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The Importance of a Patient-centric Approach

in Healthcare and Clinical Research

Introduction

In recent years, the term “patient-
centric” has become more common-
place in the world of clinical and
medical research, indicating greater
interest in putting the patient first.
However, a recent report produced
by The Economist Intelligence Unit
(EIU) and commissioned by PAREXEL'
that identified patient-centricity as a
key innovation within the healthcare
industry, also showed that only 5.2 per
cent of Phase Il and Il trials actually
utilised this approach. While this
indicates that industry adoption is
currently falling far behind the buzz
surrounding the topic, there has been
a sharp increase in the number of
clinical trials citing patient-centric
designs in PubMed since 2011, which
is an encouraging trend. So, how are
we optimising the opportunity to take
a patient-centric approach to connect
healthcare and clinical research, and
how can we accelerate adoption?

Supporting Creation of Patient-centric
Study Design

Regulatory agencies such as the US
Food and Drug Administration (FDA)
and European Medicines Agency (EMA)
are increasingly advocating for patient
input into study design, which certainly
empowers sponsors and contract
research organisations (CRO)s to take
action. For example, the FDA’s Guidance
for Industry on Patient-reported
Outcome (PRO) Measures supports
involving patients in the selection of
measures so that studies are designed
with a clear focus on meaningful benefit
for patients. Of particular interest to
the FDA are direct measures of how
a patient ‘feels, functions or survives’,
and PROs are a vital part of assessing
concepts like these that are only known
to patients - for example, symptoms,
treatment satisfaction and quality
of life. Having a clear vision of what
matters to patients and addressing
them accordingly is incredibly important
to ensure a patient-centric approach.

In a similar way, the overall study
design also needs to factor in patient
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needs, particularly from a practical
perspective. At the recent Patients
as Partners US conference, many
stories were shared by patients
about the challenges they faced as
research participants, usually from the
perspective of practical and financial
burden. Some patients shared stories
about being unable to afford parking at
the hospital for a lengthy appointment,
while others shared burdens such as a
patient being late for every appointment
due to childcare commitments without
knowing that they had the option to
rearrange to a time more convenient
for them.

Early engagement with patients will
ensure that, from the very beginning,
sponsors are building studies with the
patient in mind and are not inadvertently
building challenges into their protocols.
Feedback from sites is also important,
as their perspective incorporates both
the human and medical elements
and can help shape a more “doable”
study. For example, during a recent
insights project, nurses highlighted that
questionnaires related to an exploratory
endpoint added five hours to a study
visit. This enabled the sponsor to make
the necessary adjustment to avoid such
a burden on study participants.

It is also crucial that regulatory
bodies continue advocating for patient
involvement in study design in order to
demonstrate the value of this approach
to stakeholders, thereby optimising
adoption and, in time, making it standard
practice.

Creation of Patient Experts

Patient feedback can take many
forms: via patient advocacy groups
(PAGs), market research agencies
or online communities. Some have
reported feeling worried about sharing
feedback as they are interacting
with highly specialised experts. The
European Patients’ Academy (EUPATI)
is a great example of how this issue
can be overcome. EUPATI provides
in-depth training programmes to
train patient experts well-versed

in medicines development, clinical
trials, medicines regulation and health
technology assessment, who are able
to effectively provide feedback to the
industry. In addition, the organisation
offers a training toolbox that helps
guide patients in their learning about
clinical research. By bringing together
stakeholders from the pharmaceutical
industry, patients, and academia, they
were able to create comprehensive and
accessible resources with information
to help facilitate increased patient
engagement.

Involvement at patient-centricity
conferences also brings together
stakeholders from many different
groups to openly discuss, debate and
collaborate. Having the opportunity to
share best practices around how to
involve patients throughout the entire
medicines development life cycle to
drive greater efficiencies in clinical
research is time well spent. And, for
those within the industry who do not
tend to regularly interact with patients,
hearing real-life stories of clinical
research participants is incredibly
impactful.

Many sponsors have their own
patient insights programmes to enable
access to patient experts. However,
some sponsors are unable to attain
patient insights due to resource
constraints. Therefore, CROs can
support their sponsors with patient
insight programme activities, often
within a very short timeframe and at
minimal cost. Even if early engagement
has not been possible, some patient
feedback is preferable to none at all.

Enabling Effective Patient Education

Health literacy is defined as the degree
to which individuals can obtain, process
and understand health information to
enable them to make appropriate health
decisions. When providing education
materials to patients, both literacy
and health literacy considerations are
important. Institutional review boards
(IRBs) and ethics committees are very
experienced at reviewing materials and
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acting as gatekeepers to ensure that
a fair, balanced, and clear picture of
the research opportunity is made
available to patients. It can sometimes
be challenging for experienced clinical
research professionals to condense
vast and complex medical information
into an easily digestible format for
patients, but it’s important that
patients fully understand what they
are consenting to. By sponsors and
CROs taking literacy into consideration
and supporting sites with clear
information, they are helping to
facilitate a more positive patient
experience. Ultimately, patients who
understand exactly what they are
enrolling in are less likely to drop out
due to unmet expectations.

Supporting Research Participation
Much has been done in recent years to
improve the patient journey in clinical
trials. Improvements have ranged from
transportation support and visit reminder
messages to online information resources
and direct-to-patient drug shipments.
By mapping the patient journey and
thinking about potential challenges for
that patient group, a clear strategy can
be created to overcome many practical
challenges.

Recently, virtual trials (sometimes
called “remote”, “decentralised”, or
“siteless”) are being deployed in a
truly patient-centric manner. They
are designed to make it as easy as
possible for patients to participate in
clinical research by taking all or part
of the study to them in their homes
and overcome the many barriers to trial
recruitment and retention. The barriers
virtual trials help overcome include:

a) Geographical barriers, such as living
too far from the site

b) Financial barriers, such as being
unable to afford time off work

c) Practical barriers, such as a lack of
childcare

To create the correct combination
of visits occurring in the clinic and
those in the home, multi-stakeholder
engagement is imperative. Medical staff
can help advise sponsors and CROs on
the visit schedule and IRBs help ensure
that patient safety is of paramount
importance before they provide approval
to proceed. Of course, patient feedback
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ensures that no assumptions are made
on their behalf when determining the
most favourable approach to reducing
the burden for them. For example,
during early planning for a recent
virtual trial strategy in an older patient
population that would require weekly
site visits for a year (the majority purely
for dosing), it was assumed that home
nursing could be utilised to reduce
the time and travel burden. However,
a large survey of patients with the
disease showed that the majority of
patients actually preferred the idea of
attending appointments at the clinic
as they enjoyed the social element.
So, despite best intentions, if patient
feedback had not been obtained, an
incorrect approach could have been
taken.

Patient and caregiver feedback
during early planning on another virtual
trial had a very different outcome. For
this study, adolescent patients were
required to participate in repeated
blood draws throughout the course
of the day, starting very early in the
morning. Knowing that early mornings
can be a challenge for teenagers, we
proposed using home nursing on those
occasions, which was received highly
favourably by the patient population.
Similarly, other visits did not require
intervention and, with adolescents
so familiar and comfortable with
cellphone usage, turning them into
telemedicine visits (with direct,
real-time communication between site
staff and the patient using technology
similar to FaceTime of a WhatsApp
video call) was agreed upon, based on
positive feedback.

Supporting Post-participation
Information-sharing

A common complaint from patient
groups is that study participants often
are not thanked for their efforts at the
end of a trial, and that they do not learn
about the study outcome. This can be
rectified with a couple of simple steps:

1) Deploy patient thank you cards
at the end of every study. A little
gratitude goes a long way to making
people feel valued and creates
advocates for clinical research.

2) Disseminate lay summaries to
participants once results of the
trial are known. Though they
are often published in scientific
journals, knowing where to look
for this information and being
able to understand the complex
scientific terminology can be
challenging. However, the EMA has
mandated that lay summaries be
made available to patients via their
new portal. Taking this further and
providing the information to sites
to share with their patients makes
the data much more accessible.

This approach is important to show
patients that the industry recognises
the importance of their contribution to
clinical research. Patient-centric trial
designs positively contribute to efficacy
and success, so drug developers need to
understand stakeholders’ perspectives
and build a trust with patients by
sharing information in a way that’s easy
to understand.

Impact of a Patient-centric Approach
There is a significant shift occurring
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in the industry towards greater
acceptance of patient-centric practices.
The recent EIU report that explored the
business impact of patient-centricity
across Phase Il and Il trials found that,
compared to traditional trials, when a
patient-centric approach was taken:

*  On average, the drug had a 19 per
cent greater likelihood of launch

*  Ittookalmost half the time to recruit
100 participants (four months vs.
seven months)

e The trial recruited an average of
double the number of participants
(533 vs 271)

e Drugs developed using innovative
trial methods (including patient-
centric trials) are adopted by payers
more quickly

In the future, we foresee greater
adoption of patient-centric trials.
Patient-centricity is not only the right
thing to do, but it can also improve
patients’ overall experience with
the clinical trial. and help get new
medications in the hands of patients
faster.

Conclusion

Patient-centric solutions can globally
connect healthcare and clinical
research by empowering and enabling
connectivity between sites, sponsors,
CROs, IRBs and other industry
stakeholders. With a patient-centric
approach, sponsors can improve
the drug development process by
reducing the practical, financial and
geographical barriers that both patients
and caregivers often face and optimise
patient involvement and engagement.
Simplifying the patient journey with
a focus on the patients’ needs and

experiences has been proven to
enhance the drug development and
commercialisation process. Let us all
work together to spread the patient-
centricity message and optimise
adoption in our own workplace. As the
EIU research shows, it’s no longer a nice
to have, it’s a business imperative.
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