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Foreword

The impact of the COVID-19 pandemic on the operations of clinical trials across the globe is grave. Pharma and clinical
research companies are trying to mitigate the challenges. The operations in the clinical trial space have stalled due to the
fear of cross-infection. The healthcare industry has a two-pronged strategy to mitigate the effects of the pandemic

a) assessment of the current situation b) the optimal way forward.

90% of clinical trials worldwide have halted enrollments for trials, impacting them at their early stages. The lack of
early-stage data hinders continued drug development in Phase 3, causing delays in the entire drug development
lifecycle. The anxiety of cross-infection has made patients withdraw from trials and virtually it is difficult to track
medication adherence. To ensure protocol adherence for seamless virtual trials and patient engagement in these
unprecedented times, organizations are adopting technological interventions for faster recruitment of patients, ensuring
their adherence to medication and retaining them successfully by providing them support through digital means.

This white paper explores and examines the paradigm shifts taking place in the clinical trial sphere and how
organizations are accepting the technological interventions. This paper also reinforces the urgent need to enable virtual
clinical trials to help organizations adapt to the current scenario.

Current Scenario

CROs and Pharma are currently engaged at an unparalleled speed in supporting COVID-19 rescue studies and
operationalizing non-COVID-19 studies in a remote setting. Following is a table charting out the basic differences
between traditional and virtual trials:

Parameters Traditional Trials Virtual Trials

Study operations Centralized Clinical Research Center Virtual site connected remotely

Site Multiple locations with investigators Multiple virtual locations connected
and diagnostic facilities online with lab, investigators & subjects

Subject Personal assessment No human interaction with patients

Clinical Data Data collected locally in EDC/ paper CRF Remote data collection

Clinical trials have faced extensive disruptions due to social distancing measures and travel restrictions across the world.
At the expense of other health indications, organizations are shifting their research and development (R&D) priorities
towards finding vaccines and new treatment regimens for COVID-19. This situation has propelled an accelerated
adoption of technologies like telemedicine, virtual trials, and electronic data management to ensure connectivity of
patients with investigators and providers and maintain R&D continuity in such uncertain times. An analysis of data
reveals that almost 3%-4%' of global clinical trials have been affected due to the pandemic. However, given the huge
impact of the pandemic of the clinical trials sphere, this provides an underestimate, as patient dropouts and trial
postponements continue. The per-day delay in clinical trials causes revenue loss of approximately $8 million'. The
situation still looks grim as trials continue to be suspended temporarily or permanently, but COVID -19 is making
organizations adopt technologies to ensure resilient clinical trials.



Impact of The Pandemic

88% of global pharmaceutical
companies and CROs are
investing in remote trial
monitoring solutions

Enterprise contact center call
volumes are jumping over
800% from normal levels
during COVID-19 trials

Globally, there is a ~30% drop in
new subject enrollment,
resulting in an 800% hike in
caseloads recently

Clinical trials are getting hard hit at the early stages. 90% of clinical trials have close enrollments worldwide; over 66%"
of COVID-19 affected industry-sponsored trials are in Phase 1, 2 or in development. The lack of early-phase data hinders
continued development in Phase 3 trials, thereby delaying processes of drug approval, clinical and commercial plans.

Therapeutic areas like oncology, autoimmune disorders, cardiovascular disorders are facing the most impact as delays

prevent patients from getting access to life-saving medications. At present, more focus is being aligned towards

COVID-19 rescue studies rather than non-COVID-19 studies. Increased patient anxiety and hesitance to visit trial sites due

to fear of infection is also compelling organizations to halt trials indefinitely.

To mitigate the issues in the current scenario,
CROs are shifting their priorities
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Virtual is set to become the norm in clinical trials and real-world studies. The market size for
virtual clinical trials is set to grow at a CAGR of 51%Y from 2020 to 2027 with COVID-19

expediting the process at an unprecedented speed

55% of life science professionals
believe a quarter of all trials will be
conducted virtually within one year

Optimization of study operations
is critical to the management
of protocol deviations

Patient support through Contact

Centers is scaling at an extraordinary
pace while reimagining the future of

customer service

There is need for reassessing and
understanding the new patient
journey in a virtual set-up

Enhancing support to
offerings built to engage
patients remotely

Customer support development
to mobile health that addresses
patient adherence and
engagement



Navigating Through the Changing Priorities

Over time, there has been a transition and significant developments in the clinical trial sphere:

2)

Fostering patient
centricity in clinical trials

Patients today have more knowledge about health
and wish to be more involved in their health-related
decisions. This transition can be attributed to access to
the internet for them to be educated. Hence, patients
are no longer mere subjects in a clinical trial but active
collaborators. To foster this practice, pharmaceutical
companies are researching new and innovative ways
to engage and educate patients.

mHealth and
Wearables

Data collection through wearables is gaining
momentum. These are serving as key mechanisms
to collect, track and solicit patient data virtually and
remotely. This is serving as a bridge to the barrier of
social distancing and access to clinical trial sites by
patients due to the COVID-19 pandemic.
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Data
sharing

Since patients are more actively involved in trials, there
has been an increase in transparency in the entire clinical
trial lifecycle. This increasing focus on transparency has
led to making data more available and open. This brings
in the question of data security. Organizations are
adapting themselves to the requirements provided by
the regulatory authorities to transform in the transparent
environment.

Increased focus on
cyber-security

Attacks on vulnerable clinical trial data can prove
detrimental to both finances and reputations of
organizations conducting trials. Innovative blockchain
solutions can help encrypt data, break silos and improve
overall collaboration between the stakeholders of a clinical
trial, thereby providing secure data handling.
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Driving better patient
engagement

For driving better engagement in the virtual scenario,
the new trend is to offer a single view patient portal for
maximized engagement and using it as a scalable
information center across the entire patient journey.
Such portals are also delivering personalized messages
specific to medication or disease state to engage and
educate patients, send reminders and check on
progress throughout the day. Al for predictive analytics
is also being used to identify patients who will most
likely stop the following medication and suggest
methods of intervention.
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Delivering value beyond
therapeutics

Services that go over and beyond therapeutics
offerings help accelerate revenues. CROs are now
delivering value beyond pills while continuing to
strengthen patient relationships. Reports suggest
that less than half of patients (47%)" said pharma
companies understood their emotional, financial
and other needs related to their condition.
Offering value-added services and personalized
care and support gives the edge for CROs to win
against this perception.

Challenges While Conducting Clinical Trials
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Ensuring protocol adherence

and seamless patient engagement

Ensuring protocol adherence from start to finish can be quite challenging. There are serious consequences of dropouts —
from costly delays to missing data that can compromise the results and integrity of a study. Following are some of the

issues from an enablement perspective:

e

Access to Sites

support in a virtual clinical trial setting

Extending digital patient

COVID-19 has made most of the sites inaccessible. Traveling to sites could be
detrimental if exposed to COVID-19. Hence, virtual trials and remote monitoring
of patients has gained precedence.



Protocol Adherence

Supporting patients with adherence and treatment continuity and
adapting the clinical trials’ protocol to mitigate the impact of
COVID-19 has become crucial.

‘ Patient Retention
Lack of comprehensive patient data leads to inefficient case management
and poor patient retention.

y

Fragmented Systems of Collaboration

Dealing with multiple systems and stakeholders during the trials impacts
patient experience significantly.

As organizations are working towards delivering digital patient support, a cognitive contact center is critical to managing
this shift for patients and sponsors. Hence, it is imperative for organizations to resolve the issues as follows:

® Ramping up ‘superior’ capabilities in a remote or risk-free setting

e Offering flexibility in support across multiple languages while ensuring technology readiness
e Standardizing operations with best-in-class technology

e Offering compassionate-cognitive interactive experiences

* Bringing efficiencies via transformation

Technological Adoptions for Expediting Clinical
Trials Post COVID-19

COVID-19 has made it imperative to shift to digital patient engagement to support clinical trials. Organizations are now
leveraging digital capabilities like telemedicine to ensure continuity of trials. Currently, 60%"i of major pharmaceutical
companies are using telemedicine for trial visits.

Digital health technologies are being extensively used to collect vital data from patients at home. Wearables and sensors
are being used to gather patient data on their biometrics and functionality such as heart rate, sleep details, glucose
monitoring and sweat analysis, thus capturing the effects of a medication or illness every day. Digital health technologies
are also being leveraged for preventive monitoring. Any deviations from normal in the data recorded remotely may
trigger an alert to the trial team to offer better care and escalate the case as per priority. An example of the same can be
a contact center agent calling a patient to check on his/her health status based on the alert triggered, as the patient had
a severe drop in blood pressure during the specific day.



CROs are increasingly leveraging Cloud and Al technologies to increase operational efficiency and deliver actionable
insights across R&D and commercial operations. Al helps in

Predicting outcomes and Effortlessly automating Predicting medication

recommending the next workflows adherence and suggesting

best actions methods for intervention

Streamlining candidate Offering personalized
recruitment for trials communications throughout

the patient care journey

The Way Forward to Accelerate & Scale Digital
Clinical Trial Journey

Organizations can leverage the following digital enablers for accelerating their digital clinical trial journey:

Digital Enablers

Al-enabled trial matching

Digital Pre-screening Faster recruitment in virtual clinical trials

eConsent

Patient Portal
Accelerated patient engagement enabling study team
Telemedicine collaboration remotely to look at patient health during the
trial and also monitoring adverse events, if any

Remote Monitoring

Improved patient retention in trials and effective tracking

niti n nter r
Cognitive Contact Center Support of protocol adherence
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