limit the participation of minori-
ties in clinical trials.'® These variables included social
structural factors (eg, limited education, language barriers),
attitudes and beliefs (eg, fear and mistrust of the healthcare
system and clinical research), and resource constraints (eg,
economic pressures, lack of transportation). Health insur-
ance status was not associated with study participation,
largely due to the ability of university-based MBCCOPs to
cover protocol-required procedures with internal resources.

In May 2004, MBCCOP leaders reported that high
rates of in-migration have increased the racial/ethnic heter-
ogeneity of their communities and widened gaps in educa-
tion, income, and health-related beliefs. Although MBCCOPs
still enroll patients onto clinical trials regardless of health
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insurance status, declining institutional support has made it
more difficult to procure protocol-related drugs and ancillary
services for uninsured patients. To accommodate the growing
ethnic diversity of their communities, many MBCCOPs have
hired bilingual and trilingual staff.

Community-physician involvement. The 1992 to 1993
MBCCOP evaluation found that physicians practicing in
MBCCOP communities often were reluctant to enroll or
refer patients to clinical trials.'® Interviewees attributed the
low levels of community physician involvement to heavy
patient loads, inadequate staff support for protocol-related
activities, the lack of financial compensation, a general dis-
trust of “academic medicine,” and doubts about the ability
of lower-income minorities to participate in clinical trials.
Few MBCCOPs reported success recruiting minority phy-
sicians, although some were developing promotional and
educational materials to increase awareness of clinical trials
among physicians practicing in minority communities.

At the May 2004 meeting and in a follow-up survey,
MBCCOP leaders described the extent to which commu-
nity physicians were supporting MBCCOP activities. Seven
of the 13 principal investigators said oncologists in their
institutions have a “strong commitment” to clinical re-
search. Three MBCCOP leaders described oncologists’ par-
ticipation as “good” or “operating on a plateau,” and three
said oncologists’ participation was “improving.” Those
reporting lower levels of participation said oncologists
often are under too much pressure or are too busy to
think about research protocols. Some MBCCOPs have
successfully addressed this problem by using oncology
fellows as “frontline screeners” for protocol eligibility or
by assigning research nurses to assist with patient enroll-
ment at oncology clinics.

With the exception of the investigators in the San Juan
MBCCOP, where 100% of the investigators are minority
physicians, most MBCCOPs are still striving to increase
minority physicians’ participation. MBCCOPs have devel-
oped more proactive measures to recruit minority physi-
cians. For example, a large county hospital with an
MBCCOP has established a fellowship in breast oncology
for minority female physicians. An MBCCOP affiliated with
a historically minority medical school has invited physician
alumni in surrounding communities to participate in col-
laborative research. Two additional MBCCOPs have part-
nered with minority oncologists in community practices to
recruit minority physicians.

MBCCOP principal investigators described local primary
care physicians and nononcology medical specialists as “over-
stretched,” with inadequate time and staff support to partici-
pate in clinical research or even to refer patients to cancer
prevention and early detection trials. Declining reimburse-
ment rates for patient care have discouraged even the most
commiitted community physicians from enrolling patients
onto clinical trials. One principal investigator explained,
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“There’s a real disincentive for the doctors that have been loyal
to us to put patients on clinical trials when they’re trying to
push more and more patients into their day.”

MBCCOP Experiences With CP/C Research

CP/C research includes prevention studies, which eval-
uate new methods of detecting cancer risk and preventing
primary and secondary cancers, and cancer control studies,
which evaluate symptom management, rehabilitation, and
continuing care interventions designed to minimize the
burden of cancer and improve quality of life. During the
initial MBCCOP vyears, very few CP/C protocols were
open for accrual. Following the activation of the Breast
Cancer Prevention Trial in April 1992 and the Pros-
tate Cancer Prevention Trial in October 1993, this situa-
tion began to change.'>'® However, due to the challenges
of developing community physician referral networks,
MBCCOP accruals to CP/C trials did not show signifi-
cant gains until 2000 (Fig 1).

MBCCOP investigators participating in the 1992 to
1993 evaluation'’ identified four barriers to CP/C accrual:
(1) a shortage of suitable CP/C protocols; (2) resource
limitations; (3) the lack of local expertise on prevention trial
recruitment; and (4) low accrual credit assignments for
CP/C protocols. NCI/DCP assigns a credit value to each
therapeutic and CP/C protocol approved for CCOP use.
Credit values range from 0.1 to 1.5, depending upon the
intervention’s complexity, data management requirements,
and follow-up period. In June 2003, NCI/DCP increased
the accrual credit assignment for all CP/C protocols to 1.0 to
more fully cover study costs. With only one prevention trial
(the Breast Cancer Prevention Trial) open for accrual, few
MBCCOPs had developed the partnerships with commu-
nity organizations or consumer liaison boards proposed in
their grant applications.

As of May 2004, 51 CP/C protocols were open for
MBCCOP participation. MBCCOP leaders reported exist-
ing or planned partnerships with Native American tribal
leaders; Indian Health Service facilities; and community
organizations, such as local health departments, Ameri-
can Cancer Society chapters, cancer care alliances, and
National Black Leadership Initiative on Cancer coali-
tions. Five MBCCOPs had community advisory boards
in place or underway.

MBCCOP contributions to major cancer prevention
trials. Table 1 lists the contributions of the CCOP network
and the MBCCOP subgroup to STAR and SELECT. Be-
tween July 1999 and June 2004, MBCCOPs enrolled almost
500 women onto STAR, 43% of whom were minorities.
SELECT enrollments between July 2001 and June 2004 were
more than three times higher (n = 1,662), with minorities
comprising 82% of the MBCCOP enrollees.

STAR. More than 400 centers across the United
States, Puerto Rico, and Canada participate in STAR. As of
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Table 1. CCOP and MBCCOP Accruals to STAR and SELECT

STAR™ SELECTT

No. % No. %
CCOP accruals of accruals from all study sites 6,286 88} 10,444 29
MBCCOP accruals of total CCOP accruals 495 8 1,662 16
No. of minority women completing breast cancer risk assessments—CCOPs 18,769 8 NA —
No. of minority women completing breast cancer risk assessments—MBCCOPs 3,728 6 NA —
CCOP minority accruals of total minority accruals from all sites 485 39 2,463 31
MBCCOP minority accruals of total CCOP minority accruals 215 44 1,368 56

*Cumulative totals July 1999 to June 30, 2004.
tCumulative totals July 2001 to June 25, 2004.

Abbreviations: CCOP, Community Clinical Oncology Program; MBCCOP, Minority-Based Community Clinical Oncology Program; STAR, Study of Tamoxifen
and Raloxifene; SELECT, Selenium and Vitamin E Cancer Prevention Trial; NA, not applicable.

June 30, 2004, the 1,243 minority women participating in
STAR comprised 6.5% of the total enrollment (n = 19,024).
The MBCCOPs contributed 44% of the CCOP network’s
minority enrollments and 17% of the minority participants
enrolled by all STAR study sites.

To recruit minority women for STAR, MBCCOPs
placed advertisements in minority-targeted media outlets,
made presentations at minority churches, distributed fliers
at minority health fairs, and partnered with local mammog-
raphy centers and high-risk breast clinics to offer STAR
information and breast cancer risk assessment forms to
their patients. Although these outreach activities encour-
aged 3,728 minority women to complete risk assessment
forms, only 6% of these women entered the study. MBCCOP
representatives cited several factors that limited their ability
to enroll minority women. These factors included the lack
of validation of the Gail Model for minority women; the
lower overall incidence of breast cancer among minority
women; the scant Surveillance, Epidemiology, and End Re-
sults (SEER) registry data on breast cancer incidence rates
among minority subpopulations, such as Native Americans
and non-Mexican Hispanics; and the lack of age- and race-
specific rates for blood clots and other baseline adverse
events.'” ' Also, because STAR was limited to postmeno-
pausal women, the MBCCOPs were unable to enroll pre-
menopausal African American women despite the higher
incidence of breast cancer in this population subgroup.*°

SELECT. Like STAR, the SELECT trial has more than
400 study sites in the United States, Puerto Rico, and Can-
ada. As of June 25, 2004, the 7,986 minority men enrolled
by these centers comprised 22% of the total enrollment
(n = 35,534). MBCCOPs contributed 56% of the CCOP
network’s minority enrollments and 17% of the minority
participants enrolled by all SELECT study sites.

For most MBCCOPs, the placement of advertisements
in minority-targeted media outlets proved to be an effective
recruitment strategy. However, the MBCCOPs experienced
varying levels of success recruiting minorities through
churches, health fairs, and prostate cancer screening pro-
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grams. One of the most innovative strategies involved a
group of veteran volunteers organized by the Westside Di-
vision of the VA Chicago Healthcare System. This “VA
Strike Force” aggressively recruited African American men
to SELECT, making the University of Illinois MBCCOP
the fifth-highest contributor to SELECT and the number
one contributor of African American men in the nation.
In San Juan, Puerto Rico, the MBCCOP helped a primary
care solo practice become one of the nation’s top ten
accruing sites by mentoring the physician’s staff on reg-
ulatory requirements and data management procedures.

MBCCOPs have demonstrated their ability to facilitate the
participation of racial/ethnic minorities and other under-
served populations in clinical trials. Over the past decade,
more than 5,500 minority cancer patients have enrolled in
NClI-sponsored clinical trials through the MBCCOP net-
work. By developing partnerships with local physicians,
healthcare organizations, and cancer advocacy groups,
MBCCOPs have significantly increased the visibility and
accessibility of cancer prevention and treatment trials in
minority communities. Despite these accomplishments,
MBCCOPs have not yet reached their full potential. In-
creased funding would enable them to expand minority
outreach activities, procure protocol-related drugs and an-
cillary services for uninsured patients, and provide mentor-
ing and staff support to minority physicians interested in
serving as investigators. MBCCOPs also could serve as pilot
sites for evaluating the effectiveness of clinical trials recruit-
ment strategies with diverse minority populations.

The MBCCOPs’ success in broadening access to cancer
treatment and CP/C trials raises the question of how best
to expand the network. Over the past 5 years, NCI/DCP
program directors have witnessed a significant increase
in applications for MBCCOP funding. However, many
applicants lack the data management systems, regulatory
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support, quality assurance programs, and other infra-
structure components needed to successfully compete
for the awards. One way to enlarge the pool of qualified
applicants would be to fund existing MBCCOPs to men-
tor potential new sites on methods of strengthening their
research capabilities.

Finally, the contributions that MBCCOPs could make
to the design and conduct of minority-focused research
studies merit further exploration. By collecting tissues from
minority patients, MBCCOPs could investigate possible bi-
ologic explanations for racial/ethnic disparities in clinical
outcomes. They also are well positioned to study emerging
issues in minority populations, such as increasing incidence
rates in certain cancer types that are not yet reflected in
national databases.

Our discussions with MBCCOP leaders suggest that
the NCI, in partnership with other federal agencies, could
help MBCCOPs build effective research collaborations to
reduce racial/ethnic disparities in cancer incidence and
clinical outcomes by (1) arranging for MBCCOP principal
investigators to meet with the cooperative group chairs and
the chairs of disease-specific and minority research com-
mittees to identify a core group of research questions for
protocol development; (2) supporting the development of
research concepts and protocols that address questions that
are relevant to minority populations; (3) providing finan-
cial support for MBCCOP investigators to design and con-
duct minority-focused clinical trials; (4) forming an
MBCCOP Web site and support network to facilitate com-
munication among investigators; and (5) facilitating the
dissemination of minority-focused, evidence-based inter-
ventions across the entire CCOP network.
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MBCCOP leaders have expressed a desire to develop a
coordinated research network capable of defining and
studying issues important to minority populations. Achiev-
ing this goal will require a recommitment of institutional
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bases on ways of promoting integrated research initiatives.
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