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ecruitment, particularly minority accrual,

is the Achilles heel of research (Mills et al.,

2006; U.S. Department of Health and Hu-

man Services, 2000). Accrual to national

cooperative clinical trials is 5%—10% (Pep-
percorn, Weeks, Cook, & Joffe, 2004), and accrual to can-
cer control and behavior studies ranges from 14%—41%
(Carlson, Speca, Patel, & Goodey, 2004; Keyzer et al.,
2005; Linden et al., 2007; Margiti et al., 1999; Motzer,
Moseley, & Lewis, 1997; Ott, Twiss, Waltman, Gross, &
Lindsey, 2006; Richardson, Post-White, Singletary, & Jus-
tice, 1998) with few exceptions (Gil et al., 2006). African
American participation in studies usually is 5% or less
(Bakitas et al., 2009; Blacklock, Rhodes, Blanchard, &
Gaul, 2010; Dirksen & Epstein, 2008; Powell et al., 2008).
Although multiple and costly efforts have been insti-
tuted to increase accrual, researchers still are challenged
to meet sample size requirements for their studies. Mul-
tiple barriers, such as patient, clinician, system, and trial
design, have been cited as contributing to an inability
to reach recruitment goals (Advani et al., 2003; BeLue,
Taylor-Richardson, Lin, Rivera, & Grandison, 2006;
Cudney, Craig, Nichols, & Weinert, 2004; Dancy, Wil-
bur, Talashek, Bonner, & Barnes-Boyd, 2004; Heiney et
al., 2006; Lichtenberg, Brown, Jackson, & Washington,
2004; Linden et al., 2007; Sears et al., 2003). In addition,
knowledge of the unethical research conducted dur-
ing the U.S. Public Health Service Tuskegee Research
Project syphilis study often is cited as a reason for non-
participation by African Americans (Brandon, Isaac,
& LaVeist, 2005; Corbie-Smith, Thomas, Williams, &
Moody-Ayers, 1999; Freimuth et al., 2001; Katz et al.,
2006, 2007; McCallum, Arekere, Green, Katz, & Rivers,
2006; Shavers, Lynch, & Burmeister, 2000, 2001, 2002;
Wasserman, Flannery, & Clair, 2007; White, 2005).
However, Heiney, Parrish, Hazlett, Wells, and Johnson
(2008) found that 68% of African American participants
felt that they received the same quality of health care
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Purpose/Objectives: To describe the Heiney-Adams Recruit-
ment Framework (H-ARF); to delineate a recruitment plan for
a randomized, behavioral trial (RBT) based on H-ARF; and to
provide evaluation data on its implementation.

Data Sources: All data for this investigation originated
from a recruitment database created for an RBT designed
to test the effectiveness of a therapeutic group convened
via teleconference for African American women with breast
cancer.

Data Synthesis: Major H-ARF concepts include social
marketing and relationship building. The majority of social
marketing strategies yielded 100% participant recruitment.
Greater absolute numbers were recruited via Health In-
surance Portability and Accountability Act waivers. Using
H-ARF yielded a high recruitment rate (66%).

Conclusions: Application of H-ARF led to successful re-
cruitment in an RBT. The findings highlight three areas that
researchers should consider when devising recruitment
plans: absolute numbers versus recruitment rate, cost, and
efficiency with institutional review board-approved access
to protected health information.

Implications for Nursing: H-ARF may be applied to any
clinical or population-based research setting because it
provides direction for researchers to develop a recruitment
plan based on the target audience and cultural attributes
that may hinder or help recruitment.

as other ethnic groups and only 38% were aware of
the Tuskegee Research Project. In addition, policies
emanating from the Health Insurance Portability and
Accountability Act (HIPAA) have hampered recruit-
ment (Bowen et al., 2007; Rusnak, 2003).

Factors have been identified that influence minority
participation in cancer research, particularly women and
African American populations (Brown, Fouad, Basen-
Engquist, & Tortolero-Luna, 2000; Outlaw, Bourjolly, &
Barg, 2000; Shaya, Gbarayor, Yang, Agyeman-Duah, &
Saunders, 2007). Most of the literature focuses on les-
sons learned in recruitment for specific cancer control
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studies, including randomized trials, rather than em-
pirical data. A few studies tested specific interventions
to delineate the most effective strategies (Ashing-Giwa,
1999; Hutchinson et al., 2003; Tworoger et al., 2002; Wat-
kins-Bruner et al., 2004); however, not all were cancer
studies (Aredn, Alvidrez, Nery, Estes, & Linkins, 2003;
Escobar-Chaves, Tortolero, Masse, Watson, & Fulton,
2002; Heinrichs, 2006; Lee, McGinnis, Sallis, Castro, &
Chen, 1997; Levkoff & Sanchez, 2003; Lewis et al., 1998).
Only one report provided an untested conceptual model
along with suggestions for recruitment (Brown, Long,
Gould, Weitz, & Milliken, 2000); therefore, researchers
critically need a framework from which to develop and
evaluate recruitment plans (Ashing-Giwa, 1999; Brown,
Fouad, et al., 2000; Campbell et al., 2007; Levkoff & San-
chez, 2003). The purpose of this article is to (a) describe
the Heiney-Adams Recruitment Framework (H-ARF);
(b) delineate a recruitment plan for a randomized,
behavioral clinical trial based on H-ARF; (c) provide
evaluation data on its implementation; and (d) discuss
results and recommendations for future research. This
article provides data from the 88 patients recruited to a
randomized, behavioral intervention trial for African
American patients with breast cancer.

Heiney-Adams Recruitment
Framework

H-AREF (see Figure 1) evolved from the development
of a recruitment framework for a cancer control study,
an extensive review of the recruitment literature, the au-
thors’ clinical and research experience, and examination
of recruitment barriers (Heiney, Adams, Hebert,
& Cunningham, 2005; Heiney et al., 2006, 2010;
Heiney, Wells, & Johnson, 2008). H-ARF combines
relationship building and social marketing. For
clarity, the authors have separated the two ap-

segments, use of media, and production of materials
(Manoff, 1985).

Relationship Building

Relationship building, based on person-centered coun-
seling theory, is the creation of a trusting bond between
the research staff and the patient and family (Corey, 2001;
Cross & Cross, 1998; Overholser, 2007). This same bond is
important in professional and principal investigator rela-
tionships. Neither are therapeutic relationships; instead,
in both cases, the aim is to have a sense of ownership and
affiliation with the research project and team.

The main premise of relationship building with pa-
tients is (a) the staff project an “I-thou” attitude, (b)
staff are empathetic to the patient’s situation, and (c)
staff are genuine in communications. The goal is to
establish communication with the team that feels safe
(i.e., the patient’s personhood is respected and his or her
thoughts are important). Also, the interaction encour-
ages questions and requests for more information. This
approach avoids coercion and allows the patient to feel
supported whether agreeing or declining to be enrolled
(Overholser, 2007). At the same time, the likelihood of
participation in the research study increases because the
patient begins to make a personal connection with the
research team. Relationship building has been estab-
lished as critical in the African American population to
increase trust (Ashing-Giwa, 1999; Dancy et al., 2004;
Qualls, 2002; Watkins-Bruner et al., 2004).

The main premise of the professional and principal
investigator relationship is that each has common goals
which can be attained by working cooperatively. For

proaches. However, overlap occurs, particularly
as the project progresses. Relationship building
and social marketing have reciprocal influences,
strengthen and support each other, and are cu-

mulative over time. These effects may confound
evaluation of individual approaches.

Social Marketing

Social marketing in research is the use of
traditional marketing strategies to influence

Relationship
Building?
Consumer and
Recruiter professional
advocates
Social Marketing
Participant
y > African American |« STORY circle
Products
Media
Princi Activities
. rmqpal Past research
Investigator .
participants
Professional

attitudes and stimulate action in target groups

(Hastings & McDermott, 2006; Lewis et al., 1998;
Keyzer et al., 2005; Watkins-Bruner et al., 2005).
Feedback from the community and attention to

Includes equality, acceptance, genuineness, and trust
STORY—Sisters Tell Others and Revive Yourself

cultural issues are essential in designing social
marketing strategies (Coleman et al., 1997).
Social marketing includes development of the
marketing message, identification of market
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Figure 1. Heiney-Adams Recruitment Model

Note. Based on information from Airhihenbuwa, 2000; Brown, Fouad, et al.,
2000; Cross & Cross, 1998; Gordon et al., 2006; Heiney et al., 2006; Manoff,
1985; Overholser, 2007.
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example, a common goal might be to improve the health
of the citizens of the community, particularly people ex-
periencing health disparities. This can even be achieved
in private practice settings in which the research team
provides cutting-edge research that would be more ap-
pealing to a consumer. The focus is on mutual gain, not
competition among healthcare providers. The hospital
can include accrual to the study in accreditation reports,
and the benefit to the principal investigator is to increase
the pool of potential patients for recruitment.

Summary and Recruitment-Related Procedures

The major aim of this randomized trial was to test the
effectiveness of a therapeutic group via teleconference
called Sisters Tell Others and Revive Yourself (STORY)
for African American women with breast cancer. The in-
tervention group participated in eight weekly tele-con-
ference sessions followed by two booster sessions that
were two weeks apart. The control group underwent
standard psychosocial care. The women completed three
assessments (pretest, post-test I, and post-test II) in their
homes or at a location of choice. Study participants re-
ceived a thank-you gift at each assessment (such as a gift
card from a local store or a small gift) and inexpensive
thank-you gifts throughout the time they were enrolled.
The authors recruited in replicate sets, or “waves” of
subjects, with no more than 20 participants per wave
so that the intervention group would have no more
than 10 patients. Eligible participants were U.S. born,
English speaking, African American women older than
21 who were diagnosed with invasive ductal carcinoma,
including medullary, colloid, and tubular subtypes,
whose treatment will be or has been excision biopsy or
lumpectomy with adjunctive treatment (radiation and /
or chemotherapy). Patients were at least 184 days from
the month of diagnosis. Participants were excluded if
they exhibited psychosis or major cognitive impairment,
had a past diagnosis of breast cancer or past or current
diagnosis of other types of cancer (except basal cell or
squamous cell of skin), or were participating in another
behavioral clinical trial. The authors enrolled patients
from 2006—2008.

The study was approved by the authors’ institutional
review board and the institutional review boards of
community partners because recruitment efforts were
statewide. The overall recruitment plan was included in
the institutional review board protocol and detailed in the
standard operating protocol manual. For this article, the
authors submitted a protocol amendment to the institu-
tional review board that detailed the plan for examining
recruitment data. The amendment was approved.

Social Marketing Plan

Knowledge of the target audience and an under-
standing of its culture are essential to successful social
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marketing (Qualls, 2002). In laying the groundwork for
patient recruitment, the authors consulted extensively
with the African American community through patient
and professional advisory committees. This core group
chose the colors and logo design and endorsed the
STORY acronym as the study name. In addition, the
authors obtained feedback from a variety of African
American consumer advocates and public relations pro-
fessionals. The authors were very deliberative in build-
ing community and state support by involving hospital
staff, politicians, church leaders, and others to help the
authors tell the story of STORY. Also established was
the STORY circle, an informal network of 98 volunteers,
primarily African American women from health agen-
cies, law firms, and churches who distributed STORY
materials to churches and the community.

The authors deliberately chose words with STORY
that reflected African American spirituality and story-
telling, both strong features in the African American
culture. These resonated with the African American
community, helped increase public awareness of the
project, and laid the groundwork for the recruiters.
Also, the study’s marketing message addressed lack of
trust and knowledge of the Tuskegee Research Project
as possible factors that might decrease participation in
the study; therefore, many recruitment pieces carried
the tagline, “Our story is an open book.”

After the groundwork was completed, the authors
focused on the three social marketing components:
materials, media, and activities. Recruitment materials
were developed and refined over time with new ones
being created in response to patient and professional
feedback. New material development was guided by
the model. In all of the pieces, the authors used plain
language and other low-literacy principles (such as
color and white space) because the target audience has
a known low literacy rate. Marketing pieces included
(a) a poster for an acrylic stand with a pocket to hold
self-addressed, postage-paid return cards; (b) a tri-fold
brochure with return card; (c) a small and large flyer;
and (d) a recruiter introduction flyer. Education pieces
for the general public and professionals included a book
mark and a fact sheet which evolved into a frequently
asked questions format. The key recruitment piece, the
tri-fold brochure, also included testimonials (originally
from key community leaders and, later, from patients).
The authors emphasized the personal availability of the
staff using a special e-mail address, toll-free telephone
number, and a dedicated voicemail to increase acces-
sibility.

The authors worked with media outlets to place pub-
lic service announcements and appeared on numerous
radio talk shows and special television programs on
breast cancer. Also, reporters for newspapers through-
out the state were contacted in an effort to place human
interest stories with quotations from patients involved
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Table 1. Reasons for Ineligibility

Reason n %
Mastectomy 148 37
Diagnosis other than invasive ductal carcinoma 115 29
Diagnosed more than six months out 46 12
Not African American 41 10
No adjuvant treatment 11 3
Previous other type of cancer 9 2
Previous breast cancer 8 2
No surgical therapy 6 2
Major cognitive impairment 5 1
No cancer 4 1
Unable to assess 2 1

N = 395

in the project. Every effort was made to feature the com-
munity partner in the article. Five articles appeared in
newspapers.

During the three years of the study, the authors par-
ticipated in numerous activities to build community
and demonstrate reciprocity, two strong cultural values
that often were missing in past research with African
American populations. These activities were designed
to promote the project in the community and increase
visibility, name recognition, and credibility. Activities
included mailing brochures to 3,800 African American
RNs in the state, making 6,386 contacts through booths
or presentations at African American health fairs, placing
more than 100 acrylic posters with reply cards in diagnos-
tic and treatment facilities, and distributing information
packets to Look Good . . . Feel Better® participants.

Relationship Building

Several activities were involved in establishing a
trusting bond between each potential subject and the
research team. These included, if

cruiter kept the initial call brief and obtained permission
to call back later to discuss the study.

Sources of Data

Data used for this publication originated from self-
referrals, community partner referrals (including phy-
sicians), and contact information through the HIPAA
waiver mechanism (U.S. Department of Health and
Human Services, 2002). HIPAA regulations provided
researchers with access to patients’ protected health
information through several mechanisms (Bowen et al.,
2007). One mechanism, the waiver, allowed the researcher
to obtain information about the patient without having
a signed authorization from the patient. This waiver is
granted through privacy board and/or institutional re-
view board if provision of information involves no more
than minimal risk to the privacy of individuals. With a
HIPAA waiver, lists of all potentially eligible patients at
an institution could be released to the investigative team
for contact to assess interest in participation.

All data were entered into a recruitment database for
tracking patients throughout the recruitment process.
This procedure was described in the institutional review
board application and study protocol and was approved
prior to study initiation.

Recruitment Results

The overall pool consisted of 551 patients. Of the 551,
19 (3%) could not be contact and 4 (1%) were deceased.
Of the 528 remaining patients, 395 (75%) were ineligible
(see Table 1).

Of the remaining 133 patients, 31 (23%) refused
prior to screening and 14 (11%) refused after screening.
Reasons for declining to participate included 25 (56%)

appropriate, a cover letter from
the principal investigator, the Pool One Pool Two Pool Three Recruited
physician, or agency staff, and 551 >28 133 88
study brochures and flyers. In | ¢
all interactions, recruiters ap-
proached the participants in a Deceased Not Eligible
genuine and empathetic manner. 4 395
The script for all telephone calls |
emphasized being patient-focused
-, h . No Contact Refused Refused
and sensitive to issues of time, g s
. . T 19 Pre-Eligible Post-Eligible

fatigue, and family obligations. 31 14
Recruiters inquired about the o v T~
patients” well-being prior to dis- N Missed Unable &

. . [0} 1SSe nable to
cussions about .the pro]ect..They Phone 3 Reconnect
empathized with the patients’ 6 10
experiences and listened in a re-

spectful manner. Depending on
the patient’s situation, the re-

Figure 2. Recruitment Flow Chart Demonstrating Patient Loss From Pool
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saying they were not interested, 12 (27%) saying they
were too busy, 6 (13%) citing scheduling conflicts, and
2 (4%) saying they were too ill. Eighty-eight of the 133
patients were recruited, yielding a recruitment rate of
66%. The results are illustrated in Figure 2.

Results of Social Marketing

Data from self-referrals provide beginning evidence
of the effectiveness of social marketing for recruitment.
This information is detailed in Table 2.

Results of Relationship Building
With Participants and Community Partners

Access to potential participants was specific to the
partner site and institutional review board approval
(see Table 3). At the three sites where the authors had
access via HIPAA waiver to all potentially eligible
patients (n = 426), the actual numbers recruited were
much greater (ranging from 7-35) and the recruitment
rate was reasonably high (50%—67%). Although the rates
were better when patients were prescreened (67%-100%),
the absolute number of patients accrued was higher with
the waiver.

Discussion

Application of H-ARF led to successful recruitment,
as demonstrated by STORY. The findings highlight three
areas that researchers should consider when devising
recruitment plans: absolute numbers versus recruitment
rate, cost, and efficiency with HIPAA waiver. However,
the model remains a work in progress. Additional clarity
is needed in the operational definitions, and outcome
measures should be refined. The work is an early effort
to develop the model and describes its use and evalua-
tion in one study.

When considering findings in Tables 1-4 collectively,
recruitment rates were the lowest for the institutions
that granted a HIPAA waiver; however, the authors

Table 2. Responses to Social Marketing

noted that they actually recruited the largest number of
participants from these sources. This highlights the need
for researchers to consider not only recruitment rates for
their various recruitment plans, but also the absolute
numbers each source is expected to yield. The researcher
must weigh the benefits and drawbacks for the various
plans and make an informed decision that will yield the
most efficient and cost-effective method. Unfortunately,
this is not always clear-cut because interplay often ex-
ists between the various methods. For example, social
marketing techniques increase study visibility and name
recognition, which yield lower absolute numbers but
could ultimately impact recruitment rates for any loca-
tion. In addition, the authors would have preferred a
waiver at all sites, but unwillingness from physicians,
institutions, or institutional review boards precluded
using this approach at all locations.

On initial evaluation, the least expensive approach with
the greatest yield is the use of HIPAA waiver. However,
in a research-naive environment, the authors cannot com-
fortably recommend this as a sole approach and would
expect recruitment efforts without social marketing to be
abysmally low. The general population has been poorly
educated about clinical trials and behavioral studies and
is potentially more distrustful, particularly African Amer-
icans. In addition, the population’s known low literacy
rate increased the importance of word-of-mouth market-
ing and presentations to increase knowledge about the
project. Analysis of the impact of health fairs, posters, and
other social marketing activities was beyond the scope of
the current project. No data exist on motivation for social
marketing responses or population baseline knowledge of
research. Market researchers encountered similar issues
when trying to determine the impact of an ad campaign.
In seven waves, the authors obtained a total of eight
patients through social marketing techniques. This rep-
resented 3% of the total planned sample (n = 240) for the
study. Of the social marketing techniques, self-addressed
return postcards attached to brochures or in a pocket
with a poster yielded good results (25 of 39 responses).
Printing of the posters
and cost of the acrylic
stands was less than $5

Pool No Pool Not Pool Eligible each, but the staff time
Variable One* Contact Two® Eligible Threec Recruited %Y and gas and mileage
Newspaper story 3 _ 3 3 _ _ _ to place them across
Other 11 - 11 10 1 1 100  the state was expen-
Small poster with self-addressed, 14 1 13 12 1 1 100 sive. If this method
postage-paid return cards in. th
Trifold brochure with tear-off 11 - 11 9 2 2 100 were used again, the
return card authors would develop
Total 39 1 38 34 4 4 100  acoding system to de-

* Total contacts, including attempts
b Initial pool minus no contact

¢ Pool two minus not eligible
4Recruited divided by pool three
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termine exactly where
a woman received the
brochure or picked up
a return card from the
poster.
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Table 3. Recruitment by Referral Sources

Pool No Pool Not Pool Refused Refused Eligible
Referral Site One* Contact Two" Eligible  Three* Pre-Eligible  Post-Eligible Recruited!  %¢
Waiver
Site 1 (private practice) 180 7 173 121 52 10 7 35 67
Site 2 (teaching hospital) 197 5 192 145 47 13 4 30 64
Site 3 (medical center) 49 2 47 33 14 5 2 7 50
Release of information
with dedicated screener
Site 4 (university hospital) 84 4 80 68 12 4 8 67
Release with no dedicated
screener
Site 5 (medical center) 3 - 3 2 1 - - 1 100
Site 6 (medical center) 3 3 - 3 - 3 100
Best Chance Network 1 - 1 1 - - - - -
Total 517 18 499 370 129 28 17 84 65

2Total contacts, including attempts
®Pool one minus no contact

Pool two minus not eligible
4Pool three minus refused
¢Recruited divided by pool three

Print advertisements were very expensive. Ad place-
ment in African American—focused publications yielded
only one response, and that occurred a year after the
ad was placed. In contrast, articles in local newspapers
were free but involved staff time to meet with report-
ers, provide information, and provide consent for
patients to be interviewed. However, the articles built
good will with community partners. At a minimum,
social marketing techniques for this kind of study
should include an information brochure, a poster, and
newspaper articles. The authors do not recommend
paid media advertising; instead, placement of posters
in locations where patients are likely to see them (e.g.,
cancer boutiques, treatment areas, diagnostic centers)
was much more effective.

Results point to the need for additional relation-
ship building with hospitals and physicians to obtain
a waiver. Clear differences are present in recruitment
rates when comparing HIPAA waiver to release of in-
formation or social marketing. This suggests that, when
patients are approached by the treatment team, they
may be too overwhelmed to agree to be in the study.
However, if the communication to the patients occurs

Table 4. Comparison of Sources for Recruited
Patients

Referral Source n %
Waiver 72 81
Release of information with dedicated screener 8 9
Release with no dedicated screener 4 5
Social marketing 4 5

N = 88

Oncology Nursing Forum ¢ Vol. 37, No. 3, May 2010

in the privacy of their homes and at their convenience,
it may lead to higher recruitment rates and a sample
that is more representative of the population of patients
who would participate. This may be particularly true if
patients need more information or time to decide about
the study. In addition, the release of information may be
a burden on staff and may lead to some selection bias
about who is approached for the study.

In summary, H-ARF provides a testable model for
researchers developing or implementing a recruitment
plan. More research is needed on the social marketing
component, particularly regarding cost. Additional
ways to reduce barriers toward granting HIPAA waivers
should be explored.
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