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ARTICLE INFO ABSTRACT

Keywords: Background: Engaging diverse populations in clinical trials is vital to research. This study evaluated the effects of

Recruitment varying recruitment messages for a clinical trial.

IC)1-1n1ca‘1 trials Methods: The messages were evaluated in a randomly assigned, factorial design that tested enhanced trust (vs.
isparities

standard) and participant endorsement (vs. standard) messaging.

Four postcards were developed and randomly assigned to 4000 potential participants’ addresses. Except for the
messages of interest, the cards were identical, and participants were directed to four identical study websites and
screening forms. Outcomes include unique website visits, visit conversion rate, screening forms completed, and
participants randomized into the parent study.

Results: Study websites received 74 visits (range by message type 9 to 34). There was no significant difference by
message type (p = 0.79). Online screening forms were completed by 15 participants (range by message type 0-6),
representing a conversion rate of 20.3% of website visits. Seven participants were randomized into the study in
response to the postcards (range by message type 0 to 3; 46.7% of screenings). Overall, 0.2% of individuals who
received a postcard were randomized into the study.

Conclusion: Despite developing recruitment messages with participant input, the enhanced messages did not yield
a greater response than standard messages. However, this method of evaluating recruitment messages shows

Message framing

promise.

Evaluating the messages used to recruit participants is crucial to
better engage underrepresented populations in clinical trials [1-3].
Specifically, it is essential to match recruitment messages to the prior-
ities of the target population. This study evaluated the effects of varying
recruitment message content on recruitment into a clinical trial evalu-
ating behavioral weight loss treatments for men working in labor and
trade occupations. These occupations, including construction,
manufacturing, installation, transportation, and maintenance (formerly
called “blue-collar”), represent approximately one-third of men in the
workforce in the United States [4,5]. Within this group, obesity and
related comorbidities are high [6,7], but engagement in evidence-based
weight loss programs and clinical trials evaluating these programs is low
[8,9]. Therefore, there are grounds to evaluate how to increase the
engagement of this population in clinical trials focused on evaluating
weight control programs.

Our prior work and other studies have found that men, particularly
those in trade and labor occupations, value trustworthy programs (e.g.,
evidenced-based, effective) [10,11]. Further, hearing from other men
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that their experiences with the program were positive is critical [11-13].
With this in mind, recruitment messages were evaluated in a randomly
assigned, factorial design that tested enhanced trust messaging (Yes/No)
and participant endorsement messaging (Yes/No). We hypothesized that
the enhanced trust and endorsement messages would result in greater
engagement with the study, operationalized as more website visits, more
eligibility screeners completed, and more randomized participants.

1. Methods

This study was conducted in the context of a randomized feasibility
study testing a behavioral weight loss program tailored to men working
in trade and labor occupations compared to a standard of care program
(overall recruitment goal N = 60). The programs being evaluated were
matched for time and mode of contact. The Rush University IRB
approved all procedures for this study before execution.
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1.1. Design and preparation

Recruitment messages and materials were developed based on in-
dividual interviews (n = 20) [11] and focus groups (N = 5; n = 24) and
in consultation with a community advisory board (six meetings; five
participants) comprised of men who work in eligible occupations.
Messages were developed using an iterative process. The study team
developed messages based on the interviews, which were evaluated by
the focus groups and finalized in collaboration with the community
advisory board.

The general message emphasized improving energy, a common goal
for men initiating weight loss that was identified during preparatory
work. This study manipulated two message factors: enhanced trust and
endorsement from a prior participant. Interview and focus group par-
ticipants indicated that trust in the program developers and delivery
agents of a weight loss program is crucial in deciding to participate in a
weight loss program. The wording of the enhanced trust messaging was
developed in conjunction with the community advisory board. Second,
interview and focus group participants reported that they would like to
hear from prior participants that the program worked for them (another
specific demonstration of trust). The advisory board selected the quote
used in the recruitment mailing from program evaluations from a prior
men’s weight loss program that is the basis for the tailored program
[14]. Four postcards were developed using a 2 (Trust Y/N) x 2
(Endorsement Y/N) factorial design to test the effects of these two
message options. The final postcard with the Trust and Endorsement
messages is shown in Fig. 1.
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Figure. Recruitment postcard
Note. Purple dashed lines indicate enhanced trust messaging. Green dotted lines
indicate endorsement messaging.
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1.2. Participants

A mailing list of 4000 names and addresses was purchased from a
marketing firm. Inclusion characteristics included: male adult, living
within 10 miles of the research site, and occupation associated with
manufacturing, construction, transportation, or production. Major
eligibility requirements for the home study include body mass index
>25 kg/m?, interest in weight loss, ability to participate in weekly web
conferencing group discussions, and availability for follow-up assess-
ments over six months. Exclusions include serious health conditions that
would interfere with weight loss or present a safety concern for unsu-
pervised physical activity.

1.3. Procedures

The list of names and addresses was randomly assigned to receive
one of four postcards during two batch mailings (to coincide with the
development of study cohorts for group intervention). Mailings occurred
in September 2022 and January 2023. Each postcard directed interested
participants to separate but identical study websites that described the
study in detail. The websites also included links to an online screening
form to determine initial eligibility.

Website visits were tracked using the analytics service provided by
the hosting website (Wix) between September 1, 2022, and April 1,
2023. Website visits that were unlikely to be potential participants (e.g.,
international sources that visited multiple study websites on the same
day) were removed from the visit data (n = 8). Screening form
completion and randomization into the study were tracked using
REDCap [15,16].

The outcomes of interest for this study included the reach of the
postcards at the points of website visit, screening form completion, and
randomization into the study. Using Fisher’s exact test, data for website
visits were compared across the four message groups. Due to a cell with
no respondents in the screening and randomization analyses, data were
not analyzed statistically for the completed screenings and randomiza-
tion and are presented descriptively only.

2. Results

Four thousand addresses were randomly assigned to receive one of
each of the four recruitment cards over two mailings. Of these, 307 were
returned undelivered. The recruitment websites received 74 unique
visits during the 30 weeks of recruitment, representing a 2% response
rate (see Table). There were no differences in website visits by message
type (Fisher’s Exact test: p = 0.79). Of those who visited the websites, 15
(20.3%) completed an online screener for the study. Conversion of
website visits to screener completion ranged from 0 to 35.7% for each
message type. Of those who completed the online screener, seven (47%)
were randomized into the study (20-75% by message type). Participants

Table
Count data for recruitment stages by message type.
Standard Standard & Standard Standard,
Message Endorsement & Trust Endorsement, &
Trust
Unique website 34 17 14 9
visits*
Online 6 4 5 0
screening
forms
completed**
Participants 3 3 1 0
randomized
into parent
study**

Note. *Fisher’s Exact test: p = 0.79. **These values were not statistically
compared.
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who were not randomized into the study either did not complete the
screening process (n = 5) or did not meet the study criteria (n = 3). The
messages that did not include the enhanced trust message yielded the
greatest number of participants (n = 3; 0.3%). Overall, 0.2% of postcard
recipients were randomized into the study.

3. Discussion

This study used a factorial, randomized design to evaluate two as-
pects of recruitment messages for a trial suggested by preparatory work:
enhanced trust and participant endorsement. Results indicate few dif-
ferences between recruitment messages and trends identified favored
messages with less information, which will need to be confirmed in
future studies. This was contrary to the study’s hypotheses.

Although the hypotheses guiding this study were not supported, this
study demonstrated one approach to experimentally evaluating
recruitment messages. This approach was able to track the reach and
engagement of the potential participants with little additional staff time.
The development of the four postcards required additional design time,
but this was minimal beyond developing the standard message. Simi-
larly, the identical websites required additional recruitment costs for
website hosting ($976.80), but no additional costs were incurred. Thus,
this approach is a feasible way to incorporate a study within a trial
focused on recruitment [17,18]. For example, researchers could test the
effects of social media campaigns with varying messages and/or imaging
by sending interested participants to separate websites for further in-
formation or screening forms. This will track participants’ behavior
more closely than social media company metrics alone and more accu-
rately than self-report alone. Results from social media could then be
used to inform direct mail recruitment strategies, which are often more
costly and more difficult to change in response to participant
engagement.

This study also provides estimates for engagement with recruitment
materials sent into the community directly. In this study, 2% of in-
dividuals who received a postcard visited the study website, 0.4%
completed an online screening form, and 0.2% were randomized into the
study. These values could be used to estimate the number of direct
mailings needed for future studies. Previous studies have reported initial
response rates to direct mail for clinical trials focused on weight between
0.7% and 1.3% [19,20]. This information should be considered when
developing a similar study to ensure comparisons have sufficient power
for statistical comparisons.

This study used an experimental design with objective measures of
engagement. Though this study used direct mail as the medium, similar
methodologies could be used in modes of recruitment, such as during
social media recruitment campaigns. Further, engagement was tracked
through randomization into a study rather than relying on cross-
sectional analysis, where participants evaluate recruitment messages
in a hypothetical situation. Finally, this study focused on a high-need but
underrepresented group in health promotion. Limitations of this study
include using only one contact medium to engage participants. Other
mediums, such as flyers or electronic recruitment, may have yielded
different effects. Second, the study was designed as part of a parent
feasibility trial, and the lack of statistically significant differences in
results is likely due to a lack of power. Finally, this study focused on a
specific population, so it is unclear if the results of the messaging type
would generalize to other groups.
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