
Challenges associated with recruiting multigenerational, multicultural
families into a randomised controlled trial: Balancing feasibility with validity

Donna Hughes ⁎, Amanda Hutchinson 1, Ivanka Prichard 2, Janine Chapman, Carlene Wilson
Flinders Centre for Innovation in Cancer, Flinders University of South Australia, GPO Box 2100, Adelaide, SA 5001, Australia

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

Article history:
Received 8 April 2015
Received in revised form 30 May 2015
Accepted 3 June 2015
Available online 4 June 2015

Keywords:
Recruitment difficulties
Recruitment strategies
Multigenerational families
Ethnic minorities
Clinical trials
Internal validity

Recruitment of participants into research studies has become an increasingly difficult task with justifiable criti-
cisms of representativeness of samples. The difficulties of recruitment are exacerbated when the study is longi-
tudinal, requires multiple members from one family and incorporates people from non-dominant ethnic
backgrounds.
This paper describes a complex trial's recruitment process. Family groups were required for a longitudinal
randomised controlled trial investigating links between health and dietary behaviours with an aim to improve
primary prevention health messages and initiatives. To be representative of the multi-ethnic composition of
the South Australian population, families from three of South Australia's largest ethnic backgrounds were invited
to participate. Of these, only families with participating members spanning three generations were enrolled, so
that links between health and lifestyle behaviours with possible generational ties could be investigated.
Immense difficulties were faced during recruitment and significant modifications to the initial recruitment plan
were necessary to enable the enrolment of 96 families. Challenges faced included lack of response to recruitment
materials displaying complex eligibility criteria and different response outcomes fromdifferent communities. So-
lutions implemented included simplifying materials and tailoring recruitment activities to specific communities'
needs.
This trial's recruitment journeywill be used as a case study to highlight the practicalities of recruiting for complex
trials. Recommendations will be provided for future researchers seeking to recruit multigenerational, multi-
ethnic families into the same study, along with issues to consider regarding the implications of the recruitment
journey on the integrity of a complex trial and the potential threats to internal validity.

© 2015 Elsevier Inc. All rights reserved.

1. Introduction

Recruitment of a representative sample of participants is an essential
stage in a successful randomised clinical trial (RCT: [28]) because
the subsequent data impacts not only on the interpretation and
generalisability of results [3] but also on the potential to use findings
in the development of public health initiatives or programmes [15].
The ideal recruitment phase is time-efficient, cost-effective and yields
a sample representative of the targeted population [3].

Participant recruitment is, however, also one of themost challenging
phases of a trial [6]; particularly recruitment from ethnic minority
groups [5]. Many researchers have published their experiences,

providing recruitment advice relevant to specific populations, in order
to avoid repetition of the same recruitment problems (e.g., [8,16,30,
32]). However, recommendations are lacking for optimal recruitment
from different ethnic minority groups in Australia, as well as for the re-
cruitment ofmulti-generational family units from different ethnic back-
grounds into the same trial. Moreover, despite the growing focus on the
challenges associated with recruitment from ethnic minority groups,
under-representation remains a problem [15,16,31].

In an RCT involving the initial test of a novel intervention, care needs
to be taken to manage threats to the internal validity of the trial, so that
the efficacy of the intervention itself can be examined [29]. Recruiting all
participants in similar and controlledways can help to keep sample bias
based on recruitment activity to aminimum. Conversely, in order to ad-
dress low recruitment rates from ethnic minority groups, some re-
searchers have recommended using multiple concurrent recruitment
activities as the best approach for maximising recruitment opportuni-
ties while keeping time and cost low (e.g., [5,11,13,22]). Indeed, it has
been noted that different populations respond to different recruitment
calls [8,21,22], and this provides strong support for the implementation
of multiple, and potentially divergent, recruitment activities to attract a
demographically diverse sample. However, the implications of a multi-

Contemporary Clinical Trials 43 (2015) 185–193

⁎ Corresponding author.
E-mail addresses: donna.hughes@flinders.edu.au (D. Hughes),

amanda.hutchinson@unisa.edu.au (A. Hutchinson), ivanka.prichard@flinders.edu.au
(I. Prichard), janine.chapman@flinders.edu.au (J. Chapman),
carlene.wilson@flinders.edu.au (C. Wilson).

1 Present Address: School of Psychology, Social Work and Social Policy, University of
South Australia, St Bernard's Road, Magill, SA 5072, Australia.

2 Present Address: School of Health Sciences, Flinders University of South Australia, GPO
Box 2100, Adelaide, SA 5001, Australia.

http://dx.doi.org/10.1016/j.cct.2015.06.004
1551-7144/© 2015 Elsevier Inc. All rights reserved.

Contents lists available at ScienceDirect

Contemporary Clinical Trials

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

http://crossmark.crossref.org/dialog/?doi=10.1016/j.cct.2015.06.004&domain=pdf
http://dx.doi.org/10.1016/j.cct.2015.06.004
mailto:donna.hughes@flinders.edu.au
mailto:amanda.hutchinson@unisa.edu.au
mailto:ivanka.prichard@flinders.edu.au
mailto:janine.chapman@flinders.edu.au
mailto:carlene.wilson@flinders.edu.au
http://dx.doi.org/10.1016/j.cct.2015.06.004
http://www.sciencedirect.com/science/journal/15517144
www.elsevier.com/locate/conclintrial


pronged recruitment approach on the integrity of trials have not been
adequately addressed.

Using a recent randomised controlled trial that encountered signifi-
cant recruitment challenges as a case study, this paper will discuss the
discrepancy between an ideal recruitment plan and its real-life outcome
when recruiting for a complex trial involving multigenerational, multi-
ethnic family groups in a longitudinal, sixmonth study. By documenting
the recruitment journey's challenges and offering recommendations
based on the trial's experience, it is hoped that future researchers seek-
ing toworkwith these populationsmay avoid similar difficulties, and be
able tomakemore informed selections of recruitment activities. In addi-
tion, by discussing the implications of the recruitment experience for
the integrity of the current trial, issues may be raised for future re-
searchers to consider at both the planning stage and when interpreting
results.

2. Methods

2.1. Description of the trial

This longitudinal randomised controlled trial entitled ‘Intergenera-
tional transmission of dietary behaviour’ set out to investigate the
intergenerational transmission of eating and lifestyle behaviours in
Australian families and whether both information transmission and be-
haviour could be influenced by provision of familial risk information for
a number of lifestyle-related chronic illnesses (heart disease, diabetes,
breast and colorectal cancer). It was anticipated that families from dif-
ferent ethnic communities, with different traditional eating habits and
health profiles, might respond differently to these messages and that
different family members may adopt the role of health “promoter”. Fol-
lowing Ethics approval, families with Anglo, Italian or Vietnamese eth-
nic background were invited to participate in an effort to achieve a
sample that represented three of Australia's largest ethnic groups [2].
Each has different traditional dietary habits, and represents different
waves of immigration to Australia. A traditional Vietnamese diet
(e.g., high levels of green leafy vegetables, fruits, lower levels of meats
and little dairy) is considerably lower in fat and higher in fibre than
the Western diet which is much higher in saturated fats and low fibre
[17]. The Mediterranean diet (high levels of monounsaturated fats
from olive oil, seafood, fruits, vegetables, grains) is typical of traditional
Italian eating habits [34].

In relation to immigration, families with Vietnamese cultural back-
ground represent a more recent immigration wave from the 1970s
and 1980s; families with Italian background characterise post-World
War II immigration; and families with Anglo background represent ear-
lier immigration. In addition to characterising different immigration
patterns and eating habits, these three ethnic groups differ in incidence
of overweight. In Australia, patterns of obesity and overweight in chil-
dren have been linked to the sub-continental origins of their parents
[4], with Italian-Australians having a higher incidence of overweight
than the population average, whereas rates among Vietnamese-
Australians are lower [23]. In addition, patterns of disease, such as
cardiovascular disease, differ by birth country in Australia, with
Vietnamese having the lowest incidence, followed by Italians and then
those born in Australia [10]. In order to examine the intergenerational
transmission of health behaviours, familieswith at least five participating
members spanning three generations were to be recruited.

Prior to consenting to participate, each familywas given information
about the study and its likely time commitment. Those who did not
believe that they had sufficient time to complete the study requirements
could elect not to participate.

Each enrolled family consented to participate at two time points six
months apart, pre-intervention and post-intervention. On both occa-
sions, each familymember completed an interview and a questionnaire.
The structured interview assessed patterns of encouragement and dis-
couragement of healthy (eating fruits, vegetables, foods high in fibre,

physical exercise) and unhealthy behaviours (sedentary behaviours,
eating snack foods, smoking (adults only) and alcohol consumption
(adults only)) within the family social network. Participants were
interviewed individually over the phone for approximately 15–20 min
by a trained Clinical Psychologist (first author). The interviews were
scheduled flexibly and conducted at any time that suited each partici-
pant. Most participants were at home at the time of the interview.
Many of the adult and older adolescent participants were alone on the
phone at the time of the interview, but younger children were often
interviewed with a parent present, over speaker phone.

A questionnaire was completed at baseline (prior to the interview)
and at 6-month follow-up. It was specifically designed for the study
and incorporated a range of pre-existing, standardised measures as
well as items devised specifically for the study. Participants were
asked to answer questions related to demographic information, current
eating and physical activity behaviour, eating and physical activity in-
tentions, attitudes towards food and perceived disease risk, and those
not born in Australia completed an acculturation scale. At baseline,
the parent generation also provided detailed information of family
morbidity of heart disease, diabetes, breast cancer and colorectal
cancer spanning three generations. This family health history infor-
mation formed the basis for the educational intervention component
of the study (see Fig. 1). The questionnaires were completed individ-
ually by each participant, with children completing a short form
which excluded questions about disease risk and health history.
The questionnaires took approximately 20–30 min to complete and
were sent to participants to complete at their convenience. Upon re-
ceipt of a family's completed questionnaires, the family was
contacted to schedule interview times.

At enrolment, each family was randomly assigned to the interven-
tion (receipt of personalised familial risk information and education
three months post-baseline) or control condition (receipt of no infor-
mation between the two time points). Following completion of each
time point, the family received $50 shopping vouchers to share ($100
total by the end of the 6-month follow-up) as a reimbursement for
their time. Families in the control condition received the intervention
after the completion of the second time point.

2.2. Trial eligibility criteria

To obtain an adequate sample size for statistical power, 50 families
in each cultural group were sought. This estimate was based on power
analyses accounting for potential clustering of the outcome variables
among family members using generalised linear modelling across the
two time points. Enquiring callers were asked (1) “In which
country(ies)were you and your parents born?” and (2) “Doyou identify
your family as Italian-Australian, Vietnamese-Australian or Anglo-
Australian?” Callers' families were enrolled if they identified as having
one of these ethnicities, if the parents and grandparents were born in
Italy, Vietnam, Australia or another English-speaking country and the
children were born in Australia. In addition, the eligibility required at
least one of the children to be aged between 10 and 18 years and
still living at home. This study was specifically interested in families
with dependent children. Younger children were required to be aged
within this range to enable competent completion of the questionnaire
and interview, and those over 18 years were no longer considered as
children. Furthermore, participating families were required to enrol at
least five members with representation across three generations in
order to capture the intergenerational influence of health behaviours
through the family.

2.3. Recruitment

2.3.1. Initial approaches to recruitment (stage one)
The research team's collective experience in conducting clinical tri-

als spanned more than 30 years. Based on their experience from

186 D. Hughes et al. / Contemporary Clinical Trials 43 (2015) 185–193



Download English Version:

https://daneshyari.com/en/article/6150598

Download Persian Version:

https://daneshyari.com/article/6150598

Daneshyari.com

https://daneshyari.com/en/article/6150598
https://daneshyari.com/article/6150598
https://daneshyari.com

