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D

espite CEO proclamations1 and general
good intentions, patient centricity is
a concept that has eluded many in the
pharmaceutical industry, especially in
research and development. As some
pharmaceutical companies strive and others
hesitate to implement constructive strategies
toward this goal, they’re discovering that study
participants are no longer willing to remain
passive bystanders in the quest for better health.
Yet being patient centric in 2017 is much different than being patient centric 10 years ago. Today’s patients are more informed, engaged, and
connected. For example, four out of five patients
expect to be more active in managing their health
than in the past.2 More than half of mobile phone
users download health apps, and 65% of those
users access their health apps daily.3 Likewise in
Europe, one in five patients were more likely to
go online to investigate their health decisions
in 2016 than in 2014.4 This shift in how patients
seek out and consume health information has
far-reaching implications for drug development.
Pharmaceutical companies also have to contend with an increasingly complex drug development and healthcare landscape, with a growing
web of stakeholders influencing treatment approvals and health decisions. Scientists, regulators, industry payers, providers, and patients all
are jockeying to have their voices heard across
the development continuum, which historically
was primarily focused on regulatory input.
Meanwhile, trials are growing more specialized
and complex, competing for ever-shrinking pools
of eligible participants. A typical Phase III protocol has 86% more endpoints, 58% more procedures, 61% more eligibility criteria, and 58% more
investigative sites than 10 years ago,5 and finding
patients for these trials is a continued challenge
that makes headlines in the mainstream media.6

The Four Pillars of Patient Centricity
Patient centricity can play a role in helping to
mediate some of the growing demands and complexities of trials. Truly patient-centric clinical

trials enable sponsors to more directly and methodically align the objectives of a clinical trial
to the true needs of patients and can result in
more meaningful endpoints, an up-front understanding of operational issues, enhanced patient
recruitment and patient retention, and better
support for participating sites. But the strategies and skills necessary to design and execute
successful, patient-centric clinical trials in this
dynamic environment must keep pace with the
changing landscape of empowered patients, drug
development, and healthcare.
Based on our extensive experience and original research conducted with clinical trial participants and pharmaceutical executives, we created
a framework to address the evolving concept of
patient-centric clinical trials. Described at length
in an article by some of our colleagues,7 patientcentric drug development requires the following:
1. Understanding patients: All sponsor stakeholders and trial administrators should understand the clinical trial patient journey and gain
empathy for the patients’ and caregivers’ experiences.
2. Meeting patients’ needs: Trials should
measure outcomes that enhance patients’ lives
while minimizing the burden on participants and
their caregivers.
3. Connecting patients: Pharmaceutical and
medical device companies should provide trial
participants with transparent, comprehensible
trial information, data and results; support programs and resources through convenient and
usable channels; and access to the growing potential of digital and mobile health technologies.
4. Engaging patients: Sponsors should ensure
that patient and caregiver engagement occurs
throughout the trial by seeking input and feedback at every stage.
These four pillars of patient centricity adapt to
different phases of development, allow organizations to apply patient-centric strategic thinking
to their trials, and provide guidelines to develop
processes that would lead to a successful trial
design or refine their efforts to move to the next
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level of patient centricity.
For example, clinical trial patient journey mapping is an
effective tactic to develop an initial understanding of the
participant experience and can be a valuable tool to identify potential barriers to participation, trial pain points, and
unmet participant needs before a trial begins. After surfacing these issues, organizations must engage patients and
caregivers to co-create and test solutions that effectively
address them. Inspired by design thinking, this “humancentered, prototype-driven process for innovation”8 is a
valuable and flexible method for inspiring creative ideas
and developing real solutions. By co-designing potential
solutions with patients, and using simulations to test and
refine those solutions, organizations can resolve would-be
problems long before trials start.

Improve Clinical Trials
Patient centricity can help pharma organizations by striking a better balance between patient needs and desires and
regulatory limits and requirements. Through a deeper understanding of and connection with patients, organizations
can facilitate meaningful two-way communication to help
manage patient expectations while being able to better
meet their needs.
For example, only 16% of oncology patients are aware
that trials are a treatment option.9 With all of the recent
advancements in medicine, the approval processes for new
treatments can be lengthy. As a result, clinical trials could
be a viable care pathway for many patients without available
or effective approved treatment options.10 However, many
oncology patients fear joining a trial and being randomized
to the placebo arm, believing that this means they won’t
receive treatment.11 While randomized trials are here to
stay, new patient-centric communication and recruitment
strategies are needed to increase patient awareness and
ease anxiety as ethics require administration of the standard
of care in the placebo arm for the majority of cancer trials.12
Patient engagement is necessary to identify patient concerns like these and to gain a deeper understanding of both
the emotional and logistical barriers to trial participation.
However, listing trials on clinicaltrials.gov or creating an-

other patient communication
explaining trial procedures isn’t
enough: innovative, patient cocreated solutions are imperative
to addressing these pervasive
gaps and doubts. Organizations
should ensure that they have experts who understand best practices in patient-centric behavioral
science and design thinking, and
can apply these powerful tools in
the context of clinical trials.
At an organizational level, a
commitment to patient centricity
can help ease the challenges of
balancing the needs of multiple
internal and external stakeholders.
By establishing a unified strategy
and top-down approach to patient-centric thinking, organizations can achieve the company-wide mindset shift that’s
necessary to becoming truly patient centric.13 Evidence
demonstrates that strong leadership in this arena can
pave the way to create necessary motivations and reward
structures, remove common barriers and silos, and shape a
cross-functional shift in company culture.14 Ultimately, this
allows members at every level of the organization to more
effectively help patients.
Embracing patient centricity at the organizational level
also allows companies to tackle another common challenge: measuring the ROI for patient-focused initiatives. A
holistically patient-centric company will be empowered to
evaluate the far-reaching effects of their efforts. By comparing “traditional” historical or competitor trials with more
patient-centric trials, companies can expect to encounter
fewer protocol amendments, shorter trial timelines, and
fewer patient compliance issues.15
Time and again, sponsors have said that speaking to patients about potential trial protocols caused them to significantly alter the protocol and remove the perceived barriers to participation that the patients identified, ultimately
saving the trial from costly and time-consuming protocol
amendments.16The impact of this across an organization
could be substantial as over half of all protocols endure a
major amendment, with the direct cost to implement such
an amendment in a typical Phase III trial coming in at more
than $535,000 per amendment.17
Talking to patients before a trial begins, or simulating
the trial experience with patients, can also enhance participant compliance and satisfaction.18 Patients are quick
to point out that procedures and tactics that are good to
research designers are actually impractical or inconvenient to patients in real life. For example, providing ALS
patients with activity trackers affixed with Velcro may seem
simple and minimally disruptive, but these patients have
expressed that such trackers are uncomfortable and damage their clothes, which invites frustration and noncompliance.19 Correcting problems like this before a trial begins—
and capturing the potential impact—serves to increase the
ROI for patient-centric companies.
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Providing Value All Around
Externally, other stakeholders are becoming more focused on patient centricity, and pharma would be wise to
keep up. Regulatory bodies have begun to offer guidance
on patient engagement and encourage advocate involvement during development and evaluation. For example, the
FDA has committed to patient-focused drug development
and held more than 24 disease-area-focused patient input
meetings between 2013 and 2017. Likewise, the European
Medicines Agency revised its framework for interacting with
patients in 2014, which gave rise to a marked increase in
patient involvement. Sponsoring organizations that solicit
similar patient input up front during the trial design phase
will benefit from improved designs and be in a better position for regulatory discussions—a clear win for pharma,
patients and regulators alike.20
Furthermore, regulators and even some payers are increasingly looking to pharma to demonstrate that new
treatments21 provide real value that matters to patients;
approval and even reimbursement decisions are more
often influenced by patient-reported outcome (PRO)
measures.22 Well-designed and properly executed PROs
provide patients with the opportunity to engage in the data
collection process and are key to capturing outcomes that
patients care about. However, like any tool or tactic in a
patient-centric trial, PROs must not be used haphazardly.
Imposing numerous, irrelevant or poorly developed PROs
on trial participants only increases their burden and may
actually drive participants away. As a case in point, engaging the patient in the application of such instruments in a
trial is imperative to ensuring that the information collected is relevant and meaningful to trials patients, and simulating their use in a trial is critical to assure that they don’t
backfire and introduce an unacceptable burden.23

Putting the Patient First
It’s critical that clinical trials continue to become more
patient centric and adapt to ever-evolving patient needs.
Some of the key considerations in achieving this include
leveraging the methodological framework presented above
and understanding trial patient needs and motivations,
resulting in better trial design, recruitment and retention.
By committing to patient centricity from the top down, applying the principles of patient-centric strategic thinking,
and co-creating and simulating potential outcomes with
patients, all trial stakeholders ultimately will benefit from
better trials.
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