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Improving our messages about research
participation: a community-engaged
approach to increasing clinical trial literacy
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We are all aware that recruiting individuals
for clinical trials (CTs) is not an easy task
and it can be even more challenging to recruit
within underserved populations. Numerous
barriers to participation have been reported
including individuals’ limited awareness
and knowledge about CTs, misperceptions
and fear of research and distrust of doctors
and researchers [1-4]. We argue in this report
that the way we as researchers and scien-
tists communicate about CTs and research
participation in general is also a significant
barrier to recruitment, enrollment and par-
ticipation [5]. There is tremendous potential
to improve our messaging about research,
which, in turn, can improve the ‘clinical
trial literacy’ of those most in need of these
studies and whose participation could help
advance science. Providers tend to overes-
timate patients’ health literacy skills and
the clarity of their own communication [6).
Results from the 2012 Program for the
International Assessment of Adult Compe-
tencies, for example, demonstrated that the
US average literacy score was 270 or at Level
2 (Level 5 or scores between 376 and 500
demonstrate highest proficiency) (7. Respon-
dents who self-reported ‘poor’ health often
scored at or below Level 1 in literacy (38%),
numeracy (52%)
(81%). Poor health-related literacy is associ-

and problem solving

ated with negative health outcomes [s]. Use
of jargon-free language (at a ~Grade 5-6
level) is strongly recommended for all health-
related content [8,9]. At the national level, the

US President signed the Plain Writing Act
into law in 2010 requiring federal agencies
to use ‘communication that the public can
understand and use’ [10]. So why not apply
principles of plain language communication
to our messages about research participation?

In this paper, we present our approach
to researching CT communication needs
and message strategies. We encourage other
teams to consider similar methods to guide
their CT messaging.

Phase I: we examined the current
state of CTs in one southeastern

US state to determine to what
degree rural residents were
represented in CTs

An online survey was conducted with 119 CT
principal investigators (PIs) from our state’s
five main academic medical centers. Second-
ary analyzes were also conducted using data
from health insurance plans (e.g., Medic-
aid, State Health Plan), clinical risk group-
ings and the American Community Survey.
Principal investigators reported having the
most difficulty recruiting from rural areas
and that rural residents were least likely to be
represented in research, behind both the gen-
eral public and African Americans (AAs) [s].
Most commonly reported barriers to recruit-
ment related to communication or awareness
about CTs. Rural residents were significantly
more likely than other groups to be perceived
as lacking knowledge and understanding
about CTs, having lower literacy and lacking
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health information. Principal investigators also rarely
communicated about clinical research outside of the
medical setting to reach individuals in underserved
communities. However, the secondary data analyzes
showed that the majority of rural citizens (75%) cov-
ered by the State Health Plan or Medicaid were indeed
eligible for CTs [11]. Although CT PIs were correct in
considering barriers in these areas, there still exists a
large pool of potentially eligible CT participants. This
initial research phase consisting of the PI survey and
secondary data analysis revealed that increased com-
munication between Pls and rural communities and
better education of PIs on communication strategies
were needed to enhance CT participation in more
rural and remote areas. Although investigators relied
heavily on local physicians to recruit patients, our
research suggested that there may be limited commu-
nication between the investigators and local physicians
and between these local doctors and patients.

Phase II: we assessed adults’ current CT
knowledge and beliefs, communication
sources & information needs

We employed a mixed methods approach using focus
groups [1,12] and a telephone survey [2.3]. First we con-
ducted 19 focus groups and eight interviews statewide
with a total of 212 participants. Participants were
stratified into eight focus group types according to
geographic location (rural vs urban), race (AA and
white) and gender. Discussions assessed participants’
beliefs, perceptions and sources of information about
CTs, preferred strategies for communication about
CTs and willingness to participate in a CT in the
future. Urban and rural participants expressed simi-
lar beliefs about CTs. Common misperceptions were
that CTs were intended for people who could not
afford care or who were terminally ill. Rural residents
were less willing than urban residents to participate in
a CT in the future. Urban residents more frequently
discussed their distrust of the medical system as a rea-
son for nonparticipation. Many individuals expressed
that their participation would depend on whether their
doctor spoke with them about it or whether the trial
would benefit a family member’s health. Both rural
and urban participants reported financial incentives
as the top motivator to CT participation. Focus group
participants recommended partnering with com-
munity organizations, schools and churches as well
as using word-of-mouth to educate CT participants
and encourage their enrollment in medical research.
Urban groups also recommended media promotion.
Findings from this phase were important for inform-
ing CT recruitment and communication strategies in
both urban and rural communities. For example, other

qualitative work specifically examining AA communi-
ties’ communication needs about cancer CTs [4,13] con-
tributed to the development of a prostate cancer and
research participation education program for AAs that
was disseminated statewide [14].

We recommend these types of focus group ques-
tions to help engage communities in CT message
development and dissemination:

* When you hear the term ‘clinical trials, what
comes to mind?

*  What are the benefits of CTs?
*  What would motivate you to participate in a CT?

e If you were in charge of getting the word out to
your communities about the benefits of CTs and
helping recruit community members for CTs, what
would you do to make sure people received the
information?

Focus group findings influenced development of a
statewide telephone survey that was conducted with
511 randomly selected residents 18+. The sample was
stratified according to race and residence and included
126 urban AAs, 133 urban whites, 126 rural AAs and
126 rural whites. Survey findings revealed that AAs
were significantly less willing than whites to partici-
pate in a CT. We found that lack of general knowledge
about CTs and perceived risk were significant predic-
tors of AAs” willingness to participate in a CT. Rural
residents indicated greater lack of knowledge about
CTs than urban groups. Results from the focus groups
and statewide survey indicated that future messag-
ing needs to improve basic knowledge about CTs and
address key misperceptions within rural, urban, AA
and white groups. Community members also made
key recommendations for CT information dissemina-
tion, including providing information that is simple
and easy to understand, using a trustworthy source of
information (e.g., local doctor) and working with local
media (e.g., television, radio).

Phase Ill: we analyzed current
communication messages & channels being
used to recruit & educate communities
about CTs

We partnered with CT research staff from our state’s
five major academic medical centers to request their
CT recruitment materials. We also searched for rel-
evant information resources on the websites of the
centers. A total of 127 CT materials were collected
and analyzed [15]. Out of these, 37.8% were print and
62.2% were web-based resources. The overall mean
reading level (based upon the SMOG measure of read-
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ability) was Grade 11.7 £ 2.3, indicating that an upper
high school education was required to read the CT
materials [8]. While still written at a high school level,
materials that included a call to action (e.g., ‘call this
number to enroll’) [16] were at a lower readability level.
Typically, studies on the readability and comprehen-
sion of CT information have focused on informed con-
sent resources, so this phase of our research provided
insight into the content and difficulty level of recruit-
ment education materials. We suggest carefully consid-
ering the messages we include on all CT recruitment
and promotional materials. We acknowledge that con-
tent requirements made by institutional review boards
may result in CT recruitment and other materials with
technical language that is not understood completely
by individuals with lower literacy. However, there
are strategies we should be using (e.g., bullet points,
graphics, etc.) to improve our communication about
CTs [8,15].

When working with potential CT participants,
consider using a quick screening tool such as the
Single Item Literacy Screener to establish a crude
assessment of their health literacy levels 17]. Results
will motivate us (i.e., researchers, scientists, provid-
ers) to modify and improve our verbal and written
communication style. It will be important to assess
if perceived understanding of health and medical
information is associated with willingness and inten-
tion to participate or actual participation in a CT.
Collectively, the formative research described in this
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