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ORIGINAL REPORTS: CLINICAL TRIALS

RETENTION OF UNDER-SERVED WOMEN IN CLINICAL TRIALS: A FOCUS GROUP STUDY

More information is needed to understand
how women view their participation in clinical
trials. As part of the formative evaluation phase
of a 4-year National Cancer Institute funded
study, researchers associated with the ‘‘Com-
munity Retention Intervention Study’’ (CRIS)
conducted focus groups to identify additional
data on the underlying issues regarding the re-
tention and compliance of under-served wom-
en in clinical trials. Six focus groups were con-
ducted: 3 were age-based, and 3 involved par-
ticipants of the Women’s Health Initiative
(WHI) clinical trial component in Birmingham,
Alabama. A total of 62 women, between 18
and 87 years of age, participated in the ses-
sions: 79% were African-American and 52%
reported incomes below $20,000. The quali-
tative data analysis revealed that women were
more inclined to participate in a clinical trial if
they, or a family member, would benefit. Non-
compliance with study protocols was generally
a result of complications or unwanted side ef-
fects of treatments. Focus group data were
used to develop retention and compliance
strategies for the CRIS study. Findings suggest
that focus group data can be used effectively
to develop retention and compliance strategies
specific to under-served women. (Ethn Dis.
2003;13:268–278)
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INTRODUCTION

Federal recommendations highlight
the need to include special population
groups in clinical research,1 yet few
studies provide researchers with the as-
sistance necessary to meet the recruit-
ment and retention challenges posed by
these groups.2 The retention of special
populations throughout the duration of
clinical research trials remains a major
challenge, and requires special efforts
from the research team. Furthermore,
tracking non-compliant participants can
be very costly, especially in long-term
studies.3,4

General studies of retention and
compliance have found the characteris-
tics associated with non-compliance and
withdrawal to include: losing interest in
the study, not being assigned to the de-
sired treatment, being of older age, hav-
ing a lower educational level, being un-
employed, being a smoker, being fe-
male, being an ethnic/racial minority,
and having difficulties with transporta-
tion and child care.5,6 These studies,
however, were conducted with general
populations and were not minority- and
gender-specific. These associations,
while perhaps applicable to minority or
female populations, may not be the
most prohibitive of the everyday diffi-
culties many low income and minority
women face. One investigation that fo-
cused on women noted that the timing
of withdrawal suggested that the com-
plexity of study tasks was related to
dropout rates.7 A study on minority
women reported that the factors con-
tributing to dropouts in the interven-
tion group were socioeconomic status
and educational level. Those who stayed

with the study tended to be wealthier,
better educated, married, and em-
ployed.8

Studies addressing barriers to partic-
ipation have typically focused on re-
cruitment issues. To the extent that re-
cruitment and retention are inextricably
linked, barriers to recruitment have
been viewed as retention barriers as well.
It is not clear how barriers related to
retention (remaining in the study),
compliance (keeping study protocols),
and recruitment are related. In their re-
view of ‘‘the state of the art in recruit-
ing’’ for clinical trials, Swanson and
Ward reported that the major criticism
of recruitment scholarship has been its
descriptive nature and lack of detailed
information on how to increase diverse
population participation.2 Although
there has been a lack of data that sys-
tematically studied the barriers and the
strategies used to increase overall partic-
ipation of special populations, Swanson
and Ward identified 3 general categories
of barriers (eg, time and hassle, negative
personal and family attitudes, and in-
adequate evidence of benefits), and ad-
ditional barriers specific to minorities
(eg, knowledge of the Tuskegee Experi-
ment, mistrust, and economics).2 Based
on the results of recruitment studies,
strategies for retaining these special pop-
ulations have to be developed. Although
a loose configuration of designs, includ-
ing community, healthcare provider and
system, and individual and family mod-
els, have been moderately successful,
much remains unknown.9–14 According
to Swanson and Ward, the problem is
that researchers are not sure how and
why these designs work. Many of these
studies lack the detail and documenta-
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tion necessary to replicate research ef-
forts.2

This paper reports the focus group
findings of the Community Retention
Intervention Study (CRIS). The CRIS
project was funded by a grant from the
National Cancer Institute and included
a multidisciplinary and diverse research
team that included specialists in obstet-
rics and gynecology, preventive medi-
cine, public health, health promotion,
nursing, social psychology, and sociolo-
gy. As part of the formative phase of the
4-year study, focus groups were used to
address the lack of detailed information
about retention and compliance in clin-
ical research trials. Over the last 10
years, the advantages of using focus
group data in theory and practice of
health education have been reported in
the literature.15,16

The objective of CRIS was to eval-
uate the efficacy of a community-based
intervention strategy that was designed
to enhance low-income and minority
women’s retention and compliance in
cancer prevention trials. First, focus
groups were held to assess community
women’s attitudes, health beliefs, and
knowledge about clinical research. Sec-
ond, a collaborative relationship was es-
tablished with community leaders. A
peer support intervention program was
designed based on the Lay Health Ad-
visors (LHAs) and Community Health
Advisor Network (CHAN) models to
enhance the retention and compliance
of women targeted to participate in clin-

ical research trials. The focus groups
provided insights on how to retain the
CRIS target population: women partic-
ipating in the Randomized Trial on the
Clinical Management of Atypical Squa-
mous Cells of Undetermined Signifi-
cance (ASCUS), Low-grade Squamous
Intraepithelial Lesions (LSIL) of the
Uterine Cervix Trial at Birmingham
Clinical Center, and the ASCUS LSIL
Triage Study (ALTS).

METHODS

Six focus group sessions were con-
ducted during the formative stage of the
project. This method required selecting
a purposive sample that would generate
the most productive discussions on re-
tention and compliance.17 Targeted
women were invited by letter to attend
one of the 6 focus groups. The letter
explained the purpose of the study, the
focus group format, and that partici-
pants would receive a $15 gift certificate
as compensation for their time and trav-
el. Those who responded to the invita-
tion and agreed to participate in the fo-
cus group were sent a confirmation let-
ter with the time and a map providing
directions to the focus group meeting
place. Focus groups were held in a va-
riety of settings. The first 3 sessions
were held at enclosed rooms at 3 com-
munity centers. The final 3 sessions
were held in conference rooms at a
healthcare facility. Light refreshments
were served at each of the 6 sessions,
helping to create a social atmosphere in
which the women had the opportunity
to mingle and get acquainted.

Recruitment
Our Program Coordinator contacted

community agency representatives in
the target area and asked if they would
be willing to refer women to participate
in the focus groups. Our Coordinator
had extensive outreach experience with
community agencies in the area, and
had experience recruiting minority pop-

ulations in research projects. Of the 50
women who were referred from local
agencies and invited to take part in the
focus groups, 34 participated (68% re-
sponse rate). These women were recruit-
ed based on the similarity of their de-
mographic characteristics to those of the
clinical trial participants (CTPs) target-
ed for the CRIS project. Focus group
participants were low-income women
from the large urban area of southeast-
ern Birmingham, Alabama, and sur-
rounding counties. Each focus group re-
flected one of the 3 age cohorts of the
ALTS trial. Focus group 1 included 10
women between 35 and 55 years of age,
with a mean age of 40; the 11 women
in focus group 2 were between 18 and
34 years of age, with a mean age of 24
years; and focus group 3 included 13
women over the age of 55, with a mean
age of 73. The 34 women ranged from
18 to 87, with a mean age of 48 years.
Educational backgrounds varied: 27%
had not completed high school; 27%
had completed high school, and 46%
had gone on to receive further educa-
tional training. Most of the women
(73%) had children, were not currently
married (62%), were not employed
(70%), and had an income under
$20,000 (92%). All focus group partic-
ipants were African-American.

Data gained from the first 3 focus
groups indicated that more detailed in-
formation about retention and compli-
ance was needed. It was decided that
women with clinical trial experience
would be the best ones to provide this
type of information. Therefore, 3 addi-
tional focus groups were conducted with
women who were CTPs. The CTPs
were recruited from the longitudinal
randomized controlled trial from the
Birmingham clinical center of the
Women’s Health Initiative (WHI) study.
The WHI is designed to examine the
major causes of death and disability in
women, focusing on cardiovascular dis-
ease, cancer, and osteoporosis.18 The fo-
cus groups with WHI participants were
arranged so the women assigned to
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treatment and compliant (N525), treat-
ment and non-compliant (N525), and
control conditions (N525) would not
be in the same focus group.

Of the 75 WHI women invited to
the focus group sessions, 28 participated
(37% response rate); these participants
included 8 (32%) women from the
compliant group, 7 (28%) from the
non-compliant group, and 13 (52%)
from the control group. The CTPs were
between the ages of 53 and 81, with a
mean of 65 years. Educational back-
grounds varied: 25% had not completed
high school; 21% had completed high
school; and 54% had more than a high
school education. Most of the women
(79%) had children, were currently
married (61%), were not employed
(74%), and had incomes greater than
$20,000 (60%). Sixty-one percent
(61%) of the CTPs were African-Amer-
ican.

Focus Group Procedures
Prior to participation in the sessions,

women were given program materials
describing the purpose of their involve-
ment in the focus group. Consent forms
were explained and signed by the par-
ticipants before continuing. Those who
signed the consent form were asked to
complete a demographic data form be-
fore beginning the actual focus group
session. Any woman who asked for, or
appeared to need, assistance was helped
by one of the research assistants or pro-
ject investigators. After signing the in-
formed consent form and completing
the demographic data sheet, participants
were given a $15 gift certificate, which
marked the beginning of the discussion
session.

At each focus group meeting, partic-
ipants and members of the research
team sat around a rectangular table. The
facilitator began each session by describ-
ing the purpose of the study and dis-
cussing the basic ground rules (eg, that
all members’ comments were important
and that there were no right or wrong
answers to the questions) for the ses-

sions. Participants were informed that
they did not have to answer questions
they felt were not appropriate. They
were reminded of the confidentiality of
the study, and were also informed that
no names would appear in the tran-
scripts of the sessions.

Sessions were recorded using an au-
dio recorder and a directional micro-
phone placed in the center of the table.
Research assistants were present to ob-
serve the sessions, take notes, and han-
dle technical difficulties. Two of the in-
vestigators of the research project,
trained in the use of focus group tech-
niques and protocols, facilitated the ses-
sions. Facilitators also took notes at each
session. It should be noted that al-
though facilitators were provided infor-
mation about the WHI, they were not
involved in any way with the study.
Since it was anticipated that the focus
groups would include women from di-
verse racial and ethnic backgrounds,
members of the research team present at
all focus group meetings included both
African-American and White investiga-
tors.

The protocols and questions used in
the sessions were developed using the
methods outlined by Morgan17 and
Krueger.19,20 Items were developed to
elicit participants’ views without super-
imposing the cultural biases of the fa-
cilitators. Questions were open-ended
and kept as simple as possible. Care was
taken to word questions so they would
not create a bias. In order to establish
the clarity and utility of the items, the
initial set of focus group questions was
pilot tested on five women selected from
the community, with modifications
made according to suggestions.
Throughout each of the six sessions, the
facilitators used comprehensive probes
to fully explore the meaning of the re-
sponses. In addition to probes, partici-
pants were asked to tell how they felt
about specific terms, as well as to pro-
vide detailed information about their at-
titudes, beliefs, and actual experiences.

Focus group sessions began with a

general question regarding participants’
perceptions of the word, ‘‘research.’’
Subsequent inquiries were made about
clinical research trials, advantages and
disadvantages of participation in a clin-
ical trial, factors that might serve to de-
ter or promote participation, and
whether participants would seek advice
about participation in trials. One of the
questions dealt with the Tuskegee Study.
Additional questions and statements
were added to clarify participants’ re-
sponses. For example, a definition for
randomization was added to help wom-
en better understand questions about
randomization. Table 1 provides a list of
questions utilized to elicit responses
from focus group participants. Ques-
tions 11 through 17 were additional in-
quiries only asked of women participat-
ing in clinical trials to further clarify re-
tention and compliance issues. Table 1
also includes definitions of clinical trials
and randomization21 provided to the
women.

Data Analysis
Qualitative data were analyzed using

the methodology described by Miles
and Huberman, with the participants’
responses being transcribed and coded
independently by 2 researchers.22 After
the initial coding, the researchers iden-
tified patterns jointly. These were ana-
lyzed further and categorized into pat-
terns of responses. Throughout the anal-
ysis, data were organized using QSR
NUD.IST, a computer program that fa-
cilitates qualitative data analysis and al-
lows the investigators to explore the data
documents and record information
about them.23

Data analysis was an ongoing group
effort by the investigators and data col-
lectors, who met at regular monthly
meetings. Transcriptions of sessions
were reviewed by the facilitators and re-
vised to coincide with their notes. In
cases where it was difficult to determine
what was said on the tapes, team mem-
bers were consulted. If a reasonable re-
construction of the comments could not
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Table 1. Focus group questions and selected definitions used to elicit participants’
responses

Questions

1. Tell me what comes to mind when you hear each word: clinical research trial and randomi-
zation.

2. Would you be willing/interested to participate in a research study?
3. Would you be willing to participate in a clinical research trial?
4. What would make women like you feel comfortable about participating in a clinical research

trial?
5. What barriers do you think would keep women like you from participating in a clinical research

trial?
6. What would make women like you feel that you must stay with a clinical trial once it began?
7. What barriers to you feel would keep women like you from staying with a clinical trial once it

began?
8. What are some of the ways we could get more women to participate in and complete clinical

research trials?
9. Who would you talk to before you decided to be in a clinical trial?

10. Have you ever heard of the Tuskegee Study or Experiment?
11. How did you find out about the Women’s Health Initiative (WHI) study?
12. What has it been like to be in the study?
13. What do you like best about taking part in the study?
14. What do you like least about taking part in the study?
15. Would you be willing to participate in a study similar to this one in the future?
16. What would be some reasons for stopping or dropping out of a study?
17. What would you say are one or two things that would improve the study?

Note: Questions 11 through 17 were additional items asked of WHI participants referred to as clinical trial
participants (CTPs).

Clinical research trial: refers to studies that evaluate different ways to prevent or treat a disease, such as heart
disease or cancer. These are studies in which patients with similar traits, for example the same type of cancer,
are selected by chance, to be placed in separate groups that are comparing treatments.21

Randomization: being chosen or selected by chance to be placed in separate groups that are comparing different
treatments.21

be made, then the statement was left
blank. The investigators had in-depth
knowledge of the data, since they col-
lected it.

Each transcript was read in its en-
tirety to get a sense of the whole. Indi-
vidual units in the form of responses to
questions or themes from each tran-
script were identified and coded, using
the participants’ own words whenever
possible. Similar codes were clustered
and given an initial category label. Data
collection and analysis took place in
concert, and, as additional data was an-
alyzed, comparisons resulted in the re-
vision of codes and categories. Through
ongoing analysis, the concrete language
of the codes was transformed into more
conceptual terms. After analysis of the
total data set, larger themes encompass-
ing the categories were identified and
described.

Limitations
As with much research utilizing fo-

cus groups, this study had shortcom-
ings. The major limitation centers
around the sampling procedure. Re-
cruitment of the women for the focus
groups was based on a written invita-
tion, rather than on personal contact.
Personal contact with potential focus
group participants could have identified
and reduced potential barriers and lo-
gistical problems (eg, transportation,
child care needs, and location), and clar-
ified any questions community women
may have had, thereby increasing partic-
ipation. A second limitation of the sam-
pling procedure utilized concerns the fi-
nal group of women who actually at-
tended the focus group sessions. Back-
ground characteristics of the 2 groups of
women were quite different. Overall,
age based participants (ABPs) were

about 15 to 20 years younger than
CTPs, but were similar to the target
population of the CRIS project. The
ABPs were more likely than CTPs to
have young children; fewer ABPs had
completed college; ABPs reported lower
family incomes, and were more likely to
be working than CTPs; and CTPs were
2 times more likely than ABPs to be
married. Although characteristics of the
CTPs were consistent with women who
generally remain in clinical trials,8 char-
acteristics of the ABPs were consistent
with women who typically are non-
compliant and tend to withdraw from
trials.5,6,8 These sampling issues, there-
fore, need to be considered when inter-
preting the findings, especially since the
compliant and non-compliant groups
were both under-represented in the fo-
cus group sessions. Nonetheless, the 6
focus groups provided a unique oppor-
tunity to look at issues of retention and
compliance from the perspective of
women whose clinical trial experiences
ranged from some level of involvement
to none.

RESULTS

Age Based Focus Groups
Table 2 presents the age-based focus

group participants’ responses to ques-
tions concerning their attitudes about
participation in research and clinical tri-
als. Overall, a majority of the women
indicated that they were aware of re-
search studies, but unable to differenti-
ate between clinical trials and other
types of research studies. Several women
knew the names of particular studies,
and a few reported participating in a
study. None of the women reported par-
ticipation in a clinical trial. A larger pro-
portion of the elderly women (85%),
compared to the middle-aged (60%)
and younger (55%) women, were aware
of research/clinical studies.

When asked if they would be willing
to participate in a clinical trial, about
80% of the women said they would not.
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Table 2. Comparison of women’s responses to directed questions among age-
based focus group participants

Responses

Young
(M524 years)

%

Middle-aged
(M540 years)

%

Elderly
(M572 years)

%

Aware of clinical trials (N511)
55

(N510)
60

(N513)
85

Favorable to clinical trial participation in
general

(N511)
36

(N510)
30

(N513)
0

Favorable to clinical trial participation un-
der certain conditions (ie, must receive
the treatment not the placebo, have
the disease under study, be provided
all valid information about the study,
not be pregnant)

(N511)
82

(N510)
60

(N513)
92

Most important person giving advice
God/prayer
Family member
Health provider

(N510)
10
50
10

(N54)
0

50
25

(N512)
50
17
17

Faith based provider
Attorney/lawyer
Trial participant
Researchers/information

0
0

10
20

0
25
0
0

17
0
0
0

Benefits of clinical trial participation
Cure of treatment of disease
Information to pass on
Free medication
Other incentives (ie, money, gifts,

childcare, transportation)

(Nr511)
36
36
9

18

(Nr59)
67
22
11
0

(Nr513)
38
15
23
23

Barriers to clinical trial participation
Harmful or dangerous procedures
Negative actions and/or impressions of

research or health team
Boring and time consuming tasks
Lack of incentives

(Nr514)
43
0

14
43

(Nr510)
40
50

10
0

(Nr511)
27
45

27
0

N5number of women; Nr5number of responses given.

The women were quick, however, to
clarify their responses. The vast majority
in each age group indicated that they
would be willing to participate in a clin-
ical trial under certain conditions. Sur-
prisingly, 92% of the elderly women
stated that they would participate if the
conditions were right. Key to partici-
pation for the middle-aged and elderly
was their either having a family history
of the disease in question, or having the
disease themselves. In either of these sit-
uations, they considered that they had a
vested interest in participation. They
also noted, however, that even if they
had the disease, they did not want to be
a ‘‘guinea pig’’; rather, they wanted to
know that they were receiving the treat-

ment and not the placebo. In addition,
they wanted to make sure that they had
all the information concerning the risks
and potential side effects associated with
their involvement in the study. The
young women were more concerned
about risky treatments and side effects,
because they were in their childbearing
years and feared treatments if they were
pregnant.

When asked, ‘‘What would make
women like you feel comfortable about
participating in a clinical research trial?’’
focus group members stated that they
would seek guidance from a variety of
sources before deciding whether they
would participate. Fifty percent of the
elderly reported that they would consult

God and pray for guidance. The advice
of family, health providers, and faith-
based providers was also reported to be
important. Fifty percent of the young
and middle-aged women indicated that
they would consult a family member re-
garding their involvement.

Benefits and barriers also affected
participation. The women reported re-
ceiving ‘‘a cure or treatment for disease’’
as the most important reason for partic-
ipating, with 67% of the middle-aged
group reporting this as a major benefit.
Although the women reported that
while receiving free tests, screenings,
and incentives was important, the abil-
ity to have ‘‘information to pass on’’ was
also very important. If we used the
amount of time the women devoted to
discussion of each variable as a measure
of its importance to their participation,
the most important factor in clinical tri-
al participation for this group of women
would be the quest for information.
Most of the self-directed or non-ques-
tioning related responses of the women
centered on acquiring information and
knowledge about health. The women
felt that their health providers simply
did not provide enough information.
The women were anxious for more
knowledge and information.

Specific barriers to clinical trial par-
ticipation were also identified. The mid-
dle-aged and elderly women were more
likely to not participate because of neg-
ative actions or impressions they had of
the investigators. Risky medical proce-
dures and side effects were deterrents for
both young and middle-aged women,
while a lack of incentives was also a con-
sideration for young women. Women in
all age groups mentioned that boring
and time-consuming tasks would also be
a barrier to their participation.

Clinical Trial Focus Groups
Table 3 presents responses to ques-

tions directed toward the CTPs. Women
who participated in the focus group ses-
sions included women from treatment
(compliant and non-compliant) and
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Table 3. Comparison of women’s responses to directed questions among clinical
trial focus group participants

Responses

Treatment
Compliant

(M564 years)
%

Treatment
Non-compliant
(M568 years)

%

Control
(M565 years)

%

General overall clinical trial experience (N58)
(Nr510)
Positive

(N57)
(Nr57)
Mixed

(N513)
(Nr519)
Positive

Benefits of clinical trial participation
Positive medical and health outcomes

(ie, weight loss, better health)
Free drugs, tests, and screenings
Free medical diagnoses and advice
Health, medical, and nutrition infor-

mation
Positive group interactions with other

women
Helpful and courteous research/medical

team
Incentives (ie, gifts, transportation)

(N510)
20

20
10
20

20

10

10

(N57)
29

43
0

29

0

0

0

(N519)
37

5
0

26

11

11

11

Barriers with clinical trial participation
Complications and treatment side effects

(ie, nausea/vomiting, breast swelling
and tenderness, menstrual bleeding/pain,
growing unwanted hair, weight gain)

Keeping diaries
Incentives (ie, transportation)
Study design issues and concerns (ie,

whether receiving treatment or placebo)

(Nr53)
33

0
33
33

(Nr57)
72

0
14
14

(Nr55)
40

20
20
20

N5number of women; Nr5number of responses given.

control conditions. Clinical trial partic-
ipants (CTPs) had a better understand-
ing of research, but they were also not
sure of the distinctions between clinical
trials and other types of research studies.

Women in the compliant and con-
trol focus groups rated their clinical trial
experience as positive, and had more
positive comments about their experi-
ences than did women in the non-com-
pliant group, who expressed mixed feel-
ings. More non-compliant than compli-
ant women reported having complica-
tions and treatment side effects.
Although boring tasks, such as keeping
diaries, and study design issues and con-
cerns about receiving the treatment did
affect compliance with study protocols,
women who were non-compliant stated
several times that complications and
treatment side effects were the primary
reasons for their non-compliance with
study protocols, or their non-retention
in studies. Women’s responses suggest
that retention of participants in clinical
trials is based on investigators providing
the participants with more positive than
negative experiences. Women in the
control group seemed to have the most
positive comments about their experi-
ences. The women who were non-com-
pliant had more complications and side
effects than did women in the compli-
ant or control groups, and refused to
continue taking treatments that made
them sick or uncomfortable. Although
compliance appears to be less in the
control of the research team, arming
participants with more information
about participation, as well as about po-
tential side effects of treatment, appears
to be the best way to keep the women
compliant with clinical trial protocols.

Compliance and Retention
Themes

Qualitative analysis of the focus
group data identified 3 major themes re-
lated to retention and compliance, in-
cluding knowledge about research in
general, and benefits and barriers to
clinical trial participation. Table 4 in-

cludes CTPs’ and age-based participants’
(ABPs) responses to illustrate the data.

Knowledge
The questions on knowledge de-

scribed the women’s familiarity with re-
search in general, clinical trials, random-
ization, treatment, and the Tuskegee
Study. All participants had basic infor-
mation about the purpose of research;
however, the CTPs were able to give
more detailed information. Neither
group (CTPs or ABPs) had a clear un-
derstanding of the differences between
clinical trials and basic research studies.
The CTPs reported that they knew that
the randomization process of studies
was ‘‘fair’’ (unbiased) because the com-
puter was used to assign participants to
treatment and control conditions.

The vast majority of women report-
ed that they had heard of the Tuskegee
Syphilis Study, though not necessarily as

the Tuskegee Study, but as a study of
Black men in Alabama. One participant
put it this way, ‘‘Well, I would like to
clear this up. I am not sure that it was
necessarily because they were Black, but
I think it would definitely be because
people were poor and could not do bet-
ter and did not know. They were less
educated.’’ Although most CTPs and
ABPs shared the belief that there were
safeguards in place to prevent a recur-
rence of the Tuskegee Study, a few
women openly expressed their opinion
that this ‘‘tragic human experiment’’
could occur again.

Benefits
Benefits included the positive as-

pects of being in a study. Many partic-
ipants described the benefits of learning
more about their health, and being able
to help others through their participa-
tion. Women in clinical trials described
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Table 4. Focus group themes addressing retention and compliance of non-clinical trial participants (ABPs) and clinical trial
participants (CTPs)

Themes ABPs CTPs

Research knowledge Ideas, coming together to find a cure
Finding cures
Trying to help with a cure
Solutions to problems
Finding solutions to problems
Like a background check-up
Studies and searching for something
To help us with information going on in our lives

One group gets the treatment and the other does not
Clinical trials involve gathering data randomly
Randomization is fair
Study’s purpose is to obtain information

Benefits If I have a history of the disease and need to learn about it
Getting medication free
If the study would benefit someone else
If it is very interesting I would stay in
Money or a gift certificate
Doctors that make you feel comfortable
Provide transportation

Learning experiences
It helps me and my family
It is motivational
Helps to change your eating habits
The group reminds you to have your annual exams
It was kept interesting
The research staff came to our city
Courteous staff
Staff were personally involved
My cholesterol was real high before I joined the study
Because of the food study groups I dropped my cholesterol

to 195

Barriers Know it would not harm me
Confidentiality
Being used as guinea pigs
They will tell you anything to keep you in the study
Lack of information
A lot of shots
Too many visits, where you have to take a lot of time off

work
No childcare
No transportation

How many times I would have to come
Did not want it to tie me down like a job
Safety of the study
Types of procedures
Not keeping my doctor informed
Docs all around watching while you are on a machine
Having to write down everything you eat
Remembering to take pills
Keeping the diary was stressful
All the side effects and complications
Complications

additional benefits specific to their
study, such as weight loss, and getting
free screening tests. In addition, many
women found it beneficial to know that
others had similar health problems.

Other benefits mentioned were also
factors that would allow the study to re-
tain participants. The CTPs and ABPs
reported that the staff and investigators
were important components in reten-
tion. Of particular importance was hav-
ing an investigative team that was cour-
teous, respectful, and genuinely con-
cerned about them, not just as study
participants, but as people. For the
ABPs, retention was associated with
benefits to self and others, as well as be-
ing part of an interesting study. ABPs
also mentioned that incentives, such as
money, were important features. For the

CTPs, retention was based on their be-
ing kept informed of the outcomes, and
on whether they continued to find par-
ticipation to be interesting. In addition,
CTPs indicated that retention in a clin-
ical trial would be enhanced if the trials
focused on health-related issues, such as
weight reduction programs, and cancer
detection programs. They further stated
that they would remain in the study as
long as benefits or improvements con-
tinued. The CTPs expressed that learn-
ing ways to improve their personal and
family health was an important aspect
of retention.

Barriers
Several barriers were identified. Eth-

ical and commitment concerns reflected
the women’s fears about clinical trial

participation, from recruitment through
retention. Spoken fears and concerns in-
cluded questions about their personal
safety, time commitment, and confiden-
tiality. Participants of childbearing age,
mainly young ABPs, had concerns about
the effect that clinical trials might have
on unborn babies, if they were preg-
nant. Many of the older participants
wanted to ensure that their personal
physician would receive reports about
their health status from the study phy-
sicians. Both the CTPs and ABPs re-
ported that they were willing to ask in-
vestigators to address these fears and
concerns.

Middle-aged and older women in
focus groups would not direct all of
their questions to the investigative team.
Most of these concerns revolved around
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ethical issues related to research and the
integrity of the investigative team. One
of the most prevalent concerns was that
women did not want to be used as
‘‘guinea pigs.’’ Age-based participants
(ABPs) were concerned about painful
procedures, such as injections. Other
concerns reflected their fears of con-
tracting a disease, such as AIDS,
through injections with blood. The
CTPs were concerned about the possi-
bility that, in order to retain them in
the study, investigators would withhold
negative information from participants,
such as the discovery that a participant
had contracted a disease and should dis-
continue treatment. Yet, some CTPs
praised the investigative team for alert-
ing them to health problems, such as an
abnormal mammogram, and assisting
them in pursuing follow-up treatments.

To discuss the ethical concerns, par-
ticipants stated that they would go to
individuals other than members of the
investigative team, such as a family
member, or another health professional
not associated with the study. For ex-
ample, the ABPs expressed a concern
about being randomized to the control
group because they would not be given
the ‘‘drug/medication’’ and would have
preferred to receive the ‘‘drug treat-
ment.’’ Interestingly, one of the non-
compliant CTPs reported that some
participants had their ‘‘pill’’ checked by
a pharmacist to see if they were getting
the ‘‘sugar pill’’ or the ‘‘real medication.’’
Many of the older ABPs talked about
going to God in prayer before they
made their decision about participating
in a study. As one participant described
it, ‘‘Yes, I’d go to God first. He’s going
to be your sign. He is going to let you
know.’’ Younger and middle-aged ABPs
stated that they would talk to a person
who had already been through the clin-
ical trial, in order to find out what was
going on. One middle-aged ABP ex-
pressed it this way, ‘‘Because sometimes
doctors will tell you anything to get you
to participate. I’m serious.’’

Other barriers focused on the nega-

tive aspects of being in a study. The
most commonly reported barrier by the
CTPs was that of risks, such as those
related to side effects from medications,
or participants not being told that they
have a disease. Another barrier reported
was having family members who dis-
couraged participation (particularly at
the time of recruitment). For the CTPs,
a common negative aspect of being in a
clinical trial was expressed as ‘‘tasks re-
lated to the study,’’ such as having to
keep a written diary. In addition, a few
of the CTPs mentioned inconveniences,
including multiple trips to the research
site and lack of convenient transporta-
tion.

DISCUSSION

The purpose of this focus group
study was to describe women’s views of
retention and compliance in clinical tri-
als. Views were elicited from a purposive
sample of predominantly minority and
low-to-middle income women, between
the ages 18 and 87, who resided in or
near a large urban area in the south-
eastern United States. Therefore, impli-
cations must be limited to a population
with these characteristics.

Strengths of this study include: 1) a
sample that included women from the
community (3 age cohorts), and women
whose clinical trial experiences ranged
from none, to compliant, or non-com-
pliant involvement; 2) a diverse and
multidisciplinary investigative team; 3)
the expertise of the community out-
reach coordinator with established ties
to the communities; 4) the support
from the WHI investigators to facilitate
involvement of the CTPs; and 5) the
use of focus groups as a data collection
methodology to assess the culture under
study.

Discussions with the women in the
CTP and ABP groups revealed similar
themes associated with concerns related
to the retention and compliance of
women in clinical trials; however, they

used very different language to express
these concerns. The CTPs were more
likely than ABPs to use the terminology
of the investigators. For example, CTPs
would say ‘‘gather data, the study’s pur-
pose, type of procedures, annual exams,
and side effects,’’ whereas the ABPs
would say ‘‘finding cures, solutions to
problems, harm me, getting medicine
free, a lot of shots, and a lack of infor-
mation.’’ Although the CTPs may not
have completely understood the mean-
ing of the term ‘‘randomization,’’ they
knew that it made the assignment of in-
dividuals to treatment groups ‘‘fair.’’

Overall, the vast majority of women
in the study were knowledgeable about
the purpose of research. Women in clin-
ical trials provided more detailed infor-
mation about the research process, and
were able to understand and describe
how participation in a study might af-
fect their own health. Findings related
to the Tuskegee Experiment were im-
portant, too. Although most of the
women in the focus groups believed that
safeguards were currently present to pre-
vent the repeat of such tragedies, some
remained uncertain; this uncertainty
may be reflected as a lack of trust in the
study investigators.

Clinical trial participants (CTPs)
had more information and experience
with clinical research trials. This expe-
rience was reflected by their use of ‘re-
search jargon’; they were more willing to
discuss their concerns in greater detail.
This group of women was more likely
to have clinical trial-specific concerns,
such as the strenuous task of keeping a
diary, or remembering to take pills. The
ABPs reflected concerns that were raised
in the literature; they were more likely
to mistrust investigators, and to have
monetary and childcare issues.

A new finding expressed by women
participating in clinical trials was the
beneficial value of the group to support
and motivate study participants. Wom-
en found it helpful to be able to share
their health concerns with others who
had similar problems. In addition, they
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found that group discussions were im-
portant for helping them follow the
clinical protocols. Another potential
barrier to women’s continued participa-
tion in clinical trials that was raised, but
did not seem to affect this group of
women, was that of a family’s positive
or negative comments regarding partic-
ipation in a trial these comments could
either help or hinder a participant’s ini-
tial recruitment and continued involve-
ment and retention in a study. The fam-
ily’s opinions and support could be very
important to the woman remaining in
a study, especially when she had ques-
tions and did not feel comfortable talk-
ing with the investigators or program
staff. The family’s perspective is critical
to the decisions made with respect to
the participant’s ethical fears and con-
cerns. This factor is worth mentioning
because it would probably not be a bar-
rier apparent to the investigative team.

Several inferences can be made from
these findings, and may have a direct
impact on retention. These women
wanted to be a part of an interesting
study, especially if they could continue
to learn about their health and to pass
this information to others. If the study
includes time-consuming and boring
tasks, then the participants need to un-
derstand the importance of these tasks.
The participants wanted to feel that re-
searchers valued them and the time that
they devoted to the study. If the women
felt that they were not valued, they were
less likely to comply with study proto-
cols and were more likely to drop out
completely. Economics seemed to be a
factor in retaining participants, since
60% of those retained had incomes
greater than $20,000. Clinical trial par-
ticipants (CTPs) did not feel that mon-
etary incentives were a key factor for re-
tention; they appreciated that travel and
other financial concerns (eg, paying for
screening, doctor visits) were taken care
of by the project, and these consider-
ations seemed to lead to more satisfac-
tory feelings about the project staff.
However, the non-clinical trial partici-

pants felt that monetary incentives
would be important to keep them in a
study.

An additional finding was that of the
critical role the investigative team plays
in retention efforts. Foremost are the in-
terpersonal skills of the team in devel-
oping long-term trusting relationships
with study participants. These relation-
ships begin with recruitment and con-
tinue through the conclusion of the
study. Providing participants with hon-
est information, especially about the
study’s risks and benefits, as well as
about safeguards addressing these risks,
was essential to retention and compli-
ance. Based on this study’s findings, par-
ticipants wanted to be informed of the
study outcomes. They indicated that
they wanted a partnership with the re-
searchers (and certainly did not want to
be ‘‘guinea pigs’’).

In general, results were comparable
to those of other studies related to re-
tention and compliance. Our findings,
however, suggest that under-served
women may be more knowledgeable
about potential risks involved in clinical
trials than was previously thought.
These women wanted to know exactly
what risks were involved, that their par-
ticipation would be beneficial, and that
they would experience more positive
than negative outcomes. In addition,
these women were interested in main-
taining their health. They tended to
trust the healthcare system and study in-
vestigators when they were treated cour-
teously and with respect. When they
had fears and concerns, however, the
women tended to request advice from
people they knew well, and to turn to
their own spirituality for answers, rather
than seeking advice or answers from the
investigative team.

Recommendations
The literature on retention of mi-

nority and low-income women in clin-
ical trials is limited.2 First and foremost,
focus groups are useful in the cultural
assessment of the community’s knowl-

edge, attitudes, and beliefs related to
clinical trials. The focus group format
allowed us to gain insight and under-
standing by hearing the fears of the
women; however, it is not clear whether
these fears will be the same for each
community. Time and funds must be
devoted to the assessment and develop-
ment of culturally appropriate recruit-
ment and retention strategies. Recruit-
ment, compliance, and retention issues
must be taken into account at the time
a grant proposal is submitted for fund-
ing. These issues cannot be an after-
thought when the project runs into re-
tention problems. Federal agencies
should consider participant cost issues
when funding research. Traditionally,
funds have not been available to recruit
and retain minority and low-income
populations.

Other recommendations relate to
the investigative team’s early establish-
ment of trusting relationships with the
study participants. A key element to a
trusting relationship is open communi-
cation. The investigative team must pro-
vide clear, honest information about the
study’s risks and benefits. The women
were quite emphatic that non-compli-
ance with study protocols was generally
a result of complications or unwanted
side effects of treatments that made
them sick or uncomfortable. The study’s
safeguards should be explained and re-
inforced periodically to allow an honest
exchange regarding the participants’
treatment experiences. It should be not-
ed that the investigative team will also
be evaluated. The women studied were
perceptive and observed how the inves-
tigators treated each other. Participants
cannot be fooled by the pretense of
good will. The interpersonal skills of the
team members are just as important as
their research skills.

Also, communication must include
the participant’s family from the earliest
phase to the conclusion of the study. For
example, special sessions should be con-
ducted for families to address concerns
about the clinical trials. Throughout the
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The study’s findings suggest

that investigators appear to

be improving their image

within the community by

educating women and

minorities about the need for

research.

study, investigators should disseminate
information to the participants and
their families about the study and its
progress. In addition, they should in-
corporate ongoing focus groups, facili-
tated by an external team, to identify
the participants’ concerns.

It is also recommended that studies
be interesting to the participants. Staff
members are crucial to maintaining par-
ticipants’ interest in a study by making
each visit special and interesting. These
women reported that they were moti-
vated to stay with the study if they re-
ceived culturally appropriate materials,
as well as incentives, such as transpor-
tation vouchers and gift certificates. In-
terest can also be maintained if the in-
vestigative team demonstrates an ongo-
ing appreciation of the participants’ ef-
forts. This appreciation may take many
forms, but must include expressions of
thanks for their ‘‘faithfulness’’ and com-
pliance on behalf of the study.

The CRIS Project Retention
and Compliance Strategies

Based on the focus group sessions
about the clinical trial participation of
under-served women, 3 major findings
were used as the foundation for an 8-
week training session for the investiga-
tive team. First, the women were not
likely to speak to the investigative team
about a problem or a concern, tending
to address their concerns to other par-
ticipants. Second, they were willing to
remain in the study and comply with
protocols if they perceived some person-
al benefit from their participation.
However, most of the women with clin-
ical trial experience had trouble under-
standing the benefits of participation if
they did not receive the treatment.
Third, the women were likely to remain
in the study and follow protocols if they
had a positive relationship with the in-
vestigative team, and assessed them
highly in terms of trust and integrity.

In keeping with our findings and
recommendations to address retention
and compliance barriers, a strategy was

developed to recruit and train commu-
nity women (volunteers) as a part of the
investigative team. The training includ-
ed learning how to translate clinical trial
information to participants. The inves-
tigative team was taught how to antici-
pate and deal with problems or concerns
even before they occurred. The team
also had to learn to devise ways to help
CRIS participants understand the ben-
efits of being part of a control group. A
more detailed description of the training
program will be reported in another
publication.

SUMMARY

Women in these focus groups were
interested in research that would pro-
vide them with good information that
they could use to improve their health,
prevent disease, and help their daughters
and generations to come. In addition,
non-compliance among this group of
women was primarily a result of com-
plications and unwanted side effects of
the treatment. The study’s findings sug-
gest that investigators appear to be im-
proving their image within the com-
munity by educating women and mi-
norities about the need for research.
Based on these findings, specific reten-
tion and compliance strategies were in-
corporated into the CRIS project.

In general, when attempting to re-
tain young women in any clinical trial,
researchers should consider including

parents and significant others in all rel-
evant discussions. They must also pro-
vide the young women and family
members with complete and honest in-
formation about all possible risks asso-
ciated with the study. The research team
should offer gift certificates, child care,
or transportation to young women, in
an attempt to improve their retention
and compliance with the study protocol.

To enhance the retention and com-
pliance of middle-aged and older wom-
en, special attention needs to be given
to how the investigative team members
interact with participants and each oth-
er. Researchers need to emphasize the
potential study risks and translate this
to participants so they have a better un-
derstanding of how their participation
may enhance their own health, or that
of other family members.

We found that focus group sessions
were an effective method to assist inves-
tigators in addressing participants’ con-
cerns. Focus group findings were instru-
mental in the development of retention
and compliance strategies for the CRIS
Project. These findings suggest ways
that under-served women can be re-
tained in clinical trials and may be bet-
ter able to comply with clinical proto-
cols. There is still much work to be
done to succeed in retention efforts. To
be successful, clinical trials must retain
the participants that are recruited.
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