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Tackling the Challenges with Decentralised Trials

Patient-centered digital clinical trial 
success depends on engaging patients 
in new ways and managing massive 
volumes – and new forms – of data. 

Decentralised clinical trials (DCTs) have 
existed for years in different shapes and 
forms. Pfizer's 2011 REMOTE trial1 was the 
first to achieve acclaim. While many clinical 
leaders praised DCTs, primarily because of 
the promise of more patient convenience, 
some companies found them too complex 
to use across all trials. 

Fast forward to the COVID-19 pandemic, 
where disruptive changes came swiftly. 
"Every company had started to dip its toes 
into the digital world, but COVID-19 pushed 
us all into the proverbial pool. We had to 
come up with solutions quickly to keep 
our studies afloat, now it's forcing us to 
be a little bit more forward-thinking," said 
Lorena Gomez, senior director of global 
study start-up, PRO management, and digital 
implementation at AbbVie.2 

Restrictions to in-person patient visits and 
other challenges with access accelerated 
the implementation of new tools and 

technologies to keep trials moving forward. 
The pandemic also unveiled many of the 
challenges of traditional clinical trial 
models, including the fragmented use of 
digital, stand-alone applications.   

As a result, sponsors and CROs are 
evaluating ways to optimise studies for the 
long haul. While DCTs have been a hot topic 
across life sciences, the need for patient-
centricity will likely lead to a hybrid approach 
that combines decentralised and site-based 
functions while maintaining some human 
engagement within a digital framework. 
Figure 1 specifies key distinctions between 
the various words now being used when 
describing modern clinical trials.

"It's going to be important that we 
collaborate as an industry to understand how 
that patient journey and site relationship is 
going to change. Historically as partners, 
we've always brought trials to sites. Now, 
we're going to find a way to bring patients to 
trials," said Mark Morais, president, clinical 
operations and commercial solutions, 
Labcorp Drug Development.

Data and Patients are at the Core of 
Transformation
To reach the patient-centric trial goal, 

companies are evolving their digital 
strategies to make trials more patient-
friendly while improving connectivity 
with research sites. Some organisations 
are establishing a foundation for digital 
trials by automating data aggregation, 
harmonisation, and cleaning. Together, these 
steps are critical, especially as the amount 
of data flow into, out of, and between 
databases grows, including information from 
monitoring devices, sensors, and wearables 
that are capturing real-time patient data. 

"We need to think about the impact 
to sites, protocol design, and patients – 
especially in terms of what we're capturing 
and how. We have to let digital drive 
simplicity as we potentially increase the 
disparate data sources," says Morais.

"Data management was once an 
invisible function, but it is now at the 
centre of everything. Data has become the 
new currency," said Mayank Anand, vice 
president, global head, data strategy and 
management at GSK.

Promises Fall Flat, While Expectations 
Increase
Findings from Veeva's Digital Clinical Trials 
Survey showed that although the industry 

Figure 1 shows different paths to patient centricity (Source: Veeva Systems)
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Figure 2. Barriers to Patient- and Site-Centric Trials (Source: Veeva Systems)

has made progress in modernising clinical 
trials, there are still many issues from the 
rapid deployment of technology. More 
than 280 clinical leaders responded to the 
survey, showing only 27% ran DCTs before 
the pandemic. Now, 87% are working with 
DCTs or soon plan to, while 95% expect to 
increase their use of DCTs over the next 
year.1 

While DCTs hold the promise to address 
common challenges around patient 
recruitment, trial timelines, and total costs, 
realising the full benefits will take some 
time. Less than one-third of respondents 
experienced lower costs or reduced trial 
timeframes using DCTs. 

Only 56% of sponsors and CROs said 
that moving to DCTs has improved the 
patient experience. In contrast, about half 
say DCTs have placed a greater burden on 
patients, many of whom were not entirely 
comfortable using digital applications. 
Almost all respondents (99%) acknowledged 
that DCTs had technical and organisational 
difficulties (Figure 2), with 70% mentioning 
research sites' adoption of new technologies 
as the number one challenge. 

There is a technology disconnect 
between sponsors and sites, with some 
sites reporting2 their staff spend 70% of 
their time on manual processes like emails. 
Currently, the average site uses at least a 
dozen different systems3 to collect and 
capture study information. The result has 
been a mixture of individual point solutions 
and a combination of passcodes, portals, 
logins, and access codes.

Notably, 59% of sponsors and CROs view 
internal change management as one of the 
key DCT challenges. 

Life Sciences Takes Action 
Critical to addressing the most pressing 
challenges with DCTs, the industry needs 
to bring the sponsor operations-based 
"back office" to the site- and patient-facing 
technology "front office." Taking action 
to address the fundamental problems 
with data standardisation, management, 
integration, and patient outreach will be 
paramount.

A platform-based approach can help put 
an end to the silos that limit collaboration 
between study stakeholders. For example, 
eliminating paper-based processes by 
connecting clinical operations, sites, and 
patients will lower clinical trial costs and 
timelines by 25%.

Most survey respondents are already 
actively addressing these obstacles. 

• 66% of CROs and 53% of sponsors are 
increasing their support of clinical 
research sites

• CROs led sponsors in the adoption of 
specific measures, with 54% improving 
data sharing and collaboration (vs. 38% 
for sponsors)

• 54% are addressing system inter-
operability issues caused by the rapid 
deployment of eClinical technology to 
support DCTs, compared with 29% of 
sponsors. 

Regarding change management, 
respondents are increasing their organi-
sation's efforts to update SOPs initially 
written for traditional trial models to 
align with new digital environments and 
educate employees with role-specific 
communication and training.

Patient Centricity Redefined
Organisations need to critically evaluate 
their definition of patient centricity to 
determine the best healthcare approaches 
and digital solutions to use. Each decision 
can vary by trial variables like indication and 
age group differences and the regulatory 
requirements that outline what can and 
can't be done in each country.

While some patients may prefer to have 
data collected in person at a clinic, others may 
choose to have it done during a telehealth 
visit or prefer to enter it themselves on a 
smart device. These options could also 
apply to the same patient at different times 
throughout the study.

Keeping a Touch of Human Engagement
Human touch and interaction are still needed 
for clinical trials on the patient-facing side 
and to analyse and optimise data. Using 
applications to collect data and connect with 
trial participants delivers patient convenience 
and execution speed, but it doesn't make up 
for human-to-human interaction. Studies that 
include strategies for both digital engagement 
and in-person patient care can ensure patient 
centricity and compliance. 

Patient centricity is a call to action for 
data managers and scientists. These teams 
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now have an opportunity to play a more 
strategic and visible role in early trial design 
and protocol development. 

Traditionally, the easiest type of data 
to manage is content that was manually 

Rick
Van Mol

Rik Van Mol is the vice president 
of R&D strategy for Veeva Europe, 
responsible for the Veeva Vault R&D 
suite of applications with a focus on 
the European market. He has nearly 
20 years' experience in business/
IT consulting and regulated content 
management in the Life Sciences/ 
Pharmaceutical sector. His experience 
has been built in assisting clients 
through complex transformational 
programs across the Life Sciences value 
chain, including clinical, regulatory and 
manufacturing/supply chain areas, for 
some of the world's largest companies.

entered and is comprised of a simple yes-or-
no answer. This results in a single data point 
flowing through the system. However, it is 
more challenging to work with data captured 
during continuous monitoring, such as 
with an electrocardiogram, which requires 

interpretation by an electrophysiologist. 
This is just one example of many where a 
cross-functional approach between health 
care professionals and data scientists will 
be critically important. 

Keeping the patient focus at the forefront, 
enabling better data management in trials 
promises to improve overall agility and 
visibility into clinical data. "With technology 
and data, we must address how we plug 
in to bring simplicity and a connected 
architecture," says Anand. 

Once the industry moves past some of 
the current challenges, modern clinical trial 
models promise to accelerate the delivery 
of new therapies. For now, more work lies 
ahead as companies advance toward trials 
that are digital and connected. Morais added, 
"We're creating a great amount of learning. 
We need to take those learnings and share it 
as part of that end-to-end strategy and allow 
it to influence what we do next."
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