With clinical trialsdigitalization and decentralization comesthe possibility for patientsto complete several
of their clinical study proceduresremotely, making their participation in clinical trialseasier and less
cumbersome than site-based trials.

Theinclusion of atelemedicine option in aclinical trial allows a protocoal visit to be performed remotely
between the patient at home and therelevant clinical site personnel at the study site. If remote visitsare
planned in both decentralized and hybrid trials, how precisely do the televisitswork and how beneficial can
thisreally be to study patients, site staff, and sponsor s?

Televisits can bring significant comfort to patients during their
journey through a clinical trial

Many clinical trial situations can benefit from a televisit:

« When none of the procedures associated with a given study visit require the physical presence of the patient
(e.g no MRI scan or drug infusion, which would require in-clinic equipment).

* When the patient and the site personnel need to talk through an extravisit that would previously have taken
place at the site.

* When the patient cannot attend the site for a given study visit (e.g., disability, fever).

In such situations, and even more when the patient lives far away from the study site or experiences mobility
issues, having flexible protocols that include remote video visits can be very reassuring for many study participants.

Having a telemedicine featureintegrated into the eCOA app increases patients benefits:

Although many platforms already exist to perform video chats, adding the video visit option directly into the eCOA
app has the significant benefit for patients of using a single system. Trishna Bharadia, patient advocate and health
industry expert, emphasizes:
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“’It can’t be underestimated just how complex and how difficult it can be for patientsif they're
having to navigate multiple systems when they're already having to think about so many different
things’

¢ When patients already have to complete ePROs regularly and potentially eDiaries every day (sometimes
twice a day), having the same tool with a single sign on is much more user-friendly than using multiple
systems.

o Embedded in the eCOA app, the televisit function is easy to use, without any additional set-up needed.

e Thetelevisit contributes to decentralizing clinical trials and increasing study accessibility for patients. It can
be combined with other features, such as an eCOA solution to complete questionnaires from home and a
WebCOA back-up option activated remotely by site staff to optimize data entry in the event of device
failure.

A televisit option also reduces the burden on the study site

The workload of site staff is always high and the issue of managing multiple studies for multiple sponsors with
multiple systemsiswell known. Asfor study patients, we should make the lives of site staff easier to improve their
clinical trial experience.

By creating another option for interacting with study patients, and by minimizing the number of systems, the eCOA app embedded televisit
brings multiple benefitsto site staff:

/
L3
¢ Offering a simple system integrated into the eCOA app increases user-friendliness and reduces the burden of
using multiple login credential s to access several systems.

e Including the option to talk to study patients or to conduct a visit remotely can bring some flexibility in the
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organization of study staff. It reduces the burden on site staff, whilst still allowing the patient to be seen:
seeing how the patient looks and behaves and visually tracking reactions to questions brings much more
information than a simple phone conversation.

For sponsors, the inclusion of remote video visits in the study
protocol aims to improve patient compliance and increases the
chance of study success

Clinical teams need to trust that the study will continue. The inclusion of televisits means that teams can be
reassured that a study will continue according to the protocol schedule even when patients are not able to attend the
study site for visits.’

Asthe use of televisitsis arecent practice in clinical trials, there is limited evidence on its use and the impact on
patient compliance is not well defined. However, it can be expected that televisits will expand patient compliance
by allowing their participation in clinical trials from the comfort of their home or wherever they may be during
their holiday or other travel.

Integrating the remote video into the eCOA app ensures a high level of control:

e Thetimestamp of thetelevisit isstored in the audit trail and confirms that the visit occurred, how long it
lasted, and who attended (site staff and patient number).

¢ Asonly authorized sites (and associated patients) can perform televisits, sponsorswill also be able to
keep control of its use and adapt their strategy according to the specifics of the study sites. The authorization
can be granted either at study setup or during the course of the study. Only patients who signed the relevant
consent to use the televisit option will be granted access to the option by their site staff, which adds another
level of control to the televisit function.

¢ Thetelevisit can belimited to work only with WIFI or can be open to mobile connectivity. This can be
defined for each site, since volume of televisits and the cost may vary between countries.

=]

As operating modelsturn to decentralizating clinical trials, the televisit option islikely to takea more
prominent placein clinical study protocols. When made simple and embedded into the eCOA solution, it
offersan additional avenue for reducing the burden on patients and sites and improving their clinical trial
experience, aswell as guaranteeing the study continuum for sponsors.

Explore the infographic highlighting the advantages of asimple televisit feature

Learn more;
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The strengths of electronic Clinical Outcome Assessment (eCOA) versus

paper solutions
5 February 2024

In contrast to paper solutions, electronic Clinical Outcome Assessment (eCOA) demonstrates strengths
such as. Accuracy

Read More »

The relevance of ePROs in early phase clinical trials
31 January 2024

Early phase clinical research (phase 1 and 2a) focuses on characterizing the behavior of the

Read More »
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3 considerations to take into account when setting up an eCOA clinical
trial
29 January 2024

In aclinical trials environment that is moving increasingly towards digitalization and decentralization, it
remains

Read More »

WHY DO CUSTOMERS RECOMMEND
KAYENTIS FOR OPERATIONAL EXCELLENCE?

Kayentis recommendation rate = 95%°
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Kayentis operational excellence
23 January 2024

Why do customers recommend Kayentis for operational excellence? More than 95% of Kayentis
customers recommend

Read More »

Innovation and Partnerships: The Biotech Perspective
16 January 2024

In the ever-evolving landscape of biotechnology, groundbreaking advancements continue to shape the
future of healthcare.

Read More »

Exploring The Specific Challenges Of Pediatric Clinical Trials — Insights

From Site Experts
22 November 2023

In this first episode on pediatric clinical trial challenges, Begofia Nafria, pediatrician and patient
engagement

Read More »
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