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he world and technology are racing
ahead of the clinical trials industry.

Digital health technologies (DHTs)
continue to advance while clinical research
remains slow to embrace efficient technologies
and offerings that are widely being deployed in
healthcare. The result is a market where a new
medical product costs in excess of $2 billion

and takes over 10 years to get to market — if«#

it even makes it to market.

With advanced technologies now a patt of ;

our daily lives, clinical research has a_a moral
imperative to fix the traditional paradigms and
ensure that every participant gétsiaccess to the
best possible care. In this article, we’ll discuss
the evolution of clinical research, how to adapt
it to our current needs and life seyles, and how
to incorporate more hybrid decentralized tri-
als (DCTs) and fully'decentralized trials into
clinical development.” Doing so will better
integrate healthcare into participants’ real lives
and accelérate apptroval of new medications.

The Current Clinical
Research Paradigm

The industry unwillingness to adopt inno-
vative changes is partly because the traditional
model took a long time to build. Thousands of
working processes depend on traditional para-
digms. The technology we have today didn’t
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exist when we built this_traditional» model.
Yet, despite many technologicalyand tele-
communications advancements, the healthcare
industry is slow toadopt change. For example,
it took 25 years for the industry to move from
using paper to eleetronic;medical records. The
push for a new model is crucial to executing
successful and efficient trials.

The cutrent, traditional business model
is not, sustainable — it’s incompatible with
the positive, disruptive changes that everyday
technology enables. The more time and money
spent in clinical development, the more partic-
ipant lives are at risk.

Drawbacks of the Current Model

Since the 1980s, we have made limited changes
to how we develop and test new medical prod-
ucts in clinical research. The FDA is in the
process of modernizing, but legacy frameworks
are sometimes slower than participant needs.
The current, traditional system and clinical
research protocols require many on-site proce-
dures that take up participants’ time.

The majority of protocols today have an
increased number of procedures or visits a par-
ticipant would receive for their disease man-
agement in the normal course of care. As a con-
sequence, this makes the participant burden
high, making it difficult to recruit and retain
clinical trial participants. Participants must
journey to sites that may be far from their
homes — an average travel of two to three
hours — when they could instead pick up a
prescription at a local pharmacy, participate in
telehealth visits, or use in-home healthcare. As
a result, only about 3% to 5% of eligible par-
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PRA’s approach to DCTs
allowsyouto see the full
participant journey, make
participation in clinical
trials more accessible, and
provides direct care to
participants. See how at
PRAHS.COM/DCT.

ticipants get to enroll in clinical research and
there is a 20% to 40% dropout rate for those
who do enroll across all clinical trials.

The vast majority of today’s population are
millennials, who use digital technology daily
for nearly all forms of activity — they expect
healthcare to maneuver the same way. While
the healthcare system is taking steps towards
integrating technology — for example, tele-
health — there has been little movement in
the clinical trials space. As a result, partic-
ipants are less willing to partake in clinical
trials that do not utilize some mobile form of
technology. Studies show that about 75% of
people preferred a DCT over a traditional trial,
and 80% of participants are more likely to take
part in a trial that uses mobile technology.!

It’s not just recruitment and rentention that
is difficult using the traditional model. Studies
show that, without technological tools, data is
often noncompliant. For example, 20% to 30%
of patients do not adhere to their medication
regimens that are curative or relieve symptoms.*
Between 30% and 40% of participants fail to
follow regimens designed to prevent health
problems, and 50% of participants fail to adhere
to their long-term prescribed medication. The
result of these failed drug adherences is billions
of dollars to pharma companies. On the other
hand, participants were 94% compliant when
their diary entries were electronic vs. paper
diary entries at 20%.% (See study graphic on
page 27.) Virtual engagement can significantly
impact drug adherence and participant behav-
ior, saving time and money that could be better
spent on developing treatments that improve
patient lives.*



The Need for a New
And More Efficient
Model

Study Details

Given the challenges of our cur-
rent, traditional model, the industry
must be proactive. We must adapt
today’s communication and digital
health technologies to incorporate into
trials, making them more efficient,
safe, convenient, and cost-effective.

What Do We Need? There’s a push
by participants to use telehealth and
digital engagement for their health-
care interaction. The healthcare and
clinical research industry needs to
incorporate today’s technologies into
how we run clinical trials.

How Do We Do This? Create a
multi-functional and inter-operable
mobile platform that is regulated and

allows participants to participate in
clinical trials. This platform collects data for
a trial in a digital environment in order to be
congruent with how participant healthcare is
delivered.

What Would it Look Like? It would max-
amize participant recruitment with regional,
state, or country DCTs, and we'd use hybrid
and full DCTs to reduce cost and resources,
optimizing efficiencies in all steps. It would
also involve a new circle of care, providing
access. Through their device, the participant
would have access to caregivers, friends and
family, CRC/Site, sponsors and CROs, mobile
HCPs, and PI/HCPs. We'd implement moré
mobile participant engagement, using devices
anywhere — bring your own device = as pet-
sonal mobile devices are preferred form of con-
nectivity. Using technology, we can partner
with FDA to create new validated endpoints.

What would a new and more efficient
model offer? It would.offer real-time partic-
ipant data insights, earollment insights, de-
risk trials in real-time, enhanced participant
engagementand safety; participant-centricity
and empowerment; and on-demand support.

FDA’s Commitment to
Innovation

The FDA has recently demonstrated an
open stance towards new ideas and tech-
nological innovations. The agency created
a regulatory framework supported by key

80 adults with chronic pain
(pain for =3 hours a day and

rated =4 on a 10-point scale)

@ 40 to an electronic diary

Daily entries at 10AM, 4PM, and 8PM
within 15 minutes of the target time
(electronic entries could not be initiated
outside 30-minute windows)

*Actual compliance with 90 min window
**For days with no diary openings
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The Status Quo is Costing Participant Lives

Observations

diary cards were completed.

40 to a paper diary Results

Paper Diary Entries

Reported Actual
Compliance  Compliance

guidance documents. With the issuance of the
new Digital Health Innovation/Action Plan of
2019, the agency acknowledged that “digital
technology has been driving a revolution in
healthcare” and indicated that use of smart
phones, social networks, and internet appli-
cations provide innovative ways to monitor
health and well-being.

Additionally, in 2020, the FDA created
the Center. of“Excellence for Digital Health
Techrologies,” which is dedicated to the ad-
varicement” of digital health technology, in-
cluding mobile health devices, Software as a
Medical Device (SaMD), wearables when used
as a medical device, and technologies used to
study medical products.

The FDA-sponsored Clinical Trial Trans-
formation Initiative published recommenda-
tions for conducting DCTs through telehealth
and mobile healthcare providers. By under-
standing the convergence of people, informa-
tion, technology, and connectivity to improve
health care and health outcomes, the FDA is
more progressive than some sponsors and drug
development organizations.

We should take advantage of the FDA’s
positioning around mobile health, health in-
formation technology, wearable devices, and
telehealth to incorporate mobile technology
into each new protocol and approach clinical
trials from a participant-centric perspective.

Conclusion

Technology is an integral part of mod-

Paper diary entries were deemed compliant if the binder was opened or closed at
any point during the target time window. We also assessed "hoarding” with the

paper diary, defined as days when the diary binder was not opened but forwhich
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Paper Diary Hoarding Electronic Diary Entries

90% 92% 75% 94%
20%"
1%

Days with no Reported At least one Actual
diary openings  Compliance™ day of hoarding Compliance

ern-day life. Clinical research is evolving by
adding digital health technologies and de-
centralization of operations to enhance con-
venience to participant engagement while
executing more hybrid DCTs and full DCTs.
Doing so will reduce the burden on partic-
ipants who otherwise would be traveling to
sites and will reduce billions of dollars in
€XCess COSts.

DCTs enabled by technology may also in-
crease recruitment rates, allow for more robust
data, quicken the medical product approval
process, and — most importantly — save par-
ticipant lives.
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PRA Health Sciences is developing life-
saving and life-improving drugs with our
comprehensive clinical development
and digital health services. We’'re
interested in seeing results and getting
to work with the latest technologies.

For more information, visit PRAHS.COM/DCT.
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