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Recruitment & Retention Trends
How They Can Impact Your Site
The clinical trial industry is highly dynamic; there
are many moving parts that seem to constantly be
revised, enhanced, and morphed into the “next big
thing.” Maneuvering through these ever-changing
processes adds to the already existing complexities
of conducting and managing clinical trials. There
are many variables and trends that come into play
that affect the conduct of clinical trials. In today’s
environment, there are three primary trends which
may impact how patients are identified and clinical
trials conducted.
The first trend is the use of big data in identifying
appropriate, qualified sites as well as identifying
disease prevalence throughout the United States.
Figure 1 illustrates the results of a data query using
claims data. Big data refers to the access and use of
health claims data that is queried using ICD-9 and ICD10 codes. Access to this level of data allows sponsors
to identify investigators and physicians who are
already seeing the desired target population. Recently,
this trend has expanded to include electronic health
record (EHR) data. Coupling these two data sets
allows sponsors to be very prescriptive in their
feasibility process.1 For example, if
looking for an individual diagnosed
with COPD who is also a former
smoker, the claims data will
reveal only that they have been
diagnosed with COPD. However,
when the EHR data is overlaid
with the claims data, it can be
determined if they were also a
former smoker. Now more than
ever, sponsors are accessing and
evaluating this data before they
begin their feasibility process.
The area in which this exerts a
potential impact on the site is
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related to receiving study
inquiries. Sites may find that
the number of new study
inquiries being received
declines. With this in mind,
a multi-specialty site may
consider it beneficial to
modify their business model
to be focused on two to three
therapeutic indications versus
multiple indications, knowing
sponsors are and will continue
to use this data to pinpoint
sites with the appropriate target
audience. Sponsors will no longer
rely solely on site-reported feasibility data. The
consideration of changing your business model
is merely a suggestion to consider; nothing
more, nothing less.
The second trend to have an impact on how
to recruit patients into a clinical trial is the use
of technology. The utilization of technology
encompasses many outreach mediums, which

Figure 1. Disease prevalence heat map for acute myeloid leukemia.

include social media, online health communities,
and digital marketing. These initiatives are quickly
changing the face of clinical
trials. While sites may
not partake in
using all the
strategies
to help
identify
patients, it
is imperative
to have an
understanding
of the various
informational
sources of
how one
may learn
of clinical trials and the
knowledge they bring
with them that will need
to be managed by
the site in terms
of questions and
expectations. The
internet has put
vast information
into the hands of all who have access, and while this
helps tremendously in educating the public about
clinical trials, it brings management challenges
with it. For example, this year Apple Inc. launched
its ResearchKit app, which covers five diseasespecific populations including diabetes, asthma,
Parkinson’s, breast cancer and heart health.2 As
one can imagine, the response to each of these
apps was overwhelming. It is critical, however, to
be mindful of what it means. In this example, all of
the ResearchKit apps are associated with market
research in the collection of qualitative data. While
this information may one day assist in the clinical
trials development process, it currently does not
exercise a direct impact on clinical trials. However,
it is a harbinger of what’s to come. This example
demonstrates how the industry may be quick to
jump on the bandwagon before fully understanding
all of the nuances of the offering. Be aware of new

technology offerings and take time to evaluate the
true impact on the site before engaging and/or
implementing a new service offering.
In addition to the vast body of knowledge that
is made available through the internet, sponsors
still look to online strategies to assist with
enrollment. According to a survey conducted by
Industry Standard Research, the Food and Drug
Administration reported a 233% increase in patients
required per new drug approval—from 1,500 in
the 1970s to more than 5,000 today. Within this
same report, 28% of study coordinators reported
that inclusion and exclusion criteria have the single
biggest impact on patient recruitment success.3 As
available patient populations shrink due to more
complex protocols, limited inclusion and exclusion
criteria and increased competition among clinical
trials, the planning and implementing of external
recruitment has moved from a consideration to a
necessity. Sites are seldom in a position to go it alone
and succeed. This is supported by Lasagna’s Law that
states Investigators overestimate the pool of available
patients.4 This does not mean that all external
programs need to be direct-to-patient. Recruitment
support encompasses all aspects of the clinical trial
process, from site feasibility to site support, training,
enrollment support and retention. Therefore, the
need for online strategies has grown
tenfold, requiring those of us on
the front lines to understand
how these initiatives can
impact enrollment activity
at the site.
The introduction of digital
marketing, online social
communities and social
media has created an interface
where one is able to push5 clinical
trial information to the individual.
Because these individuals are actively
engaged online, sponsors, recruitment
vendors, marketers and the like can
visualize behavioral patterns during
their activity online. This is vital in using
online outreach to assist with recruitment
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Chart 1. Study participants’ preferred method to receive appointment reminders.

so one is aware of where best to spend your money
to target the desired patient population. And it is
just as important to understand what is involved
in an online campaign that is being managed by
a third party that may generate referrals. Ensure
the proper methods are in place to follow up and
process these referrals promptly. It is similarly
important to ensure the right processes are in
place to collect and report metrics back to the
sponsor. Receiving these metrics, evaluating
timeliness in processing referrals, and analyzing
program outcomes will be useful for future trial
considerations.
The third and final eminent
trend is the impact of mobile
technology related to
patient engagement and
compliance. Those of us
who live in the clinical
research industry know all
too well that the end game
of a successful clinical trial is to
maintain the required amount of study
participants throughout the course of
the trial. Without the needed statistical
power to present results, all the efforts
put into enrolling the study is for naught.
Patient engagement or retention happens
when the first patient is enrolled into the
study. The relationship that the study coordinator
and Investigator forge with the patient and his/
her caregiver, as appropriate, is absolutely critical
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in ensuring patient engagement and compliance.
Until recently, maintaining the necessary level of
engagement was entirely a manual process. The
advent of mobile technology has reduced the burden
to study staff and has created an automated and
efficient way for the study staff to communicate with
patients while away from the office.
Mobile technologies such as text messaging
and study apps are being used as the primary
communication channel with patients and
caregivers. These services are typically provided to
a research site through a third party contracted by
the sponsor. One may find themselves questioning
the applicability and utilization of these services
among your patients, especially among older
patient populations. According to the Pew Research
Center, “30% of adults age 65+ and 54% of those
ages 50-64 years old have looked online for health
information in the past year (compared with 67% of
adults ages 30-49 and 72% of adults 18-29 years old).”
Moreover, 12 percent of adults aged 50–65 use text
messaging daily and this number is growing daily.6
Similarly, a retention app used in a mild-to-moderate
Alzheimer’s disease study targeting both the
patient and caregiver was utilized by 55% of study
participants and caregivers.7 Mobile technology
allows researchers to continue to put educational
information into the hands of study participants and
it greatly reduces attrition rates, which is vital to the
study’s success. Using text messaging for study visit
reminders has improved appointment attendance by
38%. Furthermore, in a survey of study participants,

85% reported that they would prefer to receive a text
message about their next visit and 82% said they
would like a phone call from the research staff.8 Chart
1 shows the collective results of the survey.
This data validates the adoption of mobile
technology not only by the industry but by those
who matter the most—the patient. Therefore, if these
patient engagement and compliance solutions are
made available to the site, it’s highly encouraged
to take advantage of the offering. These solutions
are proven to increase efficiencies at the site and
increase overall study compliance by the patients.
In summary, while these trends bring challenges
from a management and understanding perspective,
they also bring viable solutions never available
before. When faced with these options, do not panic
and look the other way, or do what has become
comfortable. Take a moment to fully understand
how this impacts the site’s practice and processes in
clinical trials. The sooner these solutions are adopted
into practice, the better chance of success. Big data,
digital outreach and mobile technology are here to
stay. It is time to embrace the change!

References
1 Fishman, Carolyn. Big Data: The Future of Clinical Trials. Cloud Medical Image
Exchange, 2014.
2 Apple Introduces ResearchKit, Giving Medical Researchers the Tools to Revolutionize Medical Studies. Apple Press Info, 2015.

European Site Solutions Summit

Partnering for Success!
November 2-3, 2015
Hyatt Regency Nice Palais de la Méditerranée
Nice, France

Join SCRS and collaborate
with stakeholders from
participating sites, sponsors,
and CROs from across the globe.

3 Optum™. Disease Prevalence for Acute Myeloid Leukemia. 2015.
4 Thomas, Achilleas, MD, MSc, Farrokhyar, Forough, MPhil, PhD, McKnight, Leslie,
MSc, Bhandari, Mohit, MD, MSc. How to Optimize Patient Recruitment. Canadian Journal of Surgery, 2010.
5 Masangkay, Estel Grace. Report Predicts ‘Push’ Trend in Sponsor, CRO Patient
Recruitment. Clinical Leader, 2014.
6 Pew Research Center, 2015.
7 DAC Patient Recruitment Services. Alzheimer’s Study App Usage. 2014

EUSiteSolutionsSummit.com
Register Today!

8 mProve. Mobilizing Clinical Research. 2013.

Melynda Geurts
Vice President, Operations
DAC Patient Recruitment Services

Early bird pricing
ends September 2
MySCRS.org | 13

