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DCTs or “virtual” clinical trials will continue to grow in utilization
offerings within the pharmaceutical industry. In order to meet this
opportunity, pharma companies must holistically view their DCT

strategy. DCTs are an innovative way to achieve enhanced patient-
centric clinical trials.

Traditional Clinical Trials in the Digital Age

Traditional clinical trials are a pillar of modern medicine, but
they are not free of critical short comings. Central to traditional
clinical trials is the need for patients to come to you in some
capacity. In specific, traditional clinical trials typically centralize
their storage and operational centers which can dramatically
impact patient adherence, access, and inclusivity [1], [2], [3],
[4].

Paired with the challenges of recruitment and retention,
traditional clinical trials are increasingly out of touch with modern
times and digital technology [5], [6].

Will traditional clinical trials disappear soon? Unlikely. Is a noted
shift occurring towards the increased utilization of DCTs? The
short answer is a resounding yes [7].



| DCTs: Fad or Future?

| campana & Schott

DCTs: Overview

DCTs strengths can be summarized into three simple concepts:
smaller, faster, and nimbler [8], [9], [10], [11]. DCTs are
smaller and can be targeted to reach underserved populations
which would traditionally face significant challenges to clinical
trial participation [12]. DCTs are faster due to the ability to scale
quickly relative to participant enrollment, smart tools as enablers
for data monitoring, paired with the limited need to physically
attend a trial center [13]. DCTs are nimbler in that they can be
modified rather easily due to the strong use of digital technology

to collect, aggregate, and disseminate data to the correct parties
[14].

DCTs have seen a 10-fold increase in utilization from 2014
-2019 vs. 2019-Q2 2020 [15]. Covid-19 has been the main
driving force behind the explosion in popularity for DCTs [16].
For the first time, DCTs were truly seen as a viable option to
clinical trials due to the forced realities that Covid-19 brought to
the global community.
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Figure 1 illustrates the explosive growth of DCTs in the last two years.
CAGR: Compounded Annual Growth Rate | Florence Health: 2021 State of Clinical Trial

Technology Industry Report
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DCTs: Challenges to be aware of.

Partnerships
To make DCTs a reality, you will need partnerships across a host of functionalities.

Data Security

Is the technology you need Data security will only increase in importance.
available?

Preventing Protocol Deviations

Affordable . . - 4
Is the technology affordable? 9123%:”] Patient led data collections is susceptible to
protocol deviations.

Comprehension
Does your clinical team understand the

Your team will need to handle data from
multiple systems and the associated challenges
that come with this task.

technology offerings?

Data Quality

A solid data integration and data in-motion plan is needed to avoid

Access
Does every patient in the DCT have access to a smartphone

and reliable internet? data quality issues.

DCTs hold tremendous potential but they do possess challenges which
can not be ignored or overlooked.

DCTs: Weaknesses

DCTs have several advantages as denoted above but they are not  house all your resources under “one-roof”. Rather for a DCT to

a magical bullet either. DCTs require extensive levels of be successful you need a strong master data management
coordination to avoid patient burnout (e.g., redundant (MDM) strategy, industry leading data security mechanisms,
applications, at home data collection challenges, behavioral sophisticated data analytics, solid distribution operations, and
incentives, etc.) [17]. DCTs face shifting regulatory modalities hands on partnerships with experienced global project

(e.g., telemedicine, direct-to-patient product shipments, etc.) management firms to handle the hundreds of intricacies which
[18]. arise from at-home clinical trials [19], [20], [21], [22].

DCTS also require a new skillset relative to design,
operations, and execution of the trial itself. Gone is the ability to
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Decentralized Clinical Trials (DCTs)
The way of the future.

DCTs are easy
right?
No. DCTs are the way of the future

Why now?

DCTs modelling went from a 7%
CAGR in 2014-2019 to a 77% CAGR
in Q2 2019 - Q2 2020>.

Traditional é
Clinical Trails Q

Patients come to

-~

DCTs : Strengths
Smaller, faster, and fleeter

. . -
patient-centric modeling’. but getting there is another matter.

you. Frequently
and repeatedly.

This is not What comes next?

. . DCTs will continue to increase in utilization, future ready
sustainable in the

digital age operations, collaborations, and technology services for
successful execution. Why not partner with a global

advisor who is a one-stop-shop for all the above?
Go grab a coffee. We got this covered.

Managing the risks and opportunities of DCTs will be the principal
driver for the pharma industry.

DCTs: What Comes Next?

DCTs will continue to increase in utilization, future ready
operations, collaborations, and technology services [15]. DCTs
are well accepted by patients, showing up to a 20% increase in
patient-adherence against traditional models [23]. Up to 80% of
medical studies are non-reproducible due to data collection
errors and interpretation misalignments [24]. The possibility to
mitigate this reproducibility crisis may soon be achievable via
DCTs and blockchain. Any pharma firm making operational and
or strategic shifts towards DCTs must take a holistic approach to
this surging trial design methodology. Managing the risks and
opportunities of DCTS will be the principal driver for the pharma

industry in the near-to-medium term. With 30 years of global
industry experience Campana & Schott is ready to support you
on your journey to successful DCT implementation. Whether you
are in the ideation, pre-clinical, clinical, or simply looking for a
sparring partner phase, Campana & Schott is here for you. Go
grab a coffee, we got you covered. Campana & Schott | USA.



https://www.campana-schott.com/us/
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Campana & Schott

Campana & Schott is an international management and technology
consultancy with more than 400 employees at locations in Europe

and the US.

We shape the digital future of our customers and for more than 25

years have ensured the success of technological, organizational or
entrepreneurial transformation projects - using an integrated and

passionate approach.

S

Our customer base includes numerous companies as well as large
mid-size sector companies. We can draw on more than 7,000
best practice projects at over 1,000 customers worldwide, and a
follow-up contracting rate of over 90%.
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