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Introduction

A

t this point in time, COVID-19 has changed or disrupted activities in nearly every
industry and business segment, including healthcare. Case in point: Patients are
using telemedicine now more than ever, pharmaceutical reps must find new ways
to connect with providers remotely, and sponsors are learning how to launch new
products in a virtual environment.
Perhaps one of the most significant changes in the healthcare paradigm is the impact of
COVID-19 on the clinical trials space. In an instant, physical access to patients ceased
to exist across the globe, which has had a major impact on data collection and patient
monitoring. As a result, sponsors are turning to decentralized clinical trials as a pathway
to maintain clinical research. Although sponsors had been exploring and implementing
decentralized clinical trials methods before the pandemic, there is still a lot of gray area in
this space that warrants further discussion and collaboration among industry members to
drive adoption and maximize potential positive impacts.
To explore this important topic, Pharmaceutical Technology Europe and Applied Clinical Trials
held a roundtable in collaboration with Oracle in late January to discuss ways to break
down the roadblocks and get closer to 100% clarity on regulatory positions to advance
decentralized clinical trials in research. Participants included:
• Jim Streeter, Global Vice President, Life Sciences Product Strategy,
Oracle (Sponsoring Speaker)
• Julian Upton, European Editor, Pharmaceutical Executive (Moderator)
• Rasmus Hogreffe, Vice President of Decentralized Trials, Medable
• Jón I. Bergsteinsson, Co-Founder and Vice President of Global Business Development,
SMART-TRIAL
• Simon Francis Thomsen, Professor, University of Copenhagen
• Noolie Gregory, Vice President, Decentralised Clinical Trials Operations, Syneos Health®
• Ken Light, Founding Partner, ClinScape Consulting
• Kai Langel, WP Tech Co-Lead, Trials@Home

Introduction
This ebook highlights the key discussion points from the event, including:
• how decentralized trials are evolving,
• the roadblocks for implementing clinical research virtually, and
• how the industry can move forward from here.

The viewpoints presented in this ebook by the participants are that of opinion and are not meant
to represent views or policies of the participants’ respective companies
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What’s in a Name? Defining
Decentralized Clinical Trials
Why clearly
defining
decentralized
clinical trials
is critical to its
adoption.

I

n 2011, Pfizer broke new ground with its Research on Electronic
Monitoring of OAB Treatment Experience (REMOTE), the firstever 100% decentralized clinical trial1 under an investigational
new drug application (IND). Rather than using physical sites,
investigators secured consent and collected clinical trial data solely
with mobile phone and web-based technology.
The clinical trials landscape has evolved greatly since the REMOTE
trial, from the tools and strategies used to the terminology itself.
“There have been so many names for this clinical trial model in the
last couple of years: hybrid, virtual, digital, decentralized, remote,
and site-less,” says Jim Streeter, global vice president of life sciences
product strategy at Oracle. “Industry groups like the Decentralized
Trials Research Alliance say we really need to come up with
consistent names and definitions.”

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

5

SPONSORED CONTENT

Defining
Decentralized Trials

Current Status,
Regulations

Implementation

Future Outlook

WHAT’S IN A NAME? DEFINING DECENTRALIZED CLINICAL TRIALS

activity centralized at the trial sites, you can
distribute them elsewhere, whether it is the
patient’s home, in the local community, or
somewhere else. That’s decentralization,
which isn’t necessarily remote.”

Kai Langel, WP tech co-lead at Trials@Home,
agrees and points out that people often
use the terms innovative, patient-centric, or
remote clinical trials interchangeably with
decentralized when in fact there are many
nuances with each model. For instance, a
patient-centric trial is designed to measure
outcomes that are meaningful to patients
and reduce the burden on patients—though,
the trial may or may not be remote, and it
may or may not be decentralized.

Rasmus Hogreffe, vice president of
decentralized trials at Medable, makes the
point that defining decentralization is far from
an academic exercise. Rather, he believes
broader adoption of decentralized clinical trial
models starts with a clear definition. Without
that, there will be a lot of gray area and
hesitancy to move forward with this model.

Meanwhile, site-less is somewhat of a
misnomer. “There is no such thing as a
site-less trial. There’s always going to be
a site, whether it’s a virtual or brick-andmortar site. There’s always going to be a PI
in a clinical trial, at least under the current
regulations. The term can be quite alienating
to site partners,” states Langel.

For instance, the exact point at which a trial
becomes decentralized is far from black
and white. It is, therefore, helpful to think
about decentralized trials as a spectrum
of decentralized research components. “At
one end, you’ve got a fully virtual study,
and at the other end, you might have
ePRO that patients can do in the home. At
what point do you draw the line and say,
‘This is a traditional clinical trial supported
with certain technologies.’ versus ‘This is
a decentralized trial.’ For me, those areas
are still unclear,” states Noolie Gregory,
vice president, decentralised clinical trials
operations, Syneos Health.

In the end, most industry insiders say that
it’s fair to use decentralized clinical trials as
an umbrella term for all the models cited
by Streeter: digital, virtual, hybrid, remote,
and site-less. The common thread among
them all, Streeter says, is “their connected
workflows for patients, sites, and sponsors.
It’s not just technology and process, but also
replacing what’s typically done at a physical
site with digital tools and incorporating
eConsent, eCOA, wearables, sensors, mobile
apps, digital systems, remote home visits,
and more into the ecosystem.”

Another issue that muddies the waters of
clean definitions is that the terminology can
differ depending on the country in which
you’re based and your job function. States
Simon Francis Thomsen, professor at the
University of Copenhagen, “From my angle,
which would be the clinical site, it’s actually

Langel agrees that this is truly the heart of
decentralized trials: “What a decentralized
trial means is that instead of doing all that
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centralizing trials, not decentralizing them,
because we are narrowing down the number
of sites.”

“What are the regulations and the
requirements to ensure that we’re in
compliance?”

He adds that when decentralization—or
centralization as the case may be—becomes
even more prevalent, we might see a world
with just a few mega sites. Small sites that
are not compliant with the new technologies
and cannot accommodate a large patient
flow in the virtual sense would vanish.

References
1. “Pfizer Conducts First “Virtual” Clinical Trial
Allowing Patients To Participate Regardless Of
Geography: Pilot Study Will Compare Results
to Previous Trial Data to Assess Validity of New
Approach,” June 07, 2011, https://www.pfizer.
com/news/press-release/press-release-detail/
pfizer_conducts_first_virtual_clinical_trial_allowing_

To Jón I. Bergsteinsson, co-founder and vice
president of global business development at
SMART-TRIAL, decentralization boils down
to an upgrade of clinical trials as a whole,
building upon existing models to best serve
all stakeholders (patients, providers, sites,
sponsors)—even if we haven’t nailed down
the terminology 100%. He says the most
important point is that clinical trials can be
thought of a multi-functional activity instead
of a linear, sequentially-occurring approach.

patients_to_participate_regardless_of_geography

“The concept and the words we use to
describe this are still in the works. I’m not
sure that decentralized trials is the right term
necessarily. That will come as we continue
evolving this concept,” he states.
While the industry grapples with the fine
points of what makes a decentralized trial
a decentralized trial, there are many other
pressing points to sort out.
Paramount among them, says Ken Light,
founding partner at ClinScape Consulting,
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Decentralized Trials:
Where Are We Today?
Update about
the current
state of
decentralized
trials and the
regulatory
obstacles
to broader
adoption.

T

he pandemic has intensified the move to decentralization
because of patients’ inability to visit sites in person,
combined with the large number of new tests, vaccines and
therapeutics entering the clinical trials landscape in 2020.
A 70% drop in new clinical trial enrollments was also a big catalyst
for change.
States Rasmus Hogreffe, vice president of decentralized trials at
Medable, “From a technology perspective and from an innovative
perspective, 2020 was a great year [for decentralized clinical trials]. I
think we have moved a ton of miles to see this adoption.”
A recent study sponsored by Oracle* among individuals at small,
mid-sized/large biopharmaceutical companies, contract research
organizations (CROs), and medical device companies found that 76%
of respondents are conducting at least some decentralized trials and
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FIGURE 1: What steps have you taken to accelerate the adoption of decentralized
trial methods?

(64%) were named most often, followed
by protocol design (63%) and adoption
of investigator-facing technologies and
alternatives (53%).

38% have decentralized more than half of
their trials (FIGURE 1). Of those that had some
decentralized trials in their mix of clinical
trials, 37% said at least half of all their trials
used a decentralized model.

A clear signal from the Oracle survey
is that many companies are making a
significant investment in tools that will
facilitate decentralized trials. “We know
decentralization will be a big part of clinical
trials moving forward. We’re not going back...
We definitely have crossed the chasm of
moving out of the prototype to scaling this
up to become part of our clinical trials,”
states Jim Streeter, global vice president of
life sciences product strategy at Oracle.

One example of a case in which sponsors are
taking decentralized tools and running with
them is Janssen, where Kai Langel, WP tech
co-lead at Trials@Home, says decentralized
trials will likely be a mainstream option or
capability that study teams can choose just
like any other standard clinical trial model.
Investing in innovation in this area earlier
on has been important. “Many studies
were impacted in 2020. Those either fully
or partially remote were disrupted less and
company preparedness with these capabilities
helps keep research on track,” he explains.

So what steps are sponsors taking to
accelerate decentralized trial adoption?
Patient-facing technologies and alternatives

Indeed, Oracle’s report showed that for
ongoing clinical trials, companies struggled
to enroll participants in a timely fashion, with

Embracing the future of clinical trials
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survey respondents identifying the top impact
of the pandemic as being longer enrollment
timelines (49%). Conversely, Janssen’s
ability to rapidly gear up and implement
remote and decentralized trial tools was a
key differentiator. “It has been impressive
to watch how the embedding of these
capabilities has worked out,” Langel observes.
Speaking to Streeter’s point about the
recent shift from prototyping to scaling in
decentralization, Langel added that a major
part of making innovative clinical trials
successful came after running the pilots with
new technology; it was also doing the hard
work of changing standard procedures and
embedding new practices.

Hurdles to overcome

The survey pool accurately represented the
current state of decentralized trial adoption
in that it’s very much a mixed bag of comfort
with this model for a whole host of reasons.
“Quite a few trials aren’t decentralized.
Twenty-four percent of survey participants
said their companies aren’t doing anything with
decentralized trials right now,” states Streeter.
“We’re still at an age where companies are
looking at this and trying to figure out what
they need for the types of trials they’re
running. Two years ago, these adoption
numbers would have been a lot smaller.”
So why aren’t more companies “all in”
when it comes to decentralized trials? Put
simply, Hogreffe says that adoption takes
time, as well it should because, as with all
major paradigm shifts, there will be errors

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

and mistakes with rushed decision making.
“We need to respect that, to make the right
choices and be aligned,” he states.
While companies are adopting decentralized
trials at a fast pace, there are still several
hurdles to overcome as we move forward.
In the Oracle survey, three core challenges
emerged as the biggest challenges for
decentralized trials: compliance, effective
data tracking and platform integration, with
impacts on technology requirements.
Pain point 1: regulatory issues
Clear regulatory guidance around
decentralized trials has yet to be established.
“Regulatory bodies and competent
authorities are starting to think differently
about decentralized trials, but it’s going
to take quite some time,” says Jón I.
Bergsteinsson, co-founder and vice president
of global business development at SMARTTRIAL.
The void presents challenges to trial
designers and is perhaps slowing adoption,
particularly of remote monitoring
technologies. Lack of regulations and
compliance standards is in some ways
freeing up the growth of decentralized trials,
yet it causes some to pause.
Says Noolie Gregory, vice president of
decentralised clinical trials operations at
Syneos Health, “The challenge is that the
regulations don’t say ‘no’ [to decentralized
solutions], but they don’t say ‘yes’ either.
That means it’s open to interpretation…
10
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“Some countries reacted very
quickly, with new guidance
allowing flexibility to support
the continuation of clinical
trials during the pandemic,
while other countries have been
slower to react.”
Depending on how risk-averse a company
is, you can almost be stifling creativity and
stifling the drive forward in clinical trials.
For us, it’s about thinking about going back
to first principles in terms of, what is the
scientific experiment doing? How can we
ensure the data integrity? How can we
ensure patient safety?”
Medical professionals are particularly
concerned whether the use of digital
biomarkers and wearable technologies will
be safe and secure from a data standpoint
and will not put the patient at extra risk.
An interesting example comes from the
dermatology space for trials studying skin
cancer, psoriasis, eczema, and the like.
“Decentralized trials haves been evolving for
quite some time in dermatology and being
pushed now even further in the pandemic
situation we are in right now,” states Simon
Francis Thomsen, professor at the University
of Copenhagen, adding that clinicians can
more readily monitor patients at home via
phone calls, video calls, text messages with
pictures attached, and more.

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

Unfortunately, however, the execution
of trials in this manner is hindered due to
privacy concerns. “Right now, the major
boundary is the General Data Protection
Regulation in Europe. We are ready, and the
patients are ready, to take on the remote
approach because it fits into their everyday
life and their work life. The problem right
now is from a data perspective. Sending
pictures via mobile phones is not possible
right now to the extent that we would like,”
Thomsen states.
Ken Light, founding partner at ClinScape
Consulting, agrees, adding a sense of
urgency to address regulatory issues
quickly and from a united front. The value
proposition of being able to monitor clinical
trial patients is too great to let it sit by the
wayside until regulations are sorted out.
He says, “We already were using ePROs.
We already were starting to use eConsent.
I think it made telemedicine very viable.
Now, it’s just a matter of both in the US and
in Europe of working with the regulators to
make sure that we put privacy and patient
safety at the forefront and to allow us to
leverage some of these new procedures and
concepts and technologies.”
But, getting clarity and regulatory consensus
is particularly complex in Europe given
how many countries there are, how the
pandemic affected them differently, and
how each country is responding. Some
countries reacted very quickly, with new
guidance allowing flexibility to support the
continuation of clinical trials during the
11
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there’s no mechanisms in place to establish
equivalency between different ways of
measuring things. Is the Apple Watch series
3 the same as the series 5? We don’t know.
And how does something like that work
into a clinical development program that
might take 10 years during which time we
might see at least five generations of Apple
Watches launch. These things evolve superfast and it’s hard to keep track of that.”

pandemic, while other countries have been
slower to react. “What we have ongoing
right now is the mapping of the European
legislation having to do with these remote,
decentralized trials. Looking at all of the
different compliance aspects of legal,
regulatory, ethical and privacy, [Trials@Home
has] a full work package focused on that, and
we’re looking at it country by country to map
it out. It changes all the time, so it’s a difficult
task to keep up with that,” states Langel.
Case in point: Thomsen says a few years ago,
his group met resistance from the Danish
Scientific Ethics Committee regarding the use
of technology for remote aspects in academic
trials. “And they have not evolved to adopt
this modern view on the technologies that are
coming in now and are governing trials. I think
they are still stuck with quite old views about
a trial being a case where a patient knocks on
the physician’s door and are being managed in
the physical world.” Meanwhile, other countries
are more accepting of modern technology. In
Sweden, for instance, the Medical Products
Agency piloted some small fully or partially
virtual trials in late 2020 with the goal of
informing future regulatory guidance.
To help with the situation, the Trials@Home
initiative is preparing to meet with the EMA
innovation task force in the spring of this
year to help shape its work. One item on the
table for discussion is to get some specifics
on using the latest technologies in clinical
trials. “I think there’s a challenge with the
digital technologies used to capture data
because technology evolves very fast. And

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

Another issue his group wants to explore
with EMA is when to take data capture
technology or an outcomes assessment that’s
been developed for face-to-face settings into
remote settings or use it together with the
home health visit. “Are the results still going to
be reliable and appropriate for that?” he asks.
In the end, however, helping European
regulators to feel more comfortable with
these technologies may take a monumental
shift among key decision-makers. Thomsen
adds, “The major roadblock is that most
of the legislators and the people on the
different regulatory authorities are from
the so-called ‘old world’ that grew up with
black-and-white TVs and radios. We get
these bursts of enthusiasm for decentralized
research such as from the pandemic that
push us forward in spurts, but not until we
have a replacement of central characters
in these regulatory authorities will we see
acceptance of clinical trials in the new sense.
The roadblock is not in the patient, physician,
or pharma world. It’s in the regulatory world.
They are simply too afraid.”
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Many of the roundtable participants here
felt, however, the trajectory for decentralized
trials is tracking slightly better in the United
States. Says Light, “When the pandemic
started, FDA put out a COVID-19 guidance
and it specifically called out the use of
telemedicine, the use of ePROs, the use of
digital biomarkers, eConsent. While they
weren’t telling us how to use it and what
we need to do to enforce privacy and audit
trail and security, they were telling us it’s
okay to switch over that way….Now, we’re
looking for a broader, focused regulation or
guidance that says, ‘If you’re going to use
decentralized trial models and you’re going
to employ digital biomarkers or wearable
technologies, here’s what you need to do to
ensure that the data is safe and secure and
that the patients are not being put at extra
risk’. That’s key.”

on and sites with too much real-time
information to wade through. Article 3 offers
a deeper dive into these important issues.
*For a complete copy of the Oracle research
report, The Accelerated Evolution of Clinical
Trials in a Pandemic Environment, visit https://
go.oracle.com/LP=103091.

Pain point 2: data quality
Data quality is also a concern among sponsors
considering whether to use a decentralized
clinical trial model. In the Oracle study,
67% of respondents said they have already
implemented remote data collection in clinical
trials, using patient apps, electronic patientreported outcome (ePRO), wearables and other
devices, monitors and mobile and wireless
technologies (mHealth)/ Internet of things (IoT).
Participants report that remote monitoring
technology is more convenient for the patient,
provides a more comprehensive supply of realtime data and saves time.
But key issues here could be overburdening
patient with too many parameters to report

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS
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The Toolkit for Implementing
Decentralized Trials
Striking a
balance
between quality
and quantity
when it comes
to data.

T

he pharmaceutical industry was already shifting to
decentralized trials before COVID-19, but the urgent health
crisis has accelerated those efforts. Tests, therapeutics, and
vaccines entered the pipeline at a time when in-person
activities were restricted, making it harder to recruit patients and
handle clinical trials logistics.
So out of necessity, clinical investigators have increasingly turned
to telemedicine and mobile technologies as the perfect solution for
modernizing their approaches and connecting with patients. And,
the benefits are so compelling that industry is unlikely to reduce its
dependence on decentralized trials after the pandemic is behind us.
“There definitely is a large return on investment for decentralized
trials, not only for the sponsor and the CROs, but also for the patient
and the site,” states Jim Streeter, global vice president, life sciences
product strategy at Oracle.
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14

SPONSORED CONTENT

Defining
Decentralized Trials

Current Status,
Regulations

Implementation

Future Outlook

THE TOOLKIT FOR IMPLEMENTING DECENTRALIZED TRIALS

FIGURE 1: Decentralized toolkit.

The rapidly expanding toolkit

Streeter explains that tactics and tools for
facilitating remote clinical trials often work
best in tandem (FIGURE 1). “When I look
at decentralized trials, I always think of it
as a toolkit. We’re adding more tools and
capabilities that we need to run clinical
trials,” he states.
For instance, direct-to-patient drug delivery
is a big step in avoiding contact and being
more convenient for the participant, and
tools like electronic clinical outcome
assessment (eCOA) and electronic patientreported outcome (ePRO), along with
telemedicine, streamline data collection
while minimizing in-person patient
involvement. eConsent forms are also now
in use, along with strategies for using local

AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

labs, remote screening and imaging. Patient
reminders, and physician and home nursing
contact can also be pulled in.
At the same time, by implementing
wearables and other remote patient
monitoring technology, study teams can
reduce the burden of in-person site visits,
improve recruitment, increase data quality
and richness, and deal with new compliance
issues while working toward reducing
attrition. This patient-centric input also
speeds the delivery of real-time data, which
allows sites to make faster care decisions,
while saving time and resources.
The clinical operations tools the
pharmaceutical company can access include
trial design assistance, process review,
15
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logistics, drug supply depot, training, patient/
site concierge, analytics and application
development.
But, all these technologies are evolving and
being adopted at such a rapid pace that even
“new” technologies from a couple years ago
might already be outdated. “Even at Oracle,
we’ve been redeveloping our systems the
last two or three years from scratch to be
ready for the new changes in data. I think the
older systems weren’t built for even ePRO in
technologies that we want to introduce a lot
of new data with.”

Warning: data overload!

As new and updated technologies roll out,
one challenge is ensuring they aren’t used
simply for the sake of it; rather, it must
have a true benefit to the clinical research.
States Noolie Gregory, vice president of
decentralised clinical trials operations at
Syneos Health, “It’s important to think about
the study design, the patient journey, the
pain points, and how to use the technology
to support them rather than say, ‘We’ve got
a shiny new toolbox. Let’s build a house.’ It
should be the other way around. For me, it
needs to be patient- and site-led.”

“We have to be careful not to
overburden, whether it’s the
patient or the site. We have to
figure out how to manage the
tools correctly.”
AUGUST 2021 | PHARMTECH EUROPE, APPLIED CLINICAL TRIALS

Streeter agrees: “It is getting the data fit
for purpose, for the trial. And, it’s about
providing investigators what they need to
evaluate the drug…The quality of the data is
getting better and always will. But again, are
investigators ready to look at all this data?
We have to be careful not to overburden,
whether it’s the patient or the site. We have
to figure out how to manage the
tools correctly.”
This comment speaks to a point raised by
Gregory: “We’re doing a trial at the moment
where we are using a device to monitor
patients 24/7. As you said, we’re collecting
a huge volume of data and we’ve faced
resistance from sites because of that. The
physicians get so much data they might not
be able to keep on top of a blip in blood
pressure that might indicate something more
serious that requires follow up.”
Certainly, there’s value in having the
continuous flow of data rather than be in
the dark for two or four weeks between site
visits, but Simon Francis Thomsen, professor
at the University of Copenhagen, says that
to make the best use of the deluge of data,
automated machine learning support is
needed to help monitor the noise and make
sense out of it.
And, if sites are already used to certain tools,
it might be counter-productive to try and
change them. “We cannot continue to push
our capabilities on sites if they already have
something that they’re accustomed to using.
I think they need to have some flexibility
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there,” states Kai Langel, WP tech co-lead at
Trials@Home.
It’s equally essential to consider the
patient. Rasmus Hogreffe, vice president
of decentralized trials at Medable, says it
has never been easier to apply variables to
participants, but it’s important not to go
overboard. “Participants will literally drop
out because it’s simply inconvenient to take
part. It’s a key area of discussion. The people
on the left want a ton of data, people on the
right say, ‘How do you want to collect that?’…
We need to find the middle ground and see
how we can apply it with the intention of
collecting the real data and where it matters.”
Langel adds this is the reason it’s so critical
to study endpoints that are meaningful to
patients: “I would start the whole process by
figuring out what is going to be meaningful
to patients with this kind of disease and then
look at the toolkit available. We have PROs.
We have blood biomarkers. We have digital
devices. Choose the right tool for what you
are trying to measure,” he states. “And then
more and more often, I think in the future,
the toolkit will be right there and the right
kind of tools to measure those things.”
Gregory says designing the proper use of the
technology and the data coming from it is the
most important consideration in this area. She
states, “Taking a low-level ECG from an Apple
Watch might be applicable because then you
can say, ‘If we pick up any signals, then we
will bring the patient in and we’ll do a proper
assessment.’ For me, it’s about considering
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what the data will be used for and whether
it’s a primary or exploratory endpoint or a
registrational or late phase trial.”
Summing up, Streeter says approaches for
decentralized research aren’t just about the
technologies; they’re also about the process,
the services, and how we coordinate all the
pieces. Therefore, the question must be asked:
How do we support these new technologies?
“There’s a lot to this, including from a
regulatory point of view. We need to make
sure that we’re running these trials using a
methodology that follows scientific method,”
Streeter says.

The value of collaboration

Perhaps the most important tool for ensuring
the success of the decentralized trial models
is collaboration.
“We need decentralization to be a lot more
accessible to trial teams,” adds Langel. “Only
then will we be able to see mainstream
adoption. Today, it’s still too hard for trial teams
to figure out and navigate their way around all
of this. It’s too complex for everybody.”
To help address this issue, Janssen has
initiated a cross-industry collaboration
involving regulators, tech companies, and
others. “Together, we have designed nine
new services for the industry to deal with
some of these complexities, to help build
equivalency and evidence comparisons
between measurement devices to
standardize different classes of related
17
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measurement solutions so that we can then
swap between those technologies with
service like prototyping,” says Langel. “We
hope that in the future you will be able to
license a digital measurement solution to
deliver evidence, just the way we can license
ePRO today.”
Collaboration may also be desperately
needed from technology specialists. “When
it comes to the data collection in general, I
think that’s where the industry players like
ourselves and other data collection partners,
EDC platforms, clinical trial management
solutions and variable manufacturers need to
get together,” says Jón I. Bergsteinsson, cofounder and vice president of global business
development at SMART-TRIAL. “Everybody
is competing against each other right now
because the regulatory bodies don’t know
how the Apple watch, the Fitbit, or any
other of these technologies can work in
a clinical trial setting…the data collection
experts and the industry medical device
experts who are producing these
technologies have to get together.”
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Decentralized Trials:
Predictions for the Future
Striking a
balance
between quality
and quantity
when it comes
to data.

A

s the decentralized trial model rapidly evolved in 2020
in response to the global pandemic, one must ask: What
changes might be coming the next 12–18 months? Here,
the roundtable participants tackle that question, offering
their insight and predictions about what the future may hold for the
changing clinical trials landscape.
SIMON FRANCIS THOMSEN (UNIVERSITY OF COPENHAGEN): At

the risk
of sounding pessimistic, I think pandemics will be a way of life
forever. After COVID-19, there will be some other pandemic.
Realistically, we cannot return to our old lives now, and technological
advancements and global disruptions are pushing clinical trial models
forward. Therefore, regulatory authorities are forced to change their
perspective of trials and how they approve them.
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KEN LIGHT (CLINSCAPE): I

agree. The
technology is here to stay, but we need more
definitive guidance from regulators about
how to use it. It’s like when the Internet was
advancing rapidly in the 1990s and both
Europe and the US regulators put regulations
in place to tell drug makers, “We know you’re
going to use electronic means to collect data.
If you’re going to do that, here’s what needs
to happen.”
Today, we’re making use of all sorts of
new technologies throughout the clinical
trial landscape, and regulators on both
continents need to come through and say
clearly: “It’s okay to use digital devices and
telemedicine in clinical trials, and if you do
that, here’s what you need to do to ensure
data governance, data quality and, most
importantly, the safety of the patients.”
If I
could make a wish list for regulators, it
would be for regulators across Europe to be
more accepting of methods for recruiting
subjects remotely. It’s a key issue; recruiting
the right subjects at the right time and
allowing them to join the trials. Allowing
remote recruitment via applicable eConsent
methods, for example, will open the door to
the future of decentralized trials.

JÓN I. BERGSTEINSSON (SMART-TRIAL):

Remote recruitment will only encourage
some studies to run remotely, however,
because you can’t fully apply decentralized
trials model for every single indication.
Some trials (like those for medical devices
in hospitals, MRI imaging, and diagnostic
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equipment) will continue to require actual
site visits.
NOOLIE GREGORY (SYNEOS HEALTH): On my wish

list is for the guidance that the EMA has been
promising to publish for some time to come
out. I think some of it will be quite useful.

In addition, it would be good if the industry
would publish more case studies about what
has been accepted and executed in terms
of decentralized trials. At the moment, I see
many clients that want to do something
innovative, bold, and exciting. But, they want
to see multiple case studies to support that
it can be done successfully. It becomes a
chicken-and-egg scenario.
KAI LANGEL (TRIALS@HOME): Where

I see
unresolved problems is on the measurement
side. That’s where I would like to see the
industry come together and find ways
to align on definitions of measurements,
definitions of standards and interpretation
of those measurements in the same business
area so that we can really compare apples
to apples. The regulators can then make
product comparisons, approve the right
drugs for the right kinds of use.
I agree with
Kai and Noolie. Collaboration, transparency,
and respect will lead to better adoption. We
can move the needle in the right direction
with a common voice, and that needs to
be supported by transparency. As Noolie
pointed out, we need to showcase case
studies, both with good and bad results
RASMUS HOGREFFE (MEDABLE):
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because we learn from our mistakes. It’s how
you drive innovation.
Finally, we need to respect that we are
different. I’m pro-decentralized trials, but I
respect the people who have other opinions.
We need to support and listen to each other,
and remember that we all have different
kind of needs. So, maybe we can give the
choice to the end user to say that they can
participate in trials remotely, in a hybrid
model, or in-person or site-based.

But, we can work through that and I think
we’re moving in the right direction. The
people on this call are among those that are
helping to drive this momentum forward.

JIM STREETER (ORACLE): Like

Kai said earlier,
the people on this roundtable have the
ingenuity, the thought, and know-how to
make decentralized trials happen. We don’t
need more regulation to expand adoption,
but we do need to work with the regulatory
agencies to make sure that we’re doing
the right things as we put new processes,
technologies, and methods in place.
If we keep the dialogue with all the different
groups that work with these regulatory
agencies, it helps both them and us to make
sure we’re all doing the right thing.
I do worry about regulatory agencies outside
the healthcare area, though. Regulations
around data privacy from different groups and
different countries worries me. Every country
or even every state wants to do something
different. If we don’t start to address that,
I’m a little worried that it could impede our
progress and become a process challenge.
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