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Abstract

Background—Low rates of minority recruitment in prevention studies may reduce the
generalizability of study results to minority populations, including African Americans. High
African American accrual to prevention studies requires additional resources and focused efforts.

Objective—To analyze the impact of Minority Recruitment Enhancement Grants (MREGS) on
African American recruitment to the Selenium and Vitamin E Cancer Prevention Trial (SELECT).

Results—Fifteen of 427 SELECT sites received MREGs after they demonstrated early success
in minority recruitment. After receiving the grants, the average monthly rate of African American
recruitment at these sites increased from 27.2% to 31.5%, and total average monthly recruitment
also increased. Sites that did not receive grants, including sites that did not apply, increased
average monthly African American recruitment from 11.0% to 14.6% but declined in total average
monthly recruitment.

Conclusions and Implications—Sites who received MREGs modestly increased both the
proportion of African American recruits and total recruits. These results are tempered by the high
cost of the intervention, the relatively low number of SELECT sites that applied for the grants and
the administrative delays in implementation. Nevertheless, targeted grants may be a useful multi-
site intervention to increase African American accrual for a prevention study where adequate
African American recruitment is essential.
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Prevention, Unit 1360, P.O. Box 301439, Houston, TX 77230-1439, Phone: 713-794-4400; Fax: 713-563-5746,
edcook@mdanderson.org.
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Introduction

Prostate cancer is a major health problem, second only to non-melanoma skin cancer as the
most common cancer in men in the United States. Furthermore, the rate of prostate cancer is
higher and the mean age-of-onset is younger in African Americans than in non-African
Americans [1 — 3]. Prostate cancer prevention trials provide an important opportunity to test
interventions that might reduce the burden of the disease [4]. However, the results of such
trials offer unclear applications to African Americans if there is low African American
participation.

This article examines accrual patterns in a post hoc analysis to determine if sites that
received additional recruitment funding increased African American and total accrual in the
Selenium and Vitamin E Cancer Prevention Trial (SELECT), a prostate cancer prevention
study. Specifically, we address whether the additional financial support resulted in increased
African American accrual and increased total accrual at individual sites and within the group
of funded sites. We also assess site recruitment levels based on funding by comparing
accrual between sites with and without additional funding during comparable time periods.

Background

The Prostate Cancer Prevention Trial (PCPT) was the first large, cooperative group
randomized trial for the prevention of prostate cancer in healthy men. [5] The accrual goal
for African American men was set at eight percent to mirror the estimate of African
American men age = 55 years in the US population. Minority recruitment strategies for
PCPT included trainings and workshops presented to study staff during semiannual
meetings; development and distribution of minority-focused recruitment materials; using
consultants to conduct trainings and assist specific sites in their recruitment efforts; and
piloting the use of minority outreach recruiters at five sites. In spite of these efforts, the
African American accrual goal remained unmet, with only four percent African American
men accrued. Efforts to enhance minority participation in PCPT were not initiated until one
year after the study was activated, which left only two years to develop and implement these
recruitment strategies before the study closed to accrual. In addition, about 2/3 of the accrual
goal was met in the first year of recruitment, so any attempted impact on African American
accrual after that time would have a minimal effect.

The PCPT minority recruitment experience suggests that successful recruitment of African
American men into a prostate cancer prevention trial requires extensive planning so that
recruitment efforts can be initiated at trial activation. Infrastructure to support systematic
efforts to recruit minority participants and a long-term commitment from funding agencies
are also needed. [6-8] Other known barriers commonly cited to impede minority recruitment
must also be addressed, such as the attitudes, knowledge and beliefs of potential minority
recruits and their referring physicians, as well as trial designs and economics [9-23].

Some of the minority recruitment lessons learned from PCPT were applied to SELECT, the
next large cooperative group prostate cancer prevention study. SELECT is designed to
evaluate the effect of selenium and vitamin E on the clinical incidence of prostate cancer.
The SELECT overall accrual goal was 32,400 healthy men with a five-year uniform accrual
period. The study had a pre-established goal of 24% overall minority representation: 20%
African American, three percent Hispanic and one percent Asian/Pacific Islander [24].

Prior to trial activation, SELECT took several steps to meet African American and other
minority accrual goals. First, the eligibility criteria were expanded by including men with
co-morbid illnesses and lowering the age criterion for African American men from 55 to 50
years old. Sites that were likely to have high African American recruitment potential were
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sought, such as sites from the Antihypertensive and Lipid-Lowering Treatment to Prevent
Heart Attack Trial and the Women’s Health Initiative clinical trials with proven track
records in minority recruitment, as well as sites affiliated with the Department of Veteran
Affairs Cooperative Studies Program (VACSP), which has a strong track record in minority
recruitment. [25] SELECT also developed a national infrastructure to support minority
recruitment, which included adding the Minority and Medically Underserved Subcommittee
(MMUS) to the SELECT Recruitment and Adherence Committee (RAC). After trial
activation, SELECT hired a full-time MMUS recruitment and adherence coordinator and
provided resources to maximize free media opportunities for study promotion, such as
Prostate Cancer Awareness Month, Minority Cancer Awareness Week and Father’s Day.
Finally, SELECT provided additional funds in the form of Minority Recruitment
Enhancement Grants (MREGS) to sites with the potential to increase minority enrollment.
[26]

Five months after accrual to the study started, SELECT was accruing participants at nearly
twice the planned rate. Hispanic and Asian/Pacific Islander accrual met or exceeded the
target accrual rates, while African American accrual was only about half the targeted accrual
rate. Because African American accrual was much lower than anticipated and it appeared
that accrual would close in less than five years, SELECT had to respond quickly to boost
African American accrual. SELECT met its overall accrual goal in less than three years and
closed to accrual shortly thereafter with 35,533 participants, of whom 14.9% were African
American. [26]

Due to the shortened accrual period, a targeted yet flexible intervention was needed to
increase African American accrual. The primary focus was on sites that had the potential to
enroll minority participants, especially African American participants. SELECT sites
already enrolling high numbers of African American men often had developed relationships
with their communities which allowed them to engage African Americans and their health
care providers in clinical research and clinical trial participation. By providing additional
financial resources to these sites, we hoped to further augment their ability to accrue
minority participants to SELECT.

Six months after accrual to SELECT began, members of the SELECT RAC and the
recruitment and adherence staff of the Statistical Center staff met with the National Cancer
Institute, Division of Cancer Prevention, the SELECT funding agency, to discuss developing
a set of site grants to increase African American and other minority accrual to SELECT.
These site grants became the MREGs. The first request for applications (RFA) for an MREG
was issued in April 2002, eight months after accrual to SELECT began, and the second RFA
was issued about one year later. Sites were notified of awards within one to three months
following receipt of their application. SELECT accrual ended in June 2004, nine months
after the last site received notification of the final MREG award.

The MREG was a $50,000 site grant designed to increase minority accrual by enhancing
recruitment strategies at sites with the potential to increase African American and/or
Hispanic recruitment. An additional purpose of the MREG was to document the sequence
and variety of recruitment strategies used by sites for the benefit of future studies. While all
SELECT sites could apply for an MREG, applicants were required to demonstrate the ability
to recruit minorities and/or provide evidence of access to a high number of potential
minority participants. Awarded sites were responsible for providing the design and
implementation of recruitment strategies, including staffing. Activities supported by the
MREG included, but were not limited to: salary support for a minority outreach coordinator,
participant gas and parking reimbursement, minority recruitment materials, recruitment
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advertisements in local media, food and supplies for recruitment meetings and postage for
mass mailings.

To determine whether MREG funding impacted African American and overall accrual, a
post hoc analysis was developed to compare accrual between sites that ever received an
MREG (MREG sites) and sites that were not awarded or did not apply for an MREG (non-
MREG sites), and to compare accrual rates within MREG sites before and after funding. The
analysis had to take into account the varying lengths of accrual between sites and the small
proportion of MREG sites to non-MREG sites. It also had to accommodate varying funding
dates for MREG sites and establish a similar time frame for non-MREG sites, to enable
comparison between the groups and to account for accrual trends over time. To accomplish
this and make comparisons between sites more manageable, we measured accrual using a
weighted monthly average and examined the average monthly accrual rates and the total
average monthly accrual. To simplify the analyses, we did not consider the amount of
funding each site received but only the event of having received MREG funding. We also
did not attempt to compare MREG sites with groups of “similar” non-MREG sites, due to
the lack of available data to define “similar” sites.

To establish a reasonable and equitable time frame for comparisons, we divided the overall
accrual period into two periods: pre- and post-funding. For MREG sites, the funding date
was determined by the month of first MREG funding and is unique to each site. For all non-
MREG sites, November 2002 was used because all the initial MREG sites had received their
grant funds by this time.

The accrual start date was specific to each site and is the month the site randomized its first
participant to SELECT, between August 2001 and April 2004. All sites were assumed to
continue accrual until June 2004. Seventy-two percent of sites initiated accrual in 2001 and
22% in 2002. The overall median accrual time was 33 months, with a range of 3 to 35
months.

We calculated the average monthly accrual for each group, MREG and non-MREG, African
American and total, for each time period: pre-MREG, post-MREG and overall. Total
average monthly accrual for a specific group is calculated as the sum of the average monthly
accrual across sites for a particular period.

Study Sites Funded for the First and Second MREG

Although all SELECT sites were allowed to apply for the first MREG award, only 32
SELECT sites (<10 %) responded to the first RFA; 11 grants were awarded in this round of
funding in mid-2002. At the time the first RFA was announced, 367 active SELECT sites
had accrued 10,671 participants, of which only 11% were African American. Other minority
accrual was on track and stayed on target for the remainder of accrual. After the MREG
program was implemented and when overall SELECT accrual reached 23,000, African
American accrual was 14%, still below the 20% target. Therefore the NCI awarded SELECT
additional funding to issue another RFA. As a result of this second round of funding, seven
existing MREG sites and four new sites were awarded MREGs in mid-2003. When accrual
closed in June 2004, SELECT had 35,533 participants, of which 14.9% were African
American. In summary, 15 sites received a combined $1.1 million in grants over two years
to increase African American and other minority accrual. The award dates, types of sites and
award amounts for all MREG sites are shown in Table 1.

Clin Trials. Author manuscript; available in PMC 2014 March 17.



1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Cook etal.

Page 5

Table 2 presents African American recruitment performance for individual MREG sites
before and after receipt of MREG funding. Each MREG site is unique, in months spent
accruing before and after receiving the MREG award, number of participants and the
number and percent of African American recruits. Nearly all MREG sites increased both
their percent of African American accrual and the average number of African American
recruits per month. Sites 2, 11 and 15 already had large percentages of African American
recruits prior to receiving the MREG. These sites received the MREG to maintain their
overall recruitment rates while maintaining their high percentages of African American
recruits; it was not expected that the percentage of African American recruits at these sites
would increase. Site 7, the largest MREG site, had access to large populations of African
American and Hispanic men, and it was expected to maintain its rate of recruitment but
increase the percentage of both African American and Hispanic recruits. The actual outcome
was that the total accrual rate increased without increasing the rate of African American
accrual.

A comparison of the accrual data for MREG and non-MREG sites is presented in Table 3.
Data are shown for overall accrual, as well as accrual before and after the time of initial
funding. Accrual figures are presented as totals for the various accrual periods and as
monthly averages.

The 15 MREG sites accrued 4,507 participants with 1,266 African American participants.
The average monthly African American accrual rate for these sites was 27.2% prior to
funding and 31.5% after funding, an increase of 4.3%. The 412 non-MREG sites accrued
31,026 participants with 4,029 African American participants. The average monthly African
American accrual rate for these sites was 11.0% prior to funding and 14.6% after funding,
an increase of 3.6%. The MREG sites increased their total and African American accrual
rates post-funding, and the non-MREG sites had decreased accrual rates.

Figure 1 shows the cumulative accrual for MREG and non-MREG sites, total and for
African American accrual alone. In general, overall accrual for MREG and non-MREG sites
is fairly steady throughout the accrual period; however, there are some important inflection
points, denoted by vertical lines on the graph. Initial accrual at MREG and non-MREG sites
was very swift, from the time the study opened to around April 2002. After this time, accrual
slowed down for all sites. The MREG sites show a greater decrease than non-MREG sites
after April 2002, but then accrual for these sites increased again after August 2002, about the
time that many of them received their first round of MREG funding. All sites show a jump
in accrual shortly before the study closed to accrual, reflecting the timing of the
announcement in March 2004 that the study would close to accrual in June 2004. The
MREG sites showed a jump in overall accrual starting in January 2004 that persisted until
June 2004, due in part to increased recruitment at Site 7.

African American accrual was also generally steady throughout the accrual period for both
MREG and non-MREG sites, with accrual patterns similar to overall accrual with one
notable exception in non-MREG African American accrual. Although the proportion of
African American participants at non-MREG sites increased after November 2002, it
appears that the number of African American participants accrued over time remained
constant. Like overall MREG accrual, MREG African American accrual slowed down after
April 2002 and picked up after August 2002. The last few months of accrual shows a very
high African American accrual rate for the MREG sites, while the non-MREG sites” African
American accrual is steady to the end.

We estimated the additional African American participants accrued due to MREG funding
to be between 150 and 530 participants. The low estimate is derived from Table 3, using a
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“by the numbers” approach. Figure 1 provides additional information, showing a marked
decrease in accrual for the MREG sites in the four months prior to August 2002, which is
the period just before most MREG sites received their first grant. Had the sites not received
grant funds, they may have continued to accrue at this lower rate. If so, the MREG resulted
in up to 530 additional African American participants accrued. Similarly, we estimated the
total participants accrued due to MREG funding to be between 960 and 1200.

Discussion

Assuming that accrual patterns for the MREG sites would have been similar to those for the
non-MREG sites had they not received funding, the MREG sites increased African
American accrual when compared to non-MREG sites. The funding allowed the MREG sites
to accrue between 150 and 530 additional African American participants and 960 to 1200
additional participants overall than if they had not received funding. While MREG sites
were chosen for their ability to recruit African American participants, not all of them
increased African American accrual; some MREG sites used the funds to maintain accrual
or even continue accruing. Although SELECT did not meet the target of 20% for African
American accrual, the MREG sites did contribute to the final African American accrual rate.

When non-MREG accrual slowed down around April 2002, non-MREG African American
accrual remained steady. If overall accrual had not been so rapid, SELECT may have
gradually increased African American accrual, although not to the 20% level. MREG sites,
however, showed a greater drop in overall accrual than the non-MREG sites and a slight
decrease in African American accrual between April and August 2002. This may indicate
that their existing financial resources were being depleted and they were unable to continue
their recruitment efforts in the absence of assistance. Had the MREG not been available,
these sites likely would have made a reduced contribution to African American accrual.
Starting approximately August 2002, the MREG sites’ accrual increased, corresponding to
the time that many first-round MREG funds were available.

The effectiveness of the MREG on African American and total recruitment varied among
the MREG sites. Most sites increased their percents of African American recruits, but a few
accrued smaller proportions of African Americans. Some sites which initially had over 90%
African American recruits maintained their percentages. The wide range of strategies
employed at the various MREG sites may also account for some of the variation in MREG
site recruitment results. Additionally, the largest MREG site focused on Hispanic
recruitment and did not significantly improve African American recruitment after receiving
MREG funding, even though its stated intent was to increase both Hispanic and African
American accrual.

MREG funding was implemented after the trial was open and sites were actively accruing
participants, which may have contributed to fewer than expected numbers of sites applying
for an MREG. Most sites would have established their staff assignments to SELECT and
budgeted funds and time commitments accordingly. In addition, a number of sites
experienced delays in receipt or access to funding within their own administrations, which
resulted in further hiring and implementation delays. These data lend further support for
initiating minority recruitment strategies before trial activation and implementing them at
the onset of accrual, which would enable sites to take full advantage of the additional
support.

Some of the barriers to implementing African American recruitment plans reported by
MREG sites include the above-mentioned funding and staffing delays, the absence of staff
during summer vacation season, staff illness, possible participant distrust of clinical trials
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and the additional time required to recruit African American men. Sites also reported they
saw men who came to screenings but lived outside the SELECT study site area as well as
large numbers of African American men who came for prostate cancer screening but were
too young to be eligible for SELECT.

A portion of the increase in overall recruitment among the MREG may be due to
implementing multiple African American recruitment strategies that promoted prostate
screening and SELECT. These include: SELECT Sunday, a faith-based strategy that kicked
off in November 2003; African American media personalities participating in limited media
spots; and a barbershop initiative preceding the release of the movie, Barbershop 2 that
opened February 6, 2004. Although we are unable to determine how these strategies
individually contributed to the increased rate of recruitment that occurred among the MREG
sites it is likely due to a combination of these new initiatives and the MREG funds.

The general strategy of providing additional funding to selected sites for the purpose of
recruiting in the African American population was modestly successful for SELECT. As a
group, the MREG sites demonstrated both the willingness and potential resources necessary
to increase African American recruitment; most of them already had better than average
African American recruitment prior to receiving MREG funds and then increased African
American accrual after receiving MREG funds. The additional funds allowed these sites to
maintain or increase their African American accrual. Further analysis of the specific
strategies implemented at the site level to determine which strategies were successful will be
in a subsequent paper.
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Site No. Typeof Site? 1% MREG 2 MREG Total Funds
Funding Date Funding Date
1b Academic Center July 2002 July 2003 $100,000
ob Academic Center July 2002 July 2003 $100,000
3 Cancer Program July 2002 July 2003 $100,000
4 CCC July 2002 July 2003 $100,000
5 VACSP July 2002 July 2003 $100,000
6 Academic Center July 2002 $50,000
7C Academic Center July 2002 $50,000
8 Academic Center July 2002 $50,000
9 Cccop August 2002 August 2003 $100,000
10 VACSP September 2002 | September 2003 $100,000
11b MBCCOP October 2002 $50,000
12 Cancer Program April 2003 $50,000
13 CCopP April 2003 $50,000
14 Academic Center August 2003 $50,000
15b Community Health Center August 2003 $50,000
TOTALS: 11 MREGS 11 MREGs $1,100,000
Notes:

aAcademic Center: Facility is also involved in higher education and research.

Cancer Program: Facility that has a cancer program, may or may not be an academic center, not an NCI designated Cancer Center or
Comprehensive Cancer Center.

CCOP: Community Clinical Oncology Program. A large network that allows community physicians to participate in NCI sponsored clinical cancer
trials.

CCC: Comprehensive Cancer Center. NCI designated cancer center that has research activities in each of three major areas: laboratory, clinical,
and population-based research, with substantial transdisciplinary research that bridges these scientific areas. The CCC must also demonstrate
professional and public education and dissemination of clinical and public health advances into the community it serves.

Community Health Center: Facility that provides public health services.

MBCCOP: Minority - Based Community Clinical Oncology Program allows racial and ethnic minority cancer patients to have access to quality
medical care in their own communities.

VACSP: Department of Veteran Affairs Cooperative Studies Program. Department of Veterans Affairs provides medical care to veterans and their
family members.

Site had a large percentage of African American recruits pre-MREG. MREG was awarded to maintain already high African American
recruitment.

Large site with access to large numbers of Hispanic and African American recruits. MREG was awarded to enhance both African American and
Hispanic recruits.
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