
Initial development of a questionnaire evaluating perceived
benefits and barriers to pediatric clinical trials participation

Lamia P. Barakat a,b,⁎, Chavis A. Patterson a, Valerie Mondestin a, Veronica Chavez a,
Tahirah Austin a, M. Renée Robinson c,d, Yimei Li a, Kim Smith-Whitley a,b, Robyn Cohen c,e

a The Children's Hospital of Philadelphia, United States
b Perelman School of Medicine of the University of Pennsylvania, United States
c St. Christopher's Hospital for Children, United States
d Drexel University College of Medicine, United States
e Boston Medical Center, United States

a r t i c l e i n f o a b s t r a c t

Article history:
Received 4 June 2012
Revised 11 September 2012
Accepted 5 November 2012
Available online 10 November 2012

Objective: To evaluate perceived benefits and barriers to pediatric clinical trials participation to
improve decision-making and enhance recruitment and retention among minority youth with
chronic health conditions (sickle cell disease, asthma) and their caregivers.
Methods: A questionnaire was developed based on the social ecological model using input from
medical experts and community-based public health organizations. Parallel caregiver, adolescent/
young adult (AYA; 16–39 years old), and child (8–15 years old) versions were field tested.
Patients and caregivers completed the questionnaire, which included demographic items,
perceived life stress and social desirability measures.
Results: Exploratory factor analysis rendered a four-factor solution for the caregiver version (direct
treatment benefit, mistrust of research/researchers, trust in healthcare team to engage in safe
research, and opportunity cost) and the AYA version (mistrust/no direct benefit, safety, direct
treatment benefit/practical considerations, and social support for research). Factor structures
differed for SCD and asthma caregivers; results were equivocal for the child version. Summated
subscales were not significantly associated with patient demographics or social desirability, but
significant correlationswith perceived life stress and prior participation in researchwere identified.
Conclusions:While the factor structure should be confirmedwith larger samples, findings indicate
potential benefit, perceived harm due to mistrust of researchers, and logistics are primary factors
in decision-making about participation in pediatric clinical trials. By addressing these benefits/
barriers through adjustments to recruitment and informed consent procedures, researchers may
address misperceptions of research, improve decision-making, and increase recruitment and
retention particularly for ethnic minority children with chronic health conditions.
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1. Introduction

Clinical trials are vital to the advancement of novel,
evidence-based medical treatments and improvement of
long-term health outcomes [1]. Yet, caregivers may be

reluctant to enroll their children in clinical trials even if
they are cognizant of the importance of pediatric research [2].
Moreover, studies suggest that disparities exist with regards
to study enrollment rates [3] such that minority pediatric
patients participate in medical research at lower rates than
their White counterparts [4]. Recruitment and retention rates
in cognitive behavioral intervention trials for children with
chronic medical conditions are particularly low [5].

Recruitment of pediatric patients with sickle cell disease
(SCD) and ethnic minority patients with asthma has been

Contemporary Clinical Trials 34 (2013) 218–226

⁎ Corresponding author at: Division of Oncology, The Children's Hospital of
Philadelphia, 3501 Civic Center Blvd., 10303 CTRB, Philadelphia, PA 19104,
United States. Tel.: +1 267 426 8135; fax: +1 215 590 2833.

E-mail address: barakat@email.chop.edu (L.P. Barakat).

1551-7144/$ – see front matter © 2012 Elsevier Inc. All rights reserved.
http://dx.doi.org/10.1016/j.cct.2012.11.001

Contents lists available at SciVerse ScienceDirect

Contemporary Clinical Trials

j ourna l homepage: www.e lsev ie r .com/ locate /conc l in t r ia l

http://dx.doi.org/10.1016/j.cct.2012.11.001
mailto:barakat@email.chop.edu
http://dx.doi.org/10.1016/j.cct.2012.11.001
http://www.sciencedirect.com/science/journal/15517144
http://crossmark.crossref.org/dialog/?doi=10.1016/j.cct.2012.11.001&domain=pdf


challenging, adding to the difficulties in advancing treat-
ments for these populations [6,7]. SCD is the most common
genetic disease among African Americans and affects more
than 80,000 individuals in the US. Asthma, the most common
chronic disease of childhood, disproportionately affects
African American and Puerto Rican children [8]. Reasons for
participation and refusal in research may vary based on
ethnic minority status, societal/cultural factors [9,10], and
personal barriers (such as stress/anxiety) [11]. Parents in
prior studies have identified positive factors and perceptions
contributing to research participation including altruistic
motives, opportunities to learn more about their child's
illness, access to free medication, willingness to contribute to
medical knowledge, and desire for closer clinical care [12,13].
However, perceived importance of a particular research
study's objectives and its relevance to one's child may also
explain variability in parent willingness to allow participa-
tion in clinical trials [14]. Indeed, a number of barriers may
hinder participation in research particularly for ethnic
minority pediatric patients and families such as mistrust of
medical research, misunderstanding of the research process,
overestimation of risk, religious beliefs that counter medical
science as well as concrete barriers such as time commit-
ment, childcare, and transportation difficulties [13,15–19].
Also, a significant number of children with SCD do not receive
care at comprehensive sickle cell centers funded by the
National Heart, Lung, and Blood Institute, reducing opportu-
nities for research participation [6].

Reasons for reduced engagement in pediatric SCD or
asthma clinical trials have not been studied in a systematic
manner; yet, improved understanding in this area can help
improve accrual and retention [20]. For example, identifying
key factors that influence the decision to participate in a
pediatric clinical trial, whether structural (e.g. child care),
concerns about risks, lack of support for participation, and/or
perceived treatment benefit can guide recruitment and
informed consent meetings. The purpose of this study was to
develop and provide preliminary evidence of validity for a
measure to aid in understanding decision-making about clin-
ical trials enrollment among pediatric patients with chronic
medical conditions. To ensure applicability of the measure to
children with chronic health conditions who are less likely to
enroll in trials, our study sample included children with health
disparity conditions (i.e. conditions more prevalent among
ethnic minorities [SCD or asthma] and their caregivers). For
preliminary evaluation of convergent validity of the measure,
we hypothesized that prior exposure to research would be
associated with more favorable attitudes toward participation
in clinical trials (endorsing benefits) and greater perceived
stress would be associated with less favorable attitudes (en-
dorsing barriers). Social desirability was also measured to
evaluate the extent to which responses were biased to please
the researchers (divergent validity).

2. Methods

2.1. Participants

Participants included patients with SCD (8–39 years) and/
or their caregivers and patients with asthma (3–18 years) and/
or their caregivers. Participants with SCD were recruited from

two East coast pediatric sickle cell centers and an adult
outpatient hematology practice associated with a local hospi-
tal. Participants with asthma were recruited from a pediatric
pulmonary clinic at an East coast pediatric hospital. Partici-
pants with SCD and participants with asthma ages 8 through
15 years old completed the child questionnaire. Participants
with SCD ages 16 through 39 years old and participants with
asthma ages 16 through 18 years old completed the adolescent
and young adult (AYA) questionnaire. Available caregivers of
all participants completed the caregiver questionnaire. Eligi-
bility criteria included the ability to speak and read English.

Of the 385 families approached for participation, 77.1%
(n=296) of families consented to participate in the study,
20.1% (n=78) refused participation, and 2.8% (n=11) did
not meet inclusion criteria. Reasons for refusal included being
approached at end of appointment (29.5%), “not interested”
(28.2%), needing more time to decide (20.5%), distrust of
research (11.5%), and feeling unwell (10.3%). Two partici-
pants were excluded from the analyses due to failure to
complete the questionnaire prior to the end of the clinic visit.
The final sample (n=418) included 63 children with SCD, 88
AYA with SCD, and 154 of their caregivers as well as 40
children with asthma, 3 AYA with asthma, and 70 of their
caregivers.

2.2. Development of the Pediatric Research Participation
Questionnaire (PRPQ)

We developed the PRPQ for this study in four phases. In
Phase 1, the project team, community partners, and a team of
six SCD medical experts and researchers generated question-
naire items based on the Social Ecological Model. As applied to
children with a chronic health condition, social ecology
describes multiple levels of bidirectional influences on child
and family adaptation to chronic health conditions from
proximal influences (e.g. child's health condition, family, social
support for research participation) to distal variables (e.g.
healthcare team, views on research and researchers, societal
values and culture) [21]. Because the social ecological model
outlines personal, health care, and societal facilitators of and
barriers to adaptation including interactions with health care
systems, thismodel provides a comprehensive and appropriate
framework for organizing perceived barriers and benefits to
pediatric clinical trials enrollment (Fig. 1). Items were also
selected and modified from the Barriers to Research Participa-
tion Questionnaire (BRPQ) a reliable and valid measure for
African-American adults [18]. This process resulted in items
reflecting barriers and benefits organized into each level of the
patient's social ecology: Patient, Caregiver and Family, Com-
munity, and Societal/Cultural. Patient level items consist of
Disease Related Correlates (e.g. knowledge of chronic illness,
past participation in medical or psychosocial clinical trials),
Patient Benefit (e.g. learn more about chronic illness, increased
monitoring by visits to healthcare provider), and Patient
Burden (e.g. may physically harm patient, require increased
procedures). The Caregiver and Family level is comprised of
Practicality/Feasibility (e.g. transportation costs covered must
miss work to participate) and Family Benefit/Burden (e.g.
family supports research participation, too much time spent at
the hospital/clinic already). Community level items include
Social Supports (e.g. health care team or friends support
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