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Introduction

Patient centricity is no longer just viewed as an opportunity 
solely for commercial pharma. In September 2014, 
eyeforpharma brought together 100 US clinical leaders 
to discuss the evolving role of patients in clinical trials. 
The executive forum addressed the latest trends and 
innovations in clinical trial management from a patient-
centric perspective, but it was the presence and involvement 
of several patients and patient advocates that shaped the 
discussion and expanded our thinking on the topic. Beyond 
debating various practical questions, delegates from 
pharma began to wonder how the necessary changes might 
materialize under the organizational lens:

“What if clinical trials consistently led 
to positive patient experiences and 
patient outcomes with high recruitment, 
adherence, and retention?

“What would the trial – and the processes 
that support the trial – look like?”

These two questions beg the answer to 
a third question, “What have we learned 
about how to effectively implement 
patient-centered clinical trials?”

Obvious catalysts for developing answers to these 
questions are escalating R&D costs, low levels of patient 
trust in pharma coupled with a growing societal demand of 
greater patient empowerment. In a recent survey of patient 
groups conducted by PatientView, pharmaceutical innovator 
companies ranked 7th out of 8 healthcare sectors, with 
a minority of 34% giving pharma a “good” or “excellent” 
reputation rating.i

Healthcare Reputation Ranking 2013 
(PatientView):

Retail pharmacists Medical-device companies

Healthcare services
(private sector)

Health insurers
(not-for-profit)

Generic drug manufacturers Biotechnology companies

Multinational pharma companies Health insurers
(for-profit)

61.9%

51.1%

41.5%

35.4%

54.9%

42.8%

40.6%

26.7%
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Introduction

Beyond those circles of already engaged patients, polls on 
a broader societal level consistently show that the image of 
the pharmaceutical industry is weak, if not clearly negative 
in many key markets, including the U.S., Canada, China, 
Germany, and Spain, as data from Ipsos’ Global Reputation 
Centre shows.ii  Such distrust is also likely to contribute to 
poor patient recruitment and retention, one of the greatest 
challenges the clinical enterprise faces today. Less than 
10% of clinical studies are completed on time. These delays 
are inflating budgets to a severe level as enrollment costs 
account for up to 40% of total US clinical research budgets.

Given those trends, the movement towards patient centricity 
in research is gathering momentum within pharma and 
healthcare organizations. In discussions with executives 
from manufacturers, CROs, providers and patient advocate 
organizations, we discovered divergent understandings of 
patient centricity. We believe that it should be a process 
integrated through the entire pharmaceutical continuum 
or value chain, from early phases of development to post-
market surveillance studies. For genuine engagement, the 
values, preferences, and needs of patients must influence 
the design and conduct of clinical trials, as well as the 
dissemination of trial results. Respect for patient needs 
requires building a trusting and collaborative relationship 
with patients as well as those closest to them, such as their 
physician, family, caregivers, and advocates. 

For this paper, eyeforpharma collaborated with 
Joyce Avedisian, a veteran expert in helping complex 
organizations adjust their thinking, to develop a paradigm 
which enables all those serving patients to be guided by 
a new mindset. Joyce came up with a unique perspective, 
a lens that engages our hearts, heads, and hands. She 
defines and gives practical examples of each dimension, 
and how they work together in practice. 

The underlying premise is that implementing this paradigm 
builds trust, which is based on caring and competence. 
Trust fosters authentic engagement and alignment of all 
key stakeholders, yielding positive patient experience 
and outcomes. In turn, positive patient experience and 
outcomes improve recruitment, retention, and adherence in 
clinical trials. The ultimate objective: When the heart, head, 
and hands are in alignment and in play, patient-centered 
clinical trials have become sustainable business practice. 
We’d like to thank Joyce and the various leaders in the 
clinical trials space who guided her concept with practical 
insights and commentary.

To facilitate the actual implementation of the paradigm, 
the paper draws on industry best practices to offer various 
concrete points for “Executive Action” aimed at facilitating 
or reinforcing patient centricity in your organization. The 
article concludes by creating an exemplary organizational 
scenario of the patient-centered clinical trial (PCCT). 

We hope that this article will stimulate your thinking and 
may inspire you to adjust your organization to become more 
patient-centered in the most meaningful way possible. 

Please get in touch and share your experience!

Ulrich B. Neumann 
Director at eyeforpharma 
Head, Patient-Centered Trials Initiative

T: 201-204-1688
E: ulrich@eyeforpharma.com
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Putting Patients at the Center
A Multi-Dimensional Concept

If clinical trials consistently lead to positive patient 
experiences and patient outcomes with high recruitment, 
adherence, and retention, they are grounded in a new 
paradigm. A paradigm which enables the research sponsor 
and key stakeholders to see through a new lens that 
engages their hearts, heads, and hands.

The paradigm begins from the inside out, which is the 
motivation and passion of each individual and the purpose 
of the organization at the heart. As Simon Sinek explains, “It 
all starts from the inside out. It all starts with WHY. …By WHY 
I mean what is your purpose, cause, or belief… Whether in 
leadership, decision-making, or communications, starting with 
WHY has a profound and long-lasting impact on the result.” iii 

In the clinical setting, pharma, the site staff and all key 
stakeholders are aligned around serving the patient first. 
They have hearts full with care and compassion as if the 
patient is someone they love. They are consistently asking, 

“Is what I am saying/doing in the best interest of the patient?” 

The order moves from the HEART to the HEAD. Fueled by the 
HEART, the HEAD sets direction by articulating a leadership 
point of view as reflected in a vision of what success looks 
like and the values that guide behavior. It is the HEAD 
that defines what patient-centered clinical trials mean, 
the measures of success, the engagement strategy, and 
everyone’s role in the clinical trial. 

The order now moves from the HEAD to the HANDS. The 
HANDS refer to the actual doing as demonstrated through 
methods, technology, information flow, processes, and 
behavior. The HANDS demonstrate collaboration in action 
as healthcare partners work in alignment to deliver positive 
patient experiences and outcomes. 

The Concept: Patients at the Center

In this new paradigm, positive patient experiences and 
patient outcomes with high recruitment, adherence and 
retention result from alignment of the HEART, HEAD and 
HANDS within the research sponsor’s organization and 
among all key stakeholders. Alignment around a truly 
patient-centered vision, values and strategy and walking  
the talk are the foundation of trust.

“Being patient-focused is not limited to specific initiatives or programs for patients. 
It’s a way of feeling, believing, thinking, and acting.”

Jill Donahue, President, EngageRx

THE HEART
Individual motivation 
passion for care 
internalized and 
expressed mission of 
the organization

THE HEAD
Engagement 

strategy definition 
and meaning 

measures of success 
benchmarks

THE HANDS
Methods processes 

technology flows 
of information 
programs and 

initiatives
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THE HEART

Infusing a patient-centered HEART into the clinical trials 
process begins with caring, competent people who are 
motivated to serve the patient. They know why they come to 
work each morning.

“When I arrive at work each day, I’m 
greeted by photographs of patients 
who have benefited from our medicines, 
and they remind me why our work is so 
critically important. Every patient has a 
unique story, and it’s humbling to realize 
that our treatments have often played 
a significant role – be it improving a 
life, extending a life or saving a life. The 
photographs filling our lobby represent 
patients whose faces we may not know, 
but who depend on us to develop 
new treatments. That’s a staggering 
responsibility, and it inspires me to work 
to my fullest potential each day.” 

Vicky DiBiaso, Associate VP – Head, Office Patient 
Participation & Preferred Partnerships

An ECRI study of 8,502 patients who were considering 
whether to enroll in a clinical trial revealed potential health 
benefit, physician influence, and potential benefit to others 
as the most cited reasons for trial participation.iv  Another 
survey conducted with study volunteers in active clinical 
trials by The Center for Information & Study on Clinical 
Research Participation (CISCRP) further indicated that 
relationships were a core need for people who participate. 
Patients want to be personally connected to study staff, and 
they want to be treated as human beings.v 

Treat Patients as Whole Human Beings

In a patient-centered paradigm, patients are respected and 
treated as whole human beings rather than as data subjects. 
As DiBiaso describes, “We need to acknowledge a person in 
a clinical trial as a medical hero and say ‘thank you’ to them.” 

Sharon Hesterlee, PhD. Vice President Research Parent 
Project Muscular Dystrophy sees patients and patient 
advocacy groups are partners in the development and 
conduct of trials. Dr Donald P. Braun, Vice President of 
Clinical Research for Cancer Treatment Centers of America, 
agrees, “We see and treat patients as individuals and are 
vitally concerned with the entire person – physically,  
psycho-socially, mentally, spiritually.” 

“We want to get rid of any unrealistic 
fears the patient and family might 
have, and reassure them they are being 
treated as people, not as the subjects of 
experiments, with their rights, feelings, 
and best interests always foremost in 
our minds… taking time to go over all 
options, and then giving the patient 
your best judgment in an atmosphere 
of openness, candor, and mutual 
respect, builds the most sacred aspect 
of the bond between the patient and 
the physician, that of trust and shared 
decision-making.” vi

Dr Fadlo R. Khuri, Physician and PI
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The Heart

Listen, Understand, and Act Upon What the 
Patient Values

Developing a personal connection starts with deep listening. 
Problems are defined and solutions identified by listening 
closely to the patient and acting on what they say. Why 
would a patient want to participate in a clinical trial? What 
would help and hinder patients from participating in the 
study? What does it take to significantly increase the 
positive pull of participating in a clinical trial? What are the 
barriers to participating?

CASE – SNAPSHOTS

•  Greg Cohen, Senior Manager, Social Media and Influence 
at UCB, describes their use of social media to build and 
participate in patient forums and communities. These 
communities enable UCB to understand patient concerns 
firsthand, and tailor resources and materials to specific 
patient needs. Social media can even facilitate systematic 
feedback from patients during the trial journey so that 
the clinical trial team can respond in real time with 
information, encouragement, emotional support and 
tools. In the new clinical trial setting, social media is a 
mindset of how to listen to and engage patients.

•  The Parent Project Muscular Dystrophy explores the 
clinical trial expectations, preferences, and desired 
outcomes of parents upfront and throughout the trial 
process. Since what regulators and clinicians value 
is sometimes different, they use the information 
to educate sponsors, investigators, clinicians and 
regulatory agencies. Using a novel assessment tool to 
quantify caregiver preferences for the benefits and risks 
of treatment, they discover the willingness of survey 
participants to accept some significant risks and side 
effects in return for slowing or stabilizing the progression 
of the disease. vii

Leverage Patient Relationships by Working with 
Their Physicians

Reg Blynn, Founder and President of Medical Research 
Alliance, a network of sites, conducted a recent survey with 
34 clinical research sites. It showed sites that have a 90 to 
95% retention rate, and have maintained that rate for over a 
decade. Many of these sites have done studies that are over 
3 years long, and still their retention rates were just as high. 
He explains, “The number one factor in maintaining our 
retention rate was having patients’ seen by their personal 
physician during the study. Many patients are nervous or 
skeptical about entering research studies, especially for 
the first time. That all goes away when they are being seen 
by their own physician and not someone foreign to them. 
Having research sites effectively work with community 
physicians and not just use them as a referral source is 
certainly a way for this industry to increase recruitment and 
maintain better compliance and retention.” viii

EXECUTIVE ACTION

f		Clarify and articulate purpose and belief 
statements for conducting patient-centered 
clinical trials and align the executive team, 
patients, research sites, and all key stakeholders 
around a mission (a why) that inspires them by 
serving patients and advancing science. 

f		Create a systematic process for listening to 
the patient using social media and a variety of 
listening vehicles throughout the trial; respond 
to their goals, needs, and concerns in real time. 

f		Leverage the trust relationship with a patient’s 
personal physician in the community by involving 
him/her in the referral process and throughout 
the study to improve patient retention.
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Fueled by the HEART, the HEAD sets direction by articulating vision, mission, values, strategy, and goals. The leadership point 
of view is reflected in the strategy and tactics for achieving positive patient experience and patient outcomes. Embedded in 
that strategy is a model of engagement. 

In the new trial paradigm, the closest patient relationships including family, caregivers, physicians, and patient advocate 
groups are viewed as partners in the drug development process. Their voice is consistently and systematically integrated into 
the design and conduct of the study. Organizations have pursued different approaches in designing an engagement strategy 
with patients.

CASE – SNAPSHOTS: 
Develop an Effective Engagement Strategy

 
Victoria DiBiaso, AVP and Head, 
Office of Patient Participation 
at Sanofi & Genzyme, explains 
their model and culture as 
hands-on engagement with the 
most important concerns and 
interests of patients and patient 

advocate organizations. A set of 
guiding principles for collaboration ensures 

that values are lived out in relationships with patient 
organizations. The engagement of patient advocates and 
groups can start as early as the pre-clinical stage where 
their input is solicited to determine if the asset is efficacious 
and important to patients. 

In development programs, Sanofi (inclusive of Genzyme) 
frequently tests the study design with patient advocate 
groups and physicians to understand the challenges 
from the perspective of the patient in order to identify 
ways to make the study experience less burdensome 
and complex. They consider such factors as whether the 
number of visits and procedures can be reduced, if the data 
collection technology, such as e-diaries, is user friendly, 
and if the requirements fit patient’s life style. Patients who 
are considering participation in the study are asked to 
weigh the pros and cons with the support of their family 
and physician before making a decision. Do they fully 
understand the potential risks? How will they accommodate 
the study protocol into daily life? ix

PCORI’s model of patient 
engagement is rooted in their 
mission to “help people make 
informed decisions, and improves 

healthcare delivery and outcomes, 
by producing and promoting high integrity, evidence-based 
information that comes from research guided by patients, 
caregivers, and the broader healthcare community”. 

In partnership with patients and key stakeholders, PCORI 
developed a detailed patient and family engagement rubric 
which provides a framework on promising practices for 
engaging “patient partners” (patients, family members, 
caregivers, patient advocate groups) in planning and 
conducting research studies and disseminating results. 
Engagement activities include creating research questions, 
defining eligibility, selecting comparators, and helping 
to recruit and retain patients using innovative methods 
among other activities. To ensure meaningful engagement 
throughout the entire research process as well as to 
provide engagement support, PCORI created the position of 
Engagement Officer, an individual who follows each project 
to ensure that patients are providing input and being heard 
as partners and that engagement milestones in the research 
contract are met. To build the “science of engagement,” 
PCORI has created an evaluation tool, WE-ENACT, which is 
used in every project to assess the level of engagement, 
identify barriers, and measure how engagement is affecting 
the process and outcomes. As a result, PCORI is beginning 
to see anecdotal evidence that demonstrates how patient 
engagement is impacting the research process and other 
key outcomes.x

THE HEAD

Patient-Centered
Strategy defines

Engagement

(Sanofi)

PCORI
Patient-Centered 

Outcomes Research 
Institute
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The Head

CTCA has another model of 
engagement built around its 
mission to be the “home of 
integrative and compassionate 
cancer care.” According to Dr. 
Donald Braun, Vice President of 
Clinical Research, the patient is 

at the center of trial design in their 
investigator-initiated trials, based on their observation 
of unmet patient needs. In these trials, patients are not 
subjected to a non-effective treatment or placebo. CTCA 
uses the engagement to conduct personalized cancer 
vaccine therapies using patient-source material, tumor-
directed gene therapies, and more novel genomic directed 
trials. The “entire” person is treated through patient access 
to a regimen of support therapies, including psycho-
social, family relationships, mental, spiritual, financial, 
naturopathic, and nutritional help. As part of their support 
system, CTCA developed the “Cancer Fighters for CTCA” who 
are former patients who meet regularly with their clinical 
staff to develop innovative ways for dealing with quality of 
life issues such as new ways of dealing with neuropathy 
issues that arise from chemotherapy.xi

I-SPY 2, an adaptive breast cancer 
trial, is often cited as the prime 
example of engaging advocates 
early and often in a variety of 
roles. A representative sample of 
advocates was selected from both 
experienced and novice advocates, 

geographically and ethnically diverse 
advocates, and advocates with a variety of affiliations. Forty 
advocates engaged in working groups involving protocol 
review, development of patient materials and support, 
training for advocates and peer support counselors, and 
trial site support including recruitment and retention, and 
information dissemination to the public. The advocates 
received comprehensive training which included learning 
about relevant science, specific-project based education, 
and mentorship by experienced advocates and staff. 

Webinars led by study investigators were specifically geared 
towards advocates and covered a variety of topics including 
biomarkers, drug development, reviewing trial protocols, 
etc. Another innovative feature of the trial was that the 
information developed by patient advocates was provided 
at the right time in the value chain via brochures, a patient 

website and a DVD. In addition, peer support calls were 
provided for psycho/social support at critical milestones in 
the value chain.xii

The key elements in these engagement strategies include: 

•  Clearly define the roles for patients and “patient partners” 
in planning and conducting the study, and disseminating 
study results.

• Train and equip patient partners to carry out their roles. 
• Make practices as patient-friendly as possible.
• Develop guidelines for engagement.
• Use tools to monitor and measure engagement. 
• Treat the whole patient.

According to preliminary results 
shared by Jennifer Byrne, CEO of 
PMG Research, a partnership with 
Wilmington Healthcare revealed 
efficiency increases, costs 
decrease, improved physician 
and patient satisfaction. The 
critical factors that contributed 

to success were: xiii

•  The mindset of leaders in an organized system of 
healthcare is that clinical research is an additional care 
option for all patients, and physicians in research are of 
primary importance, not just a sideline.

•  Research has access to EMR for all patients so that 
the right patient population can be pre-identified and 
proactively engaged. EMR is a central data repository of 
searchable patient information to integrate research as a 
care option. Patients in the entire database are viewed as 
potential research candidates available to be matched to 
the right trials. 

•  The physician and staff spend quality time with each 
patient in ways that build the relationship and trust. 

The PMG example shows that integrating clinical research 
into patient care within an organized system offers immense 
opportunity to:

•  Build awareness and grow participation by talking to more 
patients about clinical research as a care option providing 
full care cycle. 

Cancer Treatment
Centers of

America

(CTCA)

I-SPY 2
Trial

PMG Research /
Wilmington
Healthcare
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The Head

10

•  Benefit from improved key metrics and quality 

 •  Lower screen fail rates
 •  More effective pre-screening and screening, resulting 

from the identification of the right patients earlier in the 
trial process

 •  Increased randomizations
 • Higher retention rates of patients and physicians.

•  Lowered cost of overall patient care.

•  Increased quality and improved population health.

•  Increased patient satisfaction and engagement leading to 
better health management and compliance.

EXECUTIVE ACTION

f	 	Integrate an engagement strategy into your 
business plan that builds on best practices and 
lessons learned across the clinical research 
spectrum. 

f	 	Communicate strong images of what excellent 
patient-centered clinical trials look like and 
reinforce the images with real success stories. 

f	 	Hire, train, and coach leaders at every level of 
the organization and research site who model 
the vision and values, and have a heart to serve 
and empower patients and key stakeholders.

f	 	Involve the CRO, research sites, and patient 
advocacy groups/individuals with pharma in the 
early stages of planning.
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Fueled by the HEART and directed by the HEAD, the HANDS carry out the day-to-day work to achieve positive patient 
experience and patient outcomes and improve recruitment, retention, and adherence. What have actual experiences taught us 
about some critical success factors and best practices when it comes to the operational level? 

Findings from an extensive 
study conducted by FasterCures 
identified the characteristics 
of successful consortia which 
include a shared mission 
and operating plan, shared 
governance and risk, integration 
of research professionals from 

multiple sectors, and open sharing and 
communication of each participant’s resources, knowledge 
and expertise. Patient engagement is at the center of this 
new clinical development paradigm, and value and impact is 
assessed based on traditional measures along with patient 
experience and outcomes.xiv

John Reites, Sr. Director, Health 
Engagement and Communications 
at Quintiles, is passionate 
about engaging directly with 
clinical trial patients to provide 
an empowering experience 
using digital technologies. The 
technology they utilize to engage 

patients supports their own patient 
communities with over 3.4 million members and customers, 
focused in condition-specific communities.

Reites cites a case study to demonstrate how Quintiles uses 
digital patient communities to target potential patients for 
insight gathering to influence study design and protocol 
development. The result was that the protocol inclusion criteria 
were adjusted because potential patients overwhelmingly 
confirmed what procedures they would be willing to 
complete. These revisions resulted in a significant increase in 
the available patient population. Optimizing the study design 
increased the chances for successful trial recruitment.

Quintiles is among a host of solution providers also using 
digital technologies matched with patient and medical 

expertise to develop pre-recruitment communities. These 
condition-specific communities are customized to recruit, 
provide value and profile digital patients for specific clinical 
trials much in advance of their start.

In one case example, Lorraine 
Marchand, in her former position 
as head of a global business unit 
at Bristol Myers Squibb called 
Study Strategy and Planning, 
developed and implemented 
an approach to rapid study 

start-up. They qualified patients, 
countries and sites early on and 

incorporated their needs into the study design using a blend 
of tools:

•  Patient Feasibility – Focus on the patient very early in  
the study design process, using largely untapped 
available data.

•  Country Feasibility – Identify fewer highly qualified 
countries and sites capable of optimal patient care using 
an automated online profiling tool.

•  Site Feasibility – Send surveys to fewer sites and add 
focused questions to evaluate patient care, using 
automated linking of available site data and available 
segmentation analysis.

•  Recruitment Tactics Management – Launch a direct-to-
patient TV campaign. Based on patient response for the 
first wave, determine application for the second wave.

•  Start-up & Recruitment Reporting – Make projections 
using available data to identify unexpected delays and 
accurately estimate enrollment completion.

• Protocol Analytics.

THE HANDS

Cosortia

Digital
Technologies

Patient-focused
Study Design

and Tools
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This solution reduced the drug development cycle time via 
accelerated patient recruitment by 30% for multiple drugs. 

In a second case example, Tom Krohn Director, Business 
Lead of Eli Lilly and Company’s Clinical Open Innovation 
team and Michael Jones, Sr. Director, Global Clinical 
Operations of Lilly, have a proven track record, for engaging 
diverse constituencies in the creation of the study design 
before committing to the protocol. Prior to protocol 
approval, Lilly study teams actively work face-to-face with 
external partners (study coordinators, patient advocates 
and monitors) to better understand how a particular 
protocol would affect their daily lives. A “dress rehearsal” 
for the study allows protocol modifications to avoid changes 
when the study begins. This pre-study collaborative 
engagement model is measured by customer satisfaction 
(issues caught before protocol approval, training scores, 
positive experience of internal and external people), quality 
(CRF queries, number of amendments, number of protocol 
deviations), and trial execution (start-up and enrollment).

An Australian trial for a new natural 
therapy for osteoarthritis enrolled 
people, aged 18-65, with knee 
pain. In response to struggling 
enrollment, marketers engaged 
in several innovative types of 
communication to recruit. They 
created an online pre-screening 

questionnaire to reduce calls to the site 
and increase eligible participants calling. They also engaged 
various street teams to distribute information cards at a 
major sport event, and strategically placed advertisements 
in target publications. In the particular case, recruitment 
was achieved within 3 months through deploying means of 
strategic marketing communications.xv

Some of the larger sponsors have recently established 
centers of excellence that include employees from clinical 
development, marketing, and market research. The core 
realization: Marketers have insights that were often missing 
or overlooked when the trials were being designed. They 
can segment and target physicians and patients with the 
highest value and tailor the message accordingly to reach 
different demographic audiences.xvi

The National Breast Cancer 
Coalition (NBCC) provides a best 
practice model for training patient 
advocates to become agents of 
action and change in the mission 
to end breast cancer by 2020. 
Through a comprehensive and 

formalized training program, 
Project LEAD, which includes an advanced course focused 
on clinical trials, advocates are trained in the fundamentals 
of breast cancer science, the drug development process, 
clinical trial design, and regulatory issues so that they can 
be partners in all aspects of the decision-making process.

Annette Bar-Cohen, Executive Director, Center for NBCC 
Advocacy Training, asserts, “We propose to work with 
pharma not just be absorbed into pharma. It’s a partnership, 
a real influence, not just a voice.” NBCC have a proven 
track record in accelerating accrual in clinical trials with 
companies such as Genentech, BioMarin, and Pfizer. For 
example, in the late 1990s when Genentech’s Herceptin trial 
was floundering and they couldn’t get enough volunteers, 
NBCC’s trained advocates played various critical roles. 
These included making changes in the protocol to expand 
eligibility, sitting on the Data Safety Monitoring Board, 
revising the informed consent form to an appropriate 
reading level, and galvanizing advocates around the 
country to educate their communities using a series of high 
impact and tailored methods that brought the message 
to grassroots venues. Genentech acknowledged that the 
advocate efforts resulted in the drug coming to market 
three years before it may have otherwise. They even helped 
the company develop a protocol for compassionate use for 
patients who wanted to be in the trial but were not selected 
for a variety of reasons. The protocol offered a lottery to 
enable some patients to participate in the trial. 

Patrick Gavin, Chairman of the Patient Advocate Committee, 
at the Alliance for Clinical Trials in Oncology, shared the 
strong role his committee plays in concept development. 
He collaborates with the investigator to evaluate the type 
of tests required. Because of the input, the frequency 
of certain tests such as multiple CT scans or biopsies 
have been reduced in a trial, which reduces cost and the 
burden on the patient. Similarly, Deborah Collyar reports 
how advocates in Cancer and Leukemia Group B (CALGB) 
trials have helped three breast cancer adjuvant clinical 
trials accrue faster than expected in part because of their 
contribution of innovative trial designs.xvii

The Hands

Patient-focused
Marketing
Techniques

Educating and
Empowering

Patient Advocates
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The Hands

The Michael J. Fox Foundation 
engages a broad range of critical 
players, including patients, pharma, 
biotech, physicians and academia, 
to make clinical trials happen faster 
and more efficiently to accelerate 
the cure and management of 
Parkinson’s disease. 

To increase the flow of willing participants into the right 
clinical trials, the Foundation created Fox Trial Finder. 
Fox Finder is an online tool that matches potential trial 
participants to trials best suited to their specific traits. 
Currently over 35,000 patients (80%) and control volunteers 
(20%) are registered on the site. Accelerated recruitment 
through this online matching service is expanded through 
the efforts of Fox Trial Finder’s Community Partners 
group of local and national PD organizations and Fox Trial 
Finder Ambassadors who spread the word in their local 
communities to raise awareness and educate patients 
around the importance of participation in clinical trials.

“Patient Partners” are patients’ 
most trusted relationships which 
might include family, friends, 
physician, study staff, patient 
support groups, and pastors. 

A study conducted by the 
Institute of Medicine revealed 

that the single most influential factor 
in enrolling patients in clinical trials is physician influence.
xviii Another study confirms that trust in the institution and 
physician is key to clinical trial participation.xix  Yet, CISRP 
reports that only 7% of physicians told their patients about 
the opportunity to participate in the study. 

To bridge this gap, GlaxoSmithKline partnered with 
community oncologists to successfully recruit patients for 
their TEACH trial with breast cancer patients. Four principles 
were applied: 

1 Informing physicians about clinical trial availability. 

2  Providing oncologists with immediate access to databases 
of trials. (A growing number of patient advocacy groups 
are enabling patients to match their profile with specific 
clinical trials.) 

3  Collaborating with private practice physicians in local 
settings to design a study protocol that facilitates patient 
recruitment. 

4 Helping physicians educate, enroll, and support patients.xx 

Another proven and effective way to leverage patient 
partners is to identify the pain points that patients 
experience along their clinical trial journey. While drugs 
play a critical role in addressing the physical dimension, 
patient partners are positioned to help address the social, 
emotional, environmental and other dimensions of the 
patient experience. For example, in treatments with a drug 
that has severe tolerability issues, caregivers and family 
members are instructed and coached on how to help to 
understand the patient’s struggle and be supportive. This 
timely and crucial support helps drive better compliance 
with the treatment which translates into better outcomes.

EXECUTIVE ACTION

f	 	Implement the new clinical development 
paradigm characterized by integration and 
engagement of multiple patient-centric 
healthcare partners who relate to each other 
through horizontal ownership and shared 
risk, and open sharing and communication. 
They share a common vision and strategy of 
being patient-centered and focusing on great 
and feasible science. Specific patient-centric 
initiatives are built into study planning and start-
up, conduct of the study, and study close out. 

f	 	Define and implement a multi-pronged solution 
to achieve positive patient experience and 
patient outcomes, and increase profitability by 
leveraging existing Best Practices and Critical 
Success Factors. 

f	 	Create and sustain a patient-centered culture which 
fosters continuous learning and improvement 
within and between key stakeholders. This would 
involve systematically learning before, during, 
and after each clinical trial, identifying lessons 
learned and best practices, and replicating the 
model in future studies. 

Building Patient
Awareness and
Education around

Clinical Trials

Patient-focused
Marketing
Techniques
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We have explored the intertwined dimensions of 
engagement across heart, head and hands. To conclude, 
here is a summary of the best practices outlined above in 
the form of a scenario describing roles within the patient-
centered clinical trial team.

Culture of the Sponsor Sets the Right Context

The company mission focuses on preventing, managing, and 
curing disease and improving the quality of life of patients. 
The viewpoint of senior leadership is that by making the 
safety and efficacy as well as patient experience and 
outcomes of prime importance, success will result. Leaders 
across the organization are aligned, in word and action, with 
the mission and ensure that structure and culture provide 
a supportive environment for patient-centered clinical trial 
teams. Leaders communicate WHY they believe in and 
support patient-centered clinical trials in a way that inspires 
patients and key stakeholders. By setting clear direction, 
walking the talk, and aligning key stakeholders around a 
shared vision, values and strategy, a foundation of trust is 
built. This trust fosters patient engagement which in turn 
optimizes positive patient outcomes, setting the stage for 
true collaboration between patients, pharma, healthcare 
providers and healthcare organizations. 

Designing the Trial

Engagement of patients and patient partners—including 
individual patient advocates, patient advocate groups, 
physicians, family, caregivers, and virtual patient 
communities – starts in the early phase of study 
development and extends throughout the ‘lifetime’ of a new 
drug or treatment. Pharma teams up with trained patient 
advocates and patient partners and uses Web 2.0 tools 
to gather data about the disease, including the effects of 
different interventions and drugs on the quality of life of 
patients. Information on “felt” patient needs and quality 
of life feeds into the development of the study protocol. 
Trained patient advocates, as the voice of the patient, 
provide input into concept development, eligibility criteria, 
study procedures, design of informed consent forms, 
trial design, training materials for the patient and patient 
partners, trial monitoring and the final report. In addition, 
they serve on a Data Safety Monitoring Board and galvanize 

advocates in local communities to reach out to potential 
volunteers tailoring their communication to the local target 
audience. They are empowered in their specific roles 
and responsibilities to make decisions and value-added 
contributions throughout the clinical trial process.

Planning and Recruiting

Patient recruitment involves the clinical trial team, patient 
advocates and the patient partners. Their roles are clearly 
defined upfront and they are trained in topics such as 
relevant science, drug development, protocols, how to 
support patients, etc. Social media is used to enable 
patients and their physicians to learn about clinical trials. 
They work collaboratively with each other in matching 
the patient to the right trial. Open communication of the 
objectives of patients, investigator and pharma result in 
mutual understanding and alignment. The details, logistics, 
risks and benefits of enrollment are thoroughly discussed 
with the patient, family and physician so that he/she 
makes an informed decision, feels empowered, and is 
supported. Based on these discussions, a study protocol is 
designed that facilitates patient recruitment and optimizes 
participation and retention. For example, to reinforce the 
lifestyles of patients different vehicles are used such as 
virtual site visits, administration of the drug in a local 
setting, recruitment using the web and social media, mobile 
e-diary, and interactive data capture.

Conducting the Trial

At the first clinical trial team meeting the study team 
agrees at the outset that the overriding goal of the study 
is to understand the potential benefits and risks of the 
drug and treatment practices on the patient in order to 
mitigate potential risks early and optimize quality of life 
and patient outcomes. Assisted by the patient advocates, 
the study team physician assisted by the patient advocates 
set the context for understanding how the disease, drug, 
and treatment practices can potentially affect the patient 
as a whole person, physically, emotionally, spiritually, and 
socially. Patient partners, site staff and support staff provide 
needed support at pain points throughout the patient’s 
journey, and are sensitized to look at relevant patient data 
and reactions early on and throughout the study.

Summarizing Scenario
The Patient-Centered Clinical Trial (PCCT)
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Summarizing Scenario
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