WHITEPAPER:
Trial Efficiency

The Importance
of Decentralized
Clinical Trials:
Increasing Access,
Simplifying the
Patient Journey,
and Reducing Site
Burden

WHITEPAPER | TRIAL EFFICIENCY

The Importance of
Decentralized Clinical Trials:
Increasing Access, Simplifying
the Patient Journey, and
Reducing Site Burden
While the standards and value of clinical trials remain high, new implementation techniques have allowed for the adoption of decentralized

clinical trials. During 2020, many traditional clinical trials were disrupted
or indefinitely halted at the cost of valuable research and patient quality of life. A rapid pivot from centralized to decentralized clinical trials

has now become not just a novel alternative but a forthcoming trend to
successful clinical trial data collection in an ever-changing world.

The benefits of decentralized clinical trials not only begin with a higher success rate in clinical trial data collection— the benefits extend to

patients by simplifying their journey through their involvement in clinical
trial phases. Finally, the nature of decentralized clinical trials has the

added benefit of reducing site burden, which ultimately leads to better
care for all patients and fewer roadblocks to proper implementation

of clinical trial phases that require the use of site resources. If correctly

implemented, decentralized clinical trials can outperform expectations
and provide critical data for the researcher.

Increasing Access to Clinical Trials With a Data
Science-Driven Approach

As clinical research is increasingly moving to a decentralized model, it is

imperative that the patient matching and enrollment process be streamlined and data-driven to accelerate the data collected from the clinical

trials. A significant advantage to using Decentralized Clinical Trials (DCTs)

is that it increases access to clinical trials for participants who may not be
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able to participate in traditional clinical trials for a variety of reasons.
There are many challenges that potential participants face when choosing to participate in a conventional clinical trial. For example, it may be
challenging to travel to and from the trial location, and there may be

financial barriers to this travel. In addition, there may be limitations based
on poor health or mobility. As a result, many clinical trial candidates who
would otherwise qualify for a clinical trial may not be included.

It is also important to note that there have been significant challenges in
including many groups in traditional clinical trials: people from impov-

erished and rural communities and many racial and ethnic minorities. In

addition, the lack of diversity in clinical trial participants has been a highlighted issue that studies must now take into account.

Decentralized clinical trials offer the opportunity to lower barriers to participation in clinical trials by allowing for the involvement of participants who
historically would have been much less likely to participate in a clinical
trial. Without the burden of travel, accommodation, mobility, childcare
expenses, or missed workdays, patients are free to participate in clini-

cal trials and provide valuable clinical trial data that would otherwise be

missing if the trial were centralized. While DCTs help overcome traditional
trials’ challenges such as poor recruitment outcomes and trial delays,

they do come with their burdens, such as appropriately qualifying candi-

dates in a scalable way. By leveraging a data-driven approach to patient
recruitment and enrollment, clinical research sponsors can overcome
these challenges and accelerate their trial timelines.

Implications of Mandating a Set of Criteria

Most clinical trials have a list of eligibility criteria that must be met be-

fore a participant can enroll. These requirements vary from trial to trial
and can be designated by investigators, study sponsors, and, when
they are involved in study design, patient groups.

For example, criteria are devised to protect the safety of participants,
so trials might exclude people who are unwell, elderly, or pregnant.

Exclusion criteria might also yield ‘clean’ data — that is, data on people
who are more like each other. But it also means that trial participants
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are less representative of patients — who come in all ages and have a

spectrum of health conditions. Too often, the requirements are selected
simply because the lists of exclusion criteria have become a template,

carried forward without scrutiny from one trial to the next. Restricting el-

igibility in this way can disproportionately affect groups that are already
underrepresented in medical research.

Nearly 80% of clinical trials
fail to meet enrollment
timelines, and approximately one-third (30%) of
phase III study terminations are due to enrollment

For example, in the United States, diabetes is more common among Af-

difficulties (Setheraman

ican adults are 60 percent more likely than non-Hispanic white adults

Clinical Trials can increase

rican Americans than European-descended Americans. African Amer-

et al., 2018). Decentralized

diagnosed with diabetes by a physician. In addition, diabetes can

participant enrollment

lead to reduced kidney function. As a result, trials that exclude people

with reduced kidney function could disproportionately exclude African

American participants and therefore underrepresent a large population
of patients.

and ultimately lead to a
higher success rate in clinical trials.

Using advanced data-science techniques and a broader geographic
parameter can help limit the impact of overly strict exclusion criteria.

Data-Driven Decentralized Clinical Trials

A data-driven approach to decentralized clinical trials allows partici-

pants to be more efficiently selected based on the clinical trial criteria

without constraints that may otherwise limit participant involvement. A

more comprehensive selection of participants can be considered, leading to more diversity in clinical trials using the available data. Increasing access to clinical trials without the limitations that many potential

participants face in the traditional centralized clinical trials process can
lead to successful trial outcomes. Today, nearly 80% of clinical trials fail
to meet enrollment timelines, and approximately one-third (30%) of

phase III study terminations are due to enrollment difficulties (Setheraman et al., 2018). Decentralized Clinical Trials can increase participant

enrollment and ultimately lead to a higher success rate in clinical trials.

A Real-World Example of DCT Benefits

Trialbee has real-world experience employing the benefits of DCT’s to

meet clinical trial goals. A true example of Trialbee’s work includes the
following:
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A global biotech firm initiated a Phase IIb orphan drug study for the
treatment of chronic ulcerative colitis. Study protocol originally ac-

counted for randomizing 120 patients across 40 investigator sites in

six EU countries. Full enrollment was expected after 14 months of cam-

paigning. However, after deploying traditional recruitment methods, the
sponsor met only 60% of its patient enrollment target and extended the
recruitment window for six months.

Deploying Trialbee resulted in 3-month savings in
recruitment efforts. 40% of
patients were randomized
in just 1/3 of the full recruitment period.

Trialbee partnered with the biotech firm to close the enrollment gap

and move the study forward as planned. Highly-targeted patients from
the public domain that were a good match for this rare disease study
were easily identified using real-time analytics-driven by Trialbee’s

Smart Patient Matching solution. Patients who qualified via an online

questionnaire were subsequently screened by telephone by a professionally-trained, multilingual nurse panel to ensure each respective
patient was a high-quality referral suitable from randomization.

Deploying Trialbee resulted in 3-month savings in recruitment efforts.

40% of patients were randomized in just 1/3 of the full recruitment period.

Original projections estimated 12 months to enroll the required number

of patients using traditional methods. However, the biotech trial enrolled
less than 50 patients after ten months and extended its enrollment

timeline to 19 months. Trialbee partnered with the biotech to implement
digital campaigning and get recruitment on track. As a result, the study
met its enrollment target in 16 months, saving three months of recruitment efforts.

However, if Trialbee had been deployed at the study start, the biotech
could have enrolled patients in 11 months, saving over five months of

recruitment efforts. Additional benefits included the fact that site bur-

den was reduced through e-screening and nurse panel evaluations of

referred patients. In addition, only highly qualified patients were referred
and activated at each site, freeing site staff to focus on mission-critical
tasks and enabling a superior experience for sites and patients.
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Patient Recruitment and Enrollment

Matching suitable patients to a clinical trial can be problematic. In fact,

patient recruitment is one of the biggest bottlenecks in clinical research.
The enrollment stage can often be a drop-off point for participants if
the process is not seamless.

Trialbee ensures the following for sponsors and sites in DCTs.:
•

•

•

Access scalable, real-world data to identify suitable patients, meet

your patients where they are digitally and optimize patient targeting
with Trialbee digital patient recruitment.

Identify and reach relevant patient populations from the public

domain not previously known to hospitals, clinics, or study registries
and from 200M+ claims and electronic health records.

Utilize our triple qualification process to ensure high-quality refer-

rals: match patients to trials using sophisticated patient matching

methods, and assess their suitability and motivational factors with
an online pre-qualification survey and professional, multilingual
•

nurse panel interviews.

Track and analyze the status of referred patient flow throughout the
entire clinical trial.

Simplifying The Participant Journey

“Participants have traditionally faced many daunting challenges when
involved in a clinical trial, and many of these challenges have ulti-

mately led to participants discontinuing their involvement in a clinical

trial. Reasons for discontinuing involvement vary, but the complicated

nature of centralized clinical trials usually requires a participant to ap-

pear at a centralized research site multiple times for the trial duration. In
addition, the administration of medication and observation of effects at
numerous points during the trial can be a barrier to participant involvement, especially if the participant is in poor health, from an impover-

ished or rural community, or has other health issues that make travel
difficult.
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It is important to remember that the trial participant is a patient and

that the difficulty of participation can be overwhelming or at least more

complicated than the participant expected. Decentralized Clinical Trials
aim to reduce the burden on the patient and simplify the patient jour-

ney as they participate in the clinical trial. A simplified process leads to

fewer participants dropping out of the clinical trial, which means a more
successful trial and a good return on research investment. In addition,
simplifying the patient journey can happen at many points within a

clinical trial and can be facilitated by turning to technology for assistance.

Many traditional clinical trials have required multiple visits to the re-

search sites to meet with intermediaries belonging to the study team,

such as physicians, medical staff, study coordinators, researchers, and
many others for data collection and compilation. In decentralized clinical trials, virtual appointments allow for these important meetings to

happen without requiring the participant to travel to a central location.
This simplifies the process of participating in a clinical trial for the pa-

tient and has the added benefit of the ability to gather important data

regarding the patient’s response to the trial in their natural environment.
This increases the breadth and value of the data that has been collected and can lead to the successful completion of more clinical trials.

Virtual Tracking

Virtual tracking of patient data in a decentralized clinical trial allows for
the data to be harnessed in real-time.

The use of virtual tracking is primarily advantageous to:
•
•

Sites

Sponsors

Decentralized clinical trials benefit significantly from real-time patient
data tracking, and automated data collection is even more desirable.
Trialbee provides a single integrated patient-centered system that
captures high-quality study data.
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Reducing Site Burden

Choosing decentralized clinical trials over the traditional option of cen-

tralized trials has the added benefit of reducing site burden while maintaining close contact with patients and trial stakeholders to aggregate
the necessary data to complete each trial phase.

With a data-driven approach, potential patients can be quickly con-

verted into enrolled patients while providing real-time and predictive
analytics from initial interest through randomization. Real-time ana-

lytics can predict enrollment and consolidate potential participants for
your clinical study, even if they are recruited from different sources. All
of this can be done by using virtual tools and streamlining the patient

engagement process. This dramatically reduces the burden of partici-

pant management for staff at the research site. This also can enhance
the experience of the patient while participating in the clinical trial.

The trial is no longer a burden to endure but an optimistic opportunity to be involved with cutting-edge research and care. Reducing site

burden means that there is an opportunity to employ technology that
is mutually beneficial to both staff and participants: Virtual telehealth
technology engages patients and minimizes drop-out rates while

providing qualified, study-ready participants and, in turn, reducing site
burden.

To minimize the impact on work schedules or other aspects of daily

life, ensure flexibility in visit scheduling to accommodate participants’
individual schedules and routines as much as possible. Another way

to support study participants and drive compliance to protocol proce-

dures and adherence to treatment is to include SMS or email reminders.
This can include reminders of study visits, when to take the study drug,

to complete a diary, or any other important reminders about an activity
that can be easily forgotten by the participant.
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Key Takeaways

Decentralized Clinical Trials don’t have to be difficult. Enrolling the right
participants, and meeting the trial timeline, is challenging. However,

Trialbee is equipping sites and sponsors with decentralized clinical trial
capabilities with two focal points: participant recruitment and enrollment.

By streamlining these processes, Trialbee alleviates the most common
bottlenecks of Decentralized Clinical Trials. Trialbee also equips sponsors and sites with the ability to track the progress of the study via its
robust platform.

For more information or to schedule a demo, email us at
solutions@trialbee.com or visit us at trialbee.com.

trialbee.com | solutions@trialbee.com
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