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Decentralized Clinical T ia

JCS Speaks with Dr. Graham Wylie a
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on Home Trial Support and Decentralized Clinical Trials

1. Demographic, epidemiological, social, and cultural trends
in European countries are changing the traditional patterns
of care and a disease-orientated approach is no longer
appropriate. Can you tell JCS why home trial support (HTS)
and the decentralised clinical trial model mitigates the need
for traditional care approaches?

The DCT model, more specifically, HTS, is
focused on delivering clinical trials efficiency by
helping patients participate while remaining in their
communities, wherever they live around the world.

4 The aim is to reduce the inconvenience and disruption
of patient’s lives caused by trial visits to investigator sites as much
as feasible, by running those visits in their own home. By building
DCT models into protocols, the industry is able to respond to the
change in cultural trends, which most certainly will continue to be
shaped by the global pandemic. We continue to see patients who
are more willing and more able to adapt to these “new” models
and to new technology being brought into their homes. This is of
course not limited to European countries or clinical trials. We have
seen the release of technology from providers like Apple collecting
health information from consumers via the Apple watch with new
technology built in to measure blood oxygen levels and take ECGs
at any time. As we continue to see the development of technology,
not just in the clinical trial arena, become more sophisticated and
better adopted by consumers, we will continue to see changes in what
was the traditional patterns of healthcare. Adopting a decentralised
approach will be advantageous to drug developers. We have seen this
for over 14 years — by reducing the burden of the trial on patients and
their families we can directly increase patient recruitment by 60% or
more and typically maintain retention at over 95%. There is a very
clear speed-to-value relationship for pharma companies running
decentralised clinical trials. There are also cost implications for sites.
When we remove specific visits from sites and increase recruitment
rates, we increase the frequency of the higher revenue visits into the
sites. Of course, this will be dependent on the type of trial and disease.

2. Improvements in public health and changes in the landscape
of disease have contributed towards changing epidemiology.
Why do you think a rise in non-communicable diseases such
as Alzheimer's influences the demand for decentralised clinical
trials?

Long-term chronic illness is endemic in the
western world today because we are getting older,
driven by our ability to treat the acute life-threatening
diseases more effectively. Such patients need to
be cared for in their own homes for their benefit
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and for the benefit of their families, as well as to limit the drain
on centralised healthcare systems. Trials need to be run the same
way. Decentralised trial design works well for Alzheimer’s disease
because of the comorbidities, the patient population, and social
aspect that surrounds this disease. Decentralised services should
be built around the patient type, not necessarily the therapeutic
area. For example, for a patient with Alzheimer’s disease, they will
probably be relying on a caregiver either for their healthcare and/
or for transportation to and from site visits. By bringing the visit
to the patient, we reduce the travel burden on the patient and on
their caregivers, often their adult children. Travel burden can be
thought of as not only the time it takes to travel but also logistical
complications when travelling with someone who may have low
mobility or may require complicated overnight stays. Giving
patients a flexible visit schedule ensures fewer missed visits and a
greater chance of fewer drop-outs, resulting in more complete data.

The demand for decentralised services will continue as we see
a rise in disease prevalence and as we continue to see the rise in
costs of running trials. Drug developers will continue to offer trials to
dependent patient populations, so it is important that cost-effective
solutions are employed.

3. Technological innovation together with new and modern
forms of service delivery organisation can represent a viable
solution to developing decentralised clinical trials (DCT).
What needs to be considered to improve the responsiveness,
continuity, efficiency, of clinical trials moving forward?

The past 12 months has dramatically changed the
healthcare landscape globally. Only time will really
show the long-term effects of the COVID-19 pandemic

| on clinical trials, but there have certainly been some
4 significant learnings about the importance of real-time
data capture and analysis, as well as integration of data systems
between organisations and patients themselves.

Ensuring patients are safe, cared for and comfortable during
treatment isn't simple; making sure data is collected on schedule
and accurately, so that the study either proves the efficacy of a
treatment or disproves it quickly isn't simple; coordinating medical
professionals, patients, investigational medicinal product to a single
point in time and location isn't simple; managing sample collection,
on-site processing and shipping to central laboratories from multiple,
domestic, locations isn't simple. Pulling this all together across
multiple patients, locations and visits is very complex and we have
defined best practice in the delivery of community-focused clinical
trials, expanding the type of visits achievable in the community. We're
always working to continually drive our innovation so we remain
adaptable and agile and can respond to changing trial requirements
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and patient needs. Sponsors likewise will have to learn how to design
protocols to take advantage of these new capabilities and services.

4. Changes in social attitudes, values and behaviours are
contributing to the demand for decentralised clinical trials
(DCT). Can you talk us through your predictions for DCT and
how it will evolve during COVID-19?

While the industry in recent years has discussed
various patient-centric strategies, COVID-19 has
brought their implementation to the very forefront
of clinical trial development. In reaction to the global
pandemic, sites have closed, studies are losing their
trlal patients and hundreds of millions of research dollars are at risk.
As part of these patient-centric strategies we have seen a growing
response for patient empowerment in clinical trials. As a result, drug
developers have been bringing the patient voice to the protocol design
table and working to integrate the patient perspective through their
trial experience. This change in behaviour has been bolstered by the
current clinical trial environment with COVID-19. I think we will
continue to see the patient voice invited to the table but my hope
would be that their influence will be greater. Now that patients have
had the opportunity to participate from their homes, I think we will
continue to see a demand for the use of decentralised solutions such
as home trials support (HTS) and telemedicine. Sponsors traditionally
see the site as the critical stakeholder, but the patient is the actual
final consumer of their product; therefore, as sites become less
critical to the delivery of care and to finding patients for trials, so the
sponsors will have to increase the sophistication of their approach
direct to patients, who can consume their product through multiple
healthcare provision channels.

5. The COVID-19 pandemic has been an unprecedented change
agent and has acted as an accelerant for the acceptance of
telemedicine and decentralised clinical trials. What steps has
MRN taken to modify their home trial support service for the
conduct of clinical trial visits in the patient’s home?

In response to the global pandemic, both existing
and new clients are turning to MRN to help rescue
their trials from imminent failure; since March, we
have received over 500 requests for proposals from
] clients, more than 2.5X the expected rate. Already we
are seelng actual monthly patient visit numbers more than double
(@bout 2.4X). We have increased our direct operational headcount by
over 80% to ensure we have the personnel to support the increasing
demand. We have built in efficiencies into our processes from
proposal and protocol evaluation process through to visit delivery.
We have introduced additional processes, PPE and training to HTS
nurses. Our response to the pandemic allows our clients to continue
to recruit and retain their patients, keeping their at-risk studies and
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their patients’ wellbeing on track. We are also introducing backup
plans to cover the now inevitable second peak. We have also
dramatically increased our nursing network to provide much higher
nurse coverage in key geographies in the US and Europe, to allow us
to attempt to meet the increased demand as fully as possible.

6. You collaborate with telemedicine providers to further
your remote patient monitoring, patient care, and clinical
assessments capabilities. How has this maintained the
importance of clinical trial continuity during a pandemic?

== So far we have seen a growth in interest in
. telemedicine within sponsors, but consistent with
the take-up of technology being much earlier in the
adoption cycle than HTS, the number of new projects
. we are participating in is around XX, whereas we have
seen an increase in the number of trials incorporating HTAS has gone
up around X times more than that. The future holds both solutions
working in concert to give the most convenient and safest experience
to the patient and their sites.

i

MRN has built alliances with technology companies to enhance
our ability to deliver patient care and support drug developers as they
have been required to redesign and reimagine how trials visits will
be conducted. By integrating telemedicine with HTS we are able to
further diversify what HTS nurses can do in the home, and enhance
our service offering. This type of alliance is important as patients
not only require communication with their physicians or nurses
through telemedicine technology, but, sites also need the confidence
that a specialised research nurse is having face-to-face contact
with patients and performing protocol required activities as if they
were at site. Alliances with telemedicine companies mean that we
have created streamlined processes to work together, allowing fast
and efhicient start-up, as well as pre-identified risk with mitigation
planning for our pharma clients.
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