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Clinical Trials at a Digital
Inflection Point
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Taking a deep
digital dive
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Data
Management
& Analysis

Clinical Trial
Reporting

Quality
Time
Costs

Figure 1: Clinical Trials Process – Touch Points

Clinical Trial Design: All clinical trials

pills, small digestible cameras, will

start with a synopsis and later the

allow for a much higher volume,

writing of a full clinical trial protocol,

granularity and accuracy of data that

outlining the clinical study and its

can be collected. This data will enable

target end points. At the moment, this

research to leverage insights derived

is

from it and feed back into the clinical

a

“one-size

fits

all”

for

the

patients involved.
In digitalized clinical trials, sensors
and disposable devices, such as smart

trial design process to make protocols
more patient centric. For example,
sprucing up the patient selection
process by letting stakeholders know
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which subjects respond better to the

patient type, et al. This continuous

therapy, reducing the number of

stream of data will also feed into the
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an enabler of personalized medicine
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development
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Site Initiation and Recruitment: Better

their data can help make patients feel

targeted protocols will, in turn, lead to

at ease about the clinical trial. This, in

higher recruitment rates and improved

turn, can help spur increased interest

patient retention rates, as protocols

in participation, higher recruitment and

are focused on a specific patient type.

retention

In addition, the ability to provide

increasingly use new media channels

constant insights into their health and

to recruit subjects (patients) for

the knowledge that somebody is monitoring

clinical trials.
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Data Management and Analysis / Clinical

Verification (SDV) required. This will

Trial Reporting: The direct capture of

help reduce trial costs and enable the
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pharma company to lock their clinical
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Spinning a
holistic plan

While technology is a key enabler of

also

the digital journey in the clinical trial

differentiated

process, this requires alignment with
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Digitalization of clinical trials will make

Companies should start by defining a

it necessary to create new roles and
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would implement digital across their

needs. For instance, there may be

clinical trials. Perhaps the biggest
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for clinical trials should only focus on

and direction for implementation. A

enabling the trial itself or if it should

Digital Clinical Strategist, who will be
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part of the clinical project team, will

be changes to the data management

take the lead in defining which aspects

and statistical analysis plan to cope

of the clinical trial to apply digital to

with a continuous stream of data.

and then enable it. Implementing new

Clinical IT will also play a key role in
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the clinical project team to integrate
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and handle large volumes of data.
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Figure 2: Enablers Of Digital Trial
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Implementing a digitalized clinical trial

collected data, new procedures, SOPs,

requires a complete technology-led

templates for the data management

rethink of the clinical trial process. For

and statistical analysis. How and when

instance, recruitment of patients may

to use the technologies may be good

mean digital marketing/social media

for Phase I studies, whereas for later

skillsets for the clinical trial team. How

phases of the trial there will be a need

should

for FDA-cleared medical devices.

data

be

collected

and

analysed? There may be a need to

Other

potential

hurdles

to

integrate digitally collected data with

digitalization include infrastructure,

any other non-digitally collected ones,

validation, security of clinical trials.

validation of digital versus non-digitally

Moving toward
better outcomes

Digitalization of clinical trials will soon

but also have the digital tools to

become the norm for the industry. It

support patients managing their

also holds the promise that in the

disease, after the medicine has been

not-too-distant future Pharmaceutical

approved, with better outcomes for

companies will not just treat diseases

patients, Providers and Payers.
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