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‘‘I WILL MISS THE STUDY, GOD BLESS YOU ALL’’: PARTICIPATION IN A NUTRITIONAL

CHEMOPREVENTION TRIAL

Randomized controlled clinical trials are
often considered to be the ‘‘gold standard’’ for
health research. Consequently, understanding
the reasons people participate in these trials,
especially minority groups who are often un-
der-represented in clinical trials, or popula-
tions who have chronic illnesses or abuse
drugs, is salient for successful recruitment, re-
tention, and project design. This paper de-
scribes the results of a study that was designed
to examine some of the ways in which partic-
ipants in a randomized double blind clinical
trial perceived their participation in the clinical
trial, and the reasons they gave for continuing
in the study. All of the participants were indi-
viduals who were using drugs and were in-
fected with the HIV-1 virus, and had partici-
pated in a chemoprevention trial. The data
from an exit interview were analyzed themat-
ically in order to reveal units of meaning con-
cerning participation and continuation in the
clinical trial. The analysis revealed 3 higher-lev-
el concepts, or themes, that guided participa-
tion: increased health awareness, personal en-
hancement, and sociability. The data clearly
indicated that involvement and retention in
the trial were directly related to the ways in
which the participants interpreted the study,
perceived the benefits they derived from par-
ticipating, and imbued their participation with
value so that it was important and relevant to
their own perceptions of health, as well as per-
sonal and social well being. (Ethn Dis. 2004;
14:469–475)
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INTRODUCTION

Randomized controlled trials (RCT)
are often considered the ‘‘gold standard’’
method for evaluating or testing medical
treatments. Relatively little is known,
however, about why participants decide
to become involved in studies, or what
their involvement means to them. Al-
most all the literature examining RCTs
has focused on methodological issues re-
lated to design, recruitment, and imple-
mentation. Clinical trial investigators
face a number of obstacles/dilemmas in
understanding retention and participa-
tion in a clinical trial or protocol. Al-
though there are no theories of reten-
tion, per se, a variety of factors have
been correlated with retention, such as:
age,1 ethnicity and gender,2 education
level,3 psychological distress,4 illness se-
verity,5 patterns of healthcare utilization6

and study characteristics.7–11 The stereo-
typical participant who is likely to drop
out is portrayed as an older, non-White
male, with limited education, multiple
health problems, increased life stress,
and a pattern of erratic healthcare uti-
lization.12

A number of the published reports
focusing on how participant factors con-
tribute to retention have not included
individuals actually enrolled in a study,
but instead have relied on hypothetical
scenarios in order to evaluate the will-
ingness of individuals who represent po-
tential trial populations, especially mi-
nority groups who are often under-rep-
resented in clinical trials.13–16 The focus
of this research involves the investiga-
tion of participants’ motivation for par-
ticipation, and their attitudes about ran-
domization.17–20

A small number of studies have fo-

cused on participants’ perspectives con-
cerning their experiences and motives.21–

23 Some researchers23 found that partic-
ipants often feel confused about the ran-
domization process used in many RCTs
and often give distorted accounts of the
process. Consequently, participants re-
portedly adopt several approaches to
make sense of randomization. For ex-
ample, Featherstone and Donovan22

found that some participants became
distrustful, while others put their trust
in the clinician and beliefs about fate
and destiny; still others continued to
struggle with perceived inconsistencies.

The aim of the present study was to
explore some of the ways in which par-
ticipants in a randomized double blind
clinical trial perceived their participa-
tion, and the reasons they gave for con-
tinuing in a study when they did not
know whether they were receiving a pla-
cebo or a supplement, or whether the
supplement was a viable treatment. Spe-
cifically, we wanted to understand reten-
tion from the perspective of the partic-
ipants. The study involved an exami-
nation of the reasons individuals gave
for continued participation, and, there-
fore, a search for the underlying mean-
ing of the experience. The participants
in the study were infected with the HIV
virus, and reported current (80%) or
past use of drugs. This difficult to reach
population is of special interest, as sub-
stance abuse has been associated with
non-adherence to highly active antiret-
roviral therapy (HAART), which may
have a great impact on disease progres-
sion.24–25 We believe information related
to participation is invaluable, both for
developing research protocols that en-
hance participant satisfaction, and in-
crease retention through planning and



470 Ethnicity & Disease, Volume 14, Autumn 2004

PARTICIPATION IN CLINICAL TRIALS - Moreno-Black et al

Relatively little is known,

however, about why

participants decide to become

involved in studies, or what

their involvement means to

them.

monitoring participant satisfaction, and
for enabling researchers to identify par-
ticipants who intend to withdraw. The
small number of published reports that
address retention factors specifically
from the participants’ perspective sub-
stantiate the importance of this study.

The data reported here examined
how HIV drug users viewed their par-
ticipation in a clinical trial, and should
provide information that is particularly
salient for RCT research involving: 1)
heterogeneous study groups; 2) popu-
lations who have chronic illnesses or
abuse drugs; 3) the homeless; 4) com-
plex protocols (eg, involving multiple
behavioral or pharmacological interven-
tions, such as highly active antiretroviral
therapy [HAART]); or 5) long recruit-
ment and follow-up periods.

METHODS

Recruitment and Enrollment
The selenium therapy clinical trial,

conducted from 1998 to 2000, was de-
signed to determine whether supple-
mental selenium, as a chemopreventive
agent, could enhance the immune sys-
tem and reduce viral-load to slow HIV-
1 disease progression in men and wom-
en who were substance abusers. The
project was developed from research in-
dicating that low plasma levels of the
essential trace element, selenium, were
significantly associated with faster dis-
ease progression, as well as a greatly in-
creased risk for HIV-1 related mortali-

ty.26 Treatment with selenium, converse-
ly, has been demonstrated to have im-
munostimulatory and chemopreventive
effects,27–28 and may have an important
role in preventing HIV-1 replication.29

Two hundred fifty-nine individuals
were recruited to participate in the RCT
selenium study. Potential participants
were identified from the AIDS clinics at
the University of Miami School of Med-
icine/Jackson Memorial Hospital, and
the affiliated Homestead Outreach Cen-
ter. Most of the participants were Afri-
can Americans (73%), but also com-
prised Hispanics (21%), Caucasians
(6%), and Asians (1%), ranging in age
from 24 years to 54 years. An outreach
worker was employed as a recruiter and
staff person. She participated through-
out the study and provided a ‘‘case-man-
aged’’ approach to the study by con-
tacting and assisting participants in
keeping their appointments. She sup-
ported participants, kept channels of
communication open, and enhanced the
ability of the researchers to be sensitive
to adherence and retention issues. In-
formed consent was obtained from all
individuals, and the Human Studies
Committee of the University of Miami
School of Medicine Institutional Review
Board approved the investigation.

Procedures
Following consent, HIV-11 partic-

ipants were enrolled in the randomized,
double blind placebo-controlled seleni-
um therapy clinical trial. Enrollment
criteria included past or present use of
illegal drugs, being 18 years of age or
older, having a confirmed HIV-positive
status, and having adequate selenium
status (.85 g/L). The statistician ran-
domly assigned eligible participants to
receive either a placebo or selenium.
Since this was a randomized double-
blind control study, neither the re-
searchers nor the participants knew
what treatment type had been assigned
to each individual. A nutritional dose of
selenium (200 u-g/day) was selected,
based on its low risk of secondary effects

and toxicity, and ability to modulate
specific immune parameters in our pilot
studies.

Run-in Period
Following the informed consent in-

terview, a one-month run-in period, in
which a 30-day supply of placebo was
dispensed, was conducted with all par-
ticipants. This enabled the participants
to experience a clinical trial and was im-
plemented to decrease the risk of non-
adherence. Additionally, the recruiter
was employed as an outreach worker
throughout the study, thus providing a
‘‘case-managed’’ approach to the study.
The recruiter contacted and assisted par-
ticipants in keeping their appointments.

Evaluations
Supplements of either a nutritional

dose of selenium (200 u-g/day), or a
placebo of the same appearance (Nutri-
tion 21), were dispensed each month at
a community-based University of Mi-
ami research clinic, and safety/toxicity
was assessed. The supplement and pla-
cebo were indistinguishable in color and
taste. Study participants were evaluated
at baseline, and every 6 months over the
course of the trial. The baseline visit and
6-month evaluations included a com-
plete medical examination and assess-
ment. Demographic information, drug
use, and medical history, including an-
tiretroviral treatment, were recorded for
all participants, and confirmed by com-
parison with data from clinical charts.
Following the interview, a physical ex-
amination was conducted, and blood
was drawn to evaluate nutritional and
immune parameters. HIV disease stag-
ing was established using standard Cen-
ters of Disease Control and Prevention
criteria, and was based on patient’s re-
port of opportunistic infections and/or
medical records. HIV disease progres-
sion was established by clinical symp-
toms and CD4 cell counts obtained
during the study visits.
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Table 1. Demographics of the sample

Frequency Percent

Gender
Female
Male

77
81

49
51

Ethnicity
African-American
Hispanic
Caucasian

114
29
12

73
19
8

Housing
Live at home
Homeless or live in

shelter

125
29

81
19

Education level
Some grade school
Some middle/high

school
Graduated high

school
Some college
Graduated college/

Post Baccalaureate

7
65

57

23
6

4
41

36

15
4

Exit Interview
As the study came to a close, an exit

interview was conducted with partici-
pants who were active in the study, and
had completed the 6-month evaluation.
The session consisted of a short inter-
view with the individuals, involving a
questionnaire, which was primarily self-
administered, although in some cases an
interviewer wrote the answers for the
participant. The questionnaire included
general questions concerning the type of
social services and health care partici-
pants were receiving, as well as inquiries
directed toward determining retention
patterns, such as whether they thought
they had been taking the selenium or
the placebo. Other questions focused
more on uncovering how respondents
felt about their participation, such as
how they felt during the period they
were taking the supplement/placebo.
Additionally, they were asked to respond
to 3 open ended questions: ‘‘What were
the main reasons you participated in the
study’’; ‘‘Do you think the study helped
you in any way? (please explain your an-
swer)’’; and ‘‘What were the main rea-
sons you came to your monthly visits?’’
They were also asked to comment on
the main barriers to their keeping the
monthly appointments.

Analysis
The information from the exit in-

terview was evaluated using a qualitative
approach focusing on content analysis.
We approached the study from a per-
spective that builds on the theory of Ex-
planatory Models (EM).30–31 Originally,
the explanatory model was developed to
examine the process by which illness is
patterned and interpreted. In our anal-
ysis we built on this theory to look at
participation in a clinical trial, rather
than illness, per se. Instead of asking di-
rectly, we attempted to elucidate the
meaning of participation, without di-
rectly leading or forcing the question.
Therefore, we looked for themes that
emerged from participants’ explanations
of why they participated in the study.

The qualitative analysis was conducted
following the recommendations for
qualitative analysis.32–33 The answers
provided by the participants were read
several times, then initial code categories
were developed from the elements of the
respondents’ statements. The process in-
volved examining, comparing, labeling,
and categorizing the information. Ele-
ments from the statements about the ex-
perience of participating in the study
were extracted, then grouped into
themes or conceptual categories. Once
the emergent themes were developed,
the interviews were re-read to ensure
that the themes were appropriate to the
data. The themes were then grouped
into higher-level concepts based on the
relatedness or connections between, the
conceptual categories.

Analysis of the demographic data
(age, ethnicity, gender, education level,
living situation) and health-related var-
iables was performed using SPSS soft-
ware version 10 (SPSS, Inc., Chicago,
Ill), following examination of distribu-
tion, skewness, and presence of outliers.
Chi-square analysis, odds ratio analyses,
and t tests were used to assess significant
differences across the sample. Previous
findings from the selenium trial high-
lighted the impact of nutritional che-
moprevention on the pathogenesis of
mycobacterial disease,34 as well as on
hospital admissions,35 and the patient’s
psychological burden.36

RESULTS

Characteristics of the Study
Group

The present study focused on pat-
terns of participation and adherence in
the 157 subjects who completed the 6-
month evaluation and were active in the
study. After the exit interview had been
conducted and the project was conclud-
ed, unblinding revealed that 81 (52%)
of the participants had received the pla-
cebo, and 76 (48%) had received the
selenium.

As shown in Table 1, most of the
participants were African Americans
(73%). Men and women were almost
equally represented (49% and 51%, re-
spectively). The mean age of the partic-
ipants was 40.7 years (SD56.7; range
24–54). The majority of the partici-
pants indicated that they lived at home,
although a number of individuals uti-
lized shelters (10%), and some consid-
ered themselves homeless (8%). The ed-
ucation level of the participants was
high. Forty-one percent of the sample
had attended some middle or high
school, 36% had graduated high school,
and 16% had some college education.
The sample was approximately evenly
divided in terms of those who received
food stamps (48%), and those who did
not (52%). A significant number of
these individuals (75%) were receiving
SSI assistance. Sixteen percent of the
participants accessed a variety of other
assistance programs, such as Medicare,
Medicaid, South Florida Network, and
private charitable organizations, such as
Food for Life, Camilus House, and
Christ Crusades.
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Barriers to Participation
Attendance at the monthly appoint-

ments was high, and the average num-
ber of visits was 14.6 (x̄514.6; range 6–
27). The number of individuals who
provided reasons for missing their
monthly visits was small (N516). The
most common reason for missing ap-
pointments was being in jail, or needing
to attend a probation visit. Other bar-
riers affecting attendance fell into 3
main categories: 1) other priorities; 2)
being sick or under the influence of
drugs; or 3) family conflicts. One indi-
vidual who attended 10 of the 27 visits
gave the following explanation: ‘‘I
couldn’t come because of schedule
changes, taking children to school, and
being sick.’’ Another respondent who
attended 9 appointments said: ‘‘I came
because I promised to come. If I
couldn’t, it was due to family conflicts.’’
Similarly, one individual who was able
to attend 16 visits indicated: ‘‘I could
not come because of other medical ap-
pointments that took priority.’’

Reasons for Participating, and
Beliefs about the Study

Ninety-eight percent of the partici-
pants indicated that coming to the clin-
ical trial visits helped them, and provid-
ed a variety of reasons for coming to the
appointments. Only a few participants
(N518) indicated that the monetary re-
imbursement was an incentive. The
most common reason given (N552) for
continued participation was to obtain
the medication (selenium/placebo).
When the other responses were re-
viewed, 2 important themes emerged:
emotional support and health support.
The emotional support category was
characterized by statements such as:
‘‘The reason I come for my monthly vis-
it was to better myself ’’; ‘‘. . . to talk to
the staff and meet other people’’; ‘‘. . .
for moral support’’; and ‘‘. . . to learn
about myself.’’ Fifty-eight percent of the
respondents indicated they participated
in the program for some aspect of what
they perceived as health support. Inter-

viewees explained their attendance and
retention as follows: ‘‘The reason I came
to my monthly visits was to get my vi-
tamins and other tests’’; ‘‘The reason I
came for my visits was because you are
a good and nice Dr. and I want to get
better by continuing in the study’’;
‘‘The reason I came was better treat-
ment and vitamins’’; and ‘‘If I am not
working I always come. I want to be
healthy.’’

Chi-square tests demonstrated that
gender, ethnic group, living condition,
and education level did not influence
the reasons for participation. Addition-
ally, gender, treatment (placebo/seleni-
um), and living condition did not influ-
ence the number of appointments the
participants attended.

The main protocol feature of the
study was that it was a randomized,
double-blind control study. Conse-
quently, neither the researchers nor the
participants knew what treatment type
had been assigned to each individual. As
indicated above, the randomization list
was made available to the researchers af-
ter the exit interview had been con-
ducted and the project was concluded
(January, 2002). During the exit inter-
view, the participants were asked wheth-
er they thought they were receiving the
placebo or the selenium. Seventy-seven
of the participants (52%) thought they
had been receiving the selenium. Only
3 individuals (2%) thought they were
receiving the placebo, and 67 (46%) in-
dicated they didn’t know what they had
received. Of the 86 individuals who an-
swered the question asking why they
thought they were taking the selenium/
placebo, 69 (80%) thought they were
taking the selenium. The most common
(37%) perceptions were that the treat-
ment affected them positively by in-
creasing or enhancing their energy level.
These individuals said such things as: ‘‘I
thought it made me have energy’’; ‘‘. . .
gave me energy and appetite’’; ‘‘I have
been feeling much better, not as lazy as
I used to be’’; ‘‘. . . because of energy
increase and less mood swings’’; and

‘‘the selenium gave me a lot more energy
and get up and go.’’ Other individuals
indicated it increased their appetite; re-
sulted in better health, or affected their
sense of taste by statements such as:
‘‘taste and the way it made me eat’’; ‘‘I
think I was taking the selenium because
my CD4 was up and I gained more
pounds’’; ‘‘What made me think I was
taking selenium is because I feel better’’;
‘‘It was making me eat a lot’’; and ‘‘They
give me a good appetite’’.

The analysis of the respondent’s an-
swers concerning whether they thought
the study helped them led to a descrip-
tion of the participants’ attitudes and
thoughts about participation, based on
their experience and perceptions. Nine-
ty-seven units related to the reasons for
participation in the study were drawn
from the respondents’ answers to the
question of how they thought their par-
ticipation in the study helped them.
The units were grouped into 21 differ-
ent elements. These are considered to be
components of an explanation of partic-
ipation outcome, which can be inter-
preted to relate to a definition of the
meaning of participation. These com-
ponents, presented in Table 2, were re-
grouped into 8 main ideas, or concep-
tual categories: weight/appetite/nutri-
tion issues; aspects of personal health di-
rectly related to HIV; general health
issues; medication; health education;
counseling and help; increased self-es-
teem; and social needs and support.

The first 5 components point to the
respondents’ concerns about basic
health awareness, and reflect their feel-
ings that participation in the study pro-
vided them with direct health benefits,
such as understanding their health, ob-
taining specific information about their
viral level or CD4 count, or becoming
more aware about diet and nutrition is-
sues. For example, responses included
statements such as: ‘‘The study helped
me because my CD4 counts increased’’;
‘‘The study helped me because it gave
me a chance to check up on my health’’;
‘‘It maintained my CD4 count in the
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Table 2. Description of ‘‘how participation in the project helped’’ as expressed by respondents

Elements From Respondent’s Statements Conceptual Categories Higher Level Concepts

1. More aware of weight, diet or nutrition (5)* Weight/appetite/nutrition issues (5) Increased health awareness
2. More aware of HIV (2)
3. Blood test, CD4 count, viral load status (9)

Aspect of personal health directly re-
lated to HIV (11)

4. Feel stronger and have more energy (5)
5. Feel better; have been healthier; prolong life (10)
6. Helped with memory or alertness (4)

General health issues (19)

7. The medicine (pills) helped (4)
8. Participation enhanced consistency with medication (5)

Medication (11)

9. Increased awareness about health, addiction, or resources
(8)

10. Helped keep up health (5)
11. Helped with being more careful about safe sex (3)

Health education (16)

12. Provided encouragement and council (4)
13. Provided motivation (2)
14. Something to live for; awareness that there is hope for a

better life (5)
15. Helped become more consistent (1)

Counseling and help (12) Personal enhancement

16. Do things never did before; provide opportunity for change
(2)

17. Feel better about myself; happy now (5)

Increased self esteem (7)

18. It is a good place; feels like home (2)
19. Fellowship; meet people with same condition (6)
20. Staff provided social needs (3)
21. A reason to get out of the house (1)

Social needs and support (12) Sociability

* Number of respondents mentioning the element.

right category’’; ‘‘The study increased
my awareness of HIV’’; and ‘‘It taught
me a lot. I learned a lot of things about
HIV, about safe sex and all of that.’’ Ad-
ditionally, some individuals indicated
they benefited from the study because
they felt better while they were enrolled
and participating (eg, ‘‘Because I feel
better than just slow or lazy. Now I am
going places and exercising’’), they were
more consistent about taking all of their
medications, they practiced safer sex,
and were able to learn more about their
substance addiction and HIV.

A number of respondents viewed
their participation in the clinical trial as
enhancing their personal growth and
self-esteem, or felt it provided them
with meaning for living. These inter-
viewees said such things as: ‘‘Participat-
ing made me aware there was hope for
a better life’’; ‘‘Just coming in helped’’;
‘‘I like myself better’’; ‘‘It helped me be-
cause I had the opportunity to change
due to the encouragement of the staff ’’
and ‘‘I came because I need help.’’ These
types of responses reflect the emotional

support and personal enhancement that
regular participation can provide for
participants.

Finally, it was clear that a number of
the participants viewed their involve-
ment in the trial as a way to attain social
contact with other individuals. These
respondents said such things as: ‘‘They
made me feel at home, Dr. Q and S
were very nice, I will miss them’’; ‘‘I
made good friends like Dr. Q and S;’’
‘‘It gave me a place to come and meet
other people with the same condition.’’
For some, the staff represented a group
of individuals they could talk to, and
who could provide them with support
and sympathy; for others, participation
provided a way to meet other people,
especially individuals who were in a sim-
ilar life situation of coping with HIV
and substance abuse.

Overall, the respondents’ statements
clearly suggest that they imbued their
participation with meaning that encom-
passed medical and health support,
emotional support, and sociability.
Therefore, the 8 conceptual categories

that were developed from the elements
of meaning can be seen as falling into 3
higher level concepts, or themes: in-
creased health awareness, personal en-
hancement, and sociability.

DISCUSSION

The present study is one of the first
to examine how HIV-1 infected male
and female drug users view and inter-
pret their participation in a randomized,
controlled clinical trial. A high propor-
tion of the sample had more than a high
school education, and the majority of
the participants were African-American.
The stereotype of the typical dropout,
as described in the current literature, is
an older non-White male with limited
education, multiple health problems,
and a high degree of life stress. Although
this fits the profile of most of the males
in the study, and also applies to many
of the females, the clinical trial had a
very high rate of retention (72%).

The high rate of retention appears
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to have been influenced by several fac-
tors that were structured into the re-
search project. First, the one-month
run-in period in which a 30-day supply
of placebo was dispensed permitted the
participants to experience a clinical trial.
This period enabled the participants to
become familiar with the research pro-
tocol, and decreased the risk of non-re-
tention. Second, the role of the outreach
worker was very important. Shumaker
et al37 suggest that careful tracking of
participants, and communication with
participants, are important strategies for
maintaining retention. Our data clearly
indicate that participation and retention
in the study, however, were directly re-
lated to the perceived benefits (medica-
tion, medical information, and social
support) that the participants derived
from involvement in the trial. These
factors imbued their participation with
significance that was important and rel-
evant to their own perceptions of
health, as well as personal and social
well-being.

Previous studies have shown that tri-
al participants can be confused about
randomization, give distorted accounts
of the process, and may adopt different
approaches to making sense of the sys-
tem.21–23 Although those issues were not
directly addressed in this study, it was
evident that more than half of the par-
ticipants thought they were receiving
the treatment (52%), while only 2%
thought they were receiving the placebo;
the remaining 46% indicated they did
not know what they were receiving. Al-
though the participants may have be-
lieved or hoped that they were receiving

the treatment, their beliefs did not ap-
pear to affect their willingness to partic-
ipate, nor the number of appointments
they kept. There was considerable uni-
formity in the perceived benefits of the
pills (regardless of whether they were se-
lenium or placebo). In this way, it ap-
pears the participants were able to make
sense out of the randomization process,
and afforded it with positive outcomes
in terms of how they perceived their
physical and emotional health.

The findings from this study also
suggest that a number of factors can af-
fect an individual’s ability to keep ap-
pointments, even when compliance is
high. The very fact that the study par-
ticipants were both HIV1 and sub-
stance abusers presents a number of po-
tential barriers to attendance. The most
common reason for missed appoint-
ments was being in jail or needing to
attend probation appointments. Addi-
tionally, illness, personal conflicts, and
other priorities, such as work schedules
or being out of town, were cited as rea-
sons for missing visits.

Finally, in this study we explored the
reasons for participation, and the signif-
icance participation had for participants.
We documented their perceptions of
how involvement in the clinical trial
helped them. Consequently, we were
able to uncover the reasons for partici-
pation. It is evident that the process of
achieving personal benefit enabled par-
ticipants to value their experience.

We were able to ascertain many
‘‘units of reasons’’ for participation from
the participants’ responses. Using qual-
itative analysis, we regrouped the re-
sponses in 21 elements of value/signifi-
cance that formed a smaller number of
conceptual categories. Overall, the
emergent themes emphasize the fact
that participants imbue their participa-
tion with positive benefits. Participation
provided the individuals in this study
with a means for learning about their
illness and receiving health care, and
gave them a way to actively engage in
health enhancing, or maintaining, be-

haviors. In addition, many of the men
and women obtained emotional support
through their participation, and ap-
peared to find ways to give new mean-
ing to their lives, especially when they
were coping with the physical and emo-
tional ramifications of both HIV infec-
tion and substance abuse. The impact
and value of participation is highlighted
by the quote from one participant: ‘‘I
will miss the study, God bless you all.’’

To our knowledge, this is one of the
first times that participants’ perceptions
have been described. They provide us
with a window for understanding why
individuals participate in clinical trials,
and we hope this understanding will en-
able us to develop more sensitive and
appropriate protocols, of particular im-
portance for maintaining adherence to
complex antiretroviral regimens. We are
keenly aware that the HIV-1 infected
men and women in this study are those
who were willing to participate in a re-
search trial, and are not a random sam-
ple. Therefore, these conclusions may
not be extrapolated to the HIV-1 in-
fected drug-using population in general.
Nevertheless, these data caution us to
avoid an oversimplified and medicalized
perspective of retention and participa-
tion. Retention and participation need
to be perceived as multidimensional,
and as including such factors as partic-
ipant characteristics, structure of the re-
search, and the context of the study.
Our results highlight the need for inte-
grating information about the subjective
experience of participation into studies,
thus enabling a more collaborative en-
vironment for the researcher and the
participant, as well as facilitating the de-
velopment of a theoretical framework
that can benefit both clinical research
and healthcare programs.
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