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When we say that we “wrote the book”
on patient recruitment and engagement,
we mean it.
And we’re eager to share our story with you.

BBK Worldwide has coupled its reputation with the singular idea that placing patient and
caregiver needs as the first priority for clinical research is a win-win for all involved. For more
than twenty years, BBK has promoted the company tagline, “The Patients to Find the Cure.”
Having moved our collective perspectives from the days where BBK was criticized for referring
to “subjects” as “patients,” the current research environment reveres “patient centricity”
as the industry mantra.

As professionals intensely involved in the infancy of the burgeoning clinical research
specialty of patient recruitment, BBK has led the way in creating recruitment and engagement
programs that respond to exactly what patients want most – attention, advice, and caring
from respected healthcare professionals. We believe that nothing substitutes for the patient /
care provider relationship, thus our engagement efforts focus on bringing care providers and
patients closer together.

BBK Worldwide has made a commitment to pioneering clinical trial recruitment, retention
and engagement, defining patient-centric best practices along the way. This book represents
a comprehensive collection of thought leadership that we have cultivated in partnership with
frontrunners in the clinical R&D and healthcare industries. We hope that these pages offer
insight, and inspire you in future clinical research endeavors.

JOAN F. BACHENHEIMER
Founding Principal, CEO
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Operational Excellence
for Successful Global
Patient Recruitment
Reducing time to market – it’s the imperative that drives recruitment
decisions. To position yourself for long-term enrollment success, you
need a foundation built on operational excellence.
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Build a road map for success
Improve site selection
Gain patient mindshare
Attain cultural relevance
Reach the right audience
Leverage real-time data
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CHAPTER 1 // OPERATIONAL EXCELLENCE FOR SUCCESSFUL GLOBAL PATIENT RECRUITMENT

Introduction
Planning. Strategy. Execution. Most would agree they form the foundation for
patient recruitment. In today’s pressure-filled clinical research environment, optimized
enrollment is an imperative. However, in the rush to enroll on time or ahead of
schedule, certain strategies and executional elements can often be compromised.
Global studies are particularly at risk due to their operational complexities. Without
a solid foundation in place, original enrollment goals may be jeopardized.
One way sponsors can mitigate this risk is by building a recruitment program based on
operational excellence – not only leveraging resources, processes, and experience, but
new technologies and new ways of thinking – for a smarter and more strategic approach that
drives results. By understanding and embracing the discipline of adaptive patient recruitment,
sponsors can use data in real time to protect on-time enrollment in a constantly changing
recruitment landscape.
Nine out of ten clinical trials worldwide meet their enrollment goals; however, reaching those
targets typically means that drug developers need to nearly double the original timelines.
This chapter provides insight to help sponsors minimize this risk and keep their study
timelines and budgets on track.
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Building a road map for success
Delayed activation. Enrollment shortfalls. High screen-fail rates. Very few clinical
trials can avoid the unexpected. Roadblocks can quickly pop up, threatening
timelines and budgets. However, having a well-informed, strategic plan in place
can go a long way to not only help respond to changes in the environment, but to
optimize study performance.
A solid strategic plan encourages critical thinking from all involved – and requires consensus.
It may include primary and secondary research to gain insight into target audiences, patient
pathways, treatment preferences, and motivation to refer, helping to analyze the recruitment
landscape. These findings can be leveraged in the development of a recruitment strategy
to drive enrollment.
AT ITS FOUNDATION, A STRATEGIC PLAN SHOULD INCLUDE:

• Situation analysis
• Strategic and tactical evaluation
• Audience identification and insights
• Key messages
• Measures to protect the strategy
• Timeline and critical path
Responsible strategic planning creates an adaptive recruitment environment that can
nimbly respond within a changing or threatened landscape, and establishes the importance
of course correction based on real-time data analysis.
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The path to improved site selection
There’s a lot riding on choosing the right countries and sites, and the process is
one of the most important steps in clinical development. With patient recruitment
and enrollment accounting for approximately 30% of the overall clinical product
development life cycle, choosing the right sites for your protocol can mean dramatic
savings in time, overhead, administrative headaches, and spending.
If sites are slow to activate, or worse, they underperform, your recruitment strategy, and
your study may be in jeopardy. Just consider that 11% of sites in a given trial typically fail
to enroll a single patient and 37% under-enroll. This can mean added time and expense for
sponsors who are now facing enrollment shortfalls.
Effective site selection goes well beyond searching by country and specialty – it requires a
deep dive into subspecialties, prescribing habits, competing studies, investigator opinions
and attitudes, and publication histories. Each site and country should be analyzed according
to specific variables that take into account the unique aspects of the protocol. Each variable
should be weighted in terms of its importance to the recruitment of your clinical trial.
Site selection can be laborious, time-consuming, and costly. But by implementing key site
selection criteria and methodology, you can build a strong foundation for making decisions
regarding site contributions, along with complementary tactics to achieve your enrollment goals.
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Keys to gaining patient mindshare
in a crowded marketplace
5,000. That’s the number of ads an average 30-year-old living in or near a city
sees each day. It’s a staggering figure. But when combined with the estimated
$3.4 billion per year spent by pharma on advertising, it creates a picture of an
extremely crowded and competitive marketplace – one that requires strategic
and thoughtful creativity to break through.
As a clinical trial sponsor, you’re challenged to differentiate your advertising not only within
the smaller clinical trial marketplace, but within the healthcare environment. But how do you
gain and maintain mindshare amid such a volume of advertising activity?
First of all, playing it too safe runs the risk of being invisible – resulting in wasted advertising
dollars. You need to create a campaign with a purpose and with a solid strategy to convert,
or drive action. Great brands extend advertising to create an experience that reaches and
connects emotionally with the target audience. You need to create an experience – one that
engages, supports, and ultimately converts the target audience – with compelling visuals
and messaging.
While the short-term goal is to get attention, clinical trial advertising must adhere to legal
and regulatory oversight. So while we push for a campaign that stands out, a campaign with
purpose – it must adhere to rules and regulations. Too often, legal and regulatory bodies are
brought in late, toward the end of creative development, with little explanation of the campaign.
The solution is to engage them early in the process. The more informed they are, the more open
they may be to your creative approach – bolstering your chances for on-time enrollment.
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Attain cultural relevance
in a global environment
It’s about more than finding the right word. Cultural adaptation is the dynamic
process for ensuring that patient recruitment materials resonate on multiple levels
within a country or region. Gone are the days when one would simply translate copy
and replace an image or two – today, specialists apply firsthand knowledge and
understanding to a given country’s regulations and cultural acceptances.
Understanding the way people communicate is at the core of cultural adaptation, and it
is critical to ensuring that campaign materials resonate with the target audience. Cultural
adaptation requires a thorough analysis of the recruitment landscape on a country-by-country
basis – including cultural, linguistic, social, and economic differences – to inform messages,
visuals and tactical selection. This process not only accounts for cultural differences within
a country – but it also extends to differences among countries that share a similar language.
Media consumption habits can also vary, as well as regulations guiding the use of certain
tactics such as direct-to-consumer advertising. Understanding the landscape will help
determine which materials to translate and where to allocate media dollars.
The complexity of cultural adaptation extends to quality assurance. A large global study
franchise can have upwards of 25,000 documents when considering the number of protocols,
sites, ethics committees, and recruitment materials. For quality assurance, these materials
requires a document management system that can track each material through all stages
of development – as well as each and every review and approval.
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Reaching the right audience
at the right time
Advertising for clinical trials is a highly specific discipline – one that requires a deep
understanding of patient attitudes and media consumption habits in order to deliver
the right message consistently. While there are general trends – such as digital
media, social media, and mobile – a 40 year-old male in Milan will have different
media consumption habits than his counterpart in Los Angeles. Through data-driven,
country-level analysis of media consumption habits, you can ensure that each
audience receives the right tactical mix to achieve enrollment goals.
Today’s multi-channel advertising campaigns require a strategic and operational level of
sophistication to execute and manage successfully. Prescreening tools, such as online
prescreeners, call center scripts, and texting programs, help ensure that prequalified referrals
are triaged quickly, while patient interest is high. Real-time data provides actionable insight.
If sites are struggling to process an influx of referrals, you can adjust the advertising buy.
By leveraging performance analysis and an adaptive approach, your campaign is positioned
for a solid return on investment.
Keeping your finger on the pulse of media trends is an imperative in today’s global marketplace.
Mobile advertising is the key driver of growth around the world. Advertisers spent $64.25
billion worldwide on mobile in 2015, an increase of nearly 60% over 2014. Whether it’s
tapping into the broad appeal of streaming radio and video, connecting with people on their
favorite app, or serving an advertisement based on location, mobile advertising is poised to
change the patient recruitment game all over again.
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Leverage real-time data
to protect enrollment timelines
Change is a natural part of the clinical trial process. Access to data – real time
data that can be leveraged to optimize performance – can help protect on-time
enrollment in a constantly changing landscape.
In complex global recruitment environments, it’s about capitalizing on technology and data
to inform decision-making and real-time course corrections to improve enrollment outcomes.
Clinical trial sponsors need an up-to-the minute, data-driven picture of what is working
and what is not. Much of this data is available from systems already in use, including the
interactive voice response system (IVRS) and clinical trial management system (CTMS).
This new adaptive recruitment approach embraces today’s technological innovations and
communication channels – from data analytics and mobile to social and streaming radio –
to remove the guesswork about what works and what doesn’t. Sponsors can monitor
enrollment data in real-time and shift, as needed, based on actual data – not on past
experiences, preconceived notions, or that was identified during feasibility and planning.
Designed specifically to protect global enrollment integrity within a changing or threatened
landscape, adaptive recruitment helps sites and sponsors maximize tight budgets and
timeframes by offering the tools and best practices needed to ensure more informed
recruitment and enrollment decisions.

17

CHAPTER 1 // OPERATIONAL EXCELLENCE FOR SUCCESSFUL GLOBAL PATIENT RECRUITMENT

Looking ahead
Today’s formula for global patient recruitment success includes a foundation
of operational excellence that leverages a mix of recruitment planning and
engagement strategies, executional insight, new technologies, and data reporting
and analysis. By preserving the integrity of planning, strategy, and execution,
operational excellence creates the framework for global patient recruitment
programs that drives results while maintaining timelines and budgets.
With a solid foundation in place, sponsors are able to achieve their objectives while responding
to the ever-changing recruitment landscape – adapting and enhancing programs at a
moment’s notice. Attention can shift – sponsors can leverage analytical skills to optimize
performance for an adaptive approach.
The long-term benefits of operational excellence are clear. And as communication channels
change and technology creates new opportunities for engagement, clinical trial sponsors
are poised to more readily embrace these as part of their recruitment programs.
According to The Tufts Center for the Study of Drug Development, development of a new
therapeutic has recently been taking approximately 6.8 years, a 13% increase from the sixyear time frame reported from 1999–2001.1 As challenges mount in the recruitment phase of
clinical research, there’s increased pressure on all fronts. By embracing an adaptive approach,
sponsors can create an environment where innovation and success thrive, and where technology
removes guesswork – creating a recruitment environment for long-term success.

1
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mHealth: A New Era
in Patient Engagement
Technology continues to be a catalyst for change in life sciences.
In this chapter, we cut through the hype to offer a useful look
at the opportunities, challenges, and strategies within mHealth
for improved patient engagement.
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The consumerization of healthcare
Patient-centric is data-centric
Looking to the cloud
There’s an app for that
Rules and regulations
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CHAPTER 2 // mHEALTH: A NEW ERA IN PATIENT ENGAGEMENT

Introduction
mHealth will continue to drive seismic shifts in the way we collect, view, and share
data, not unlike earlier technological disruptors like electronic data capture (EDC)
and more recently, social media. Consumers are becoming more active participants
in their own health and wellness, and are driving the adoption of mobile beyond
fitness apps to stretch across the healthcare continuum.
As a result, physicians, sites, and sponsors must make these new mobile communications
channels and resulting data streams a bigger part of their technology and marketing mix.
It is the new baseline, a minimum requirement to reach and engage with patients today.
But what is mHealth exactly? mHealth is technology, business and even policy coming
together to fuel a new connected healthcare model through mobile, wearable, and health IT
technologies. It’s the app that provides study appointment reminders and visit information.
It’s a wristband to monitor a pediatric patient’s seizures. It’s a helmet sensor to help track
concussions. It’s the webcam and other peripherals that enable a doctor or specialist to
“see” a rural patient who might have otherwise limited care options due to distance.
For drug development, these new technologies offer opportunities and pathways to patients
and access to objective, physiological patient data. For patient recruitment and engagement,
mHealth is an increasingly important piece of the marketing mix and can no longer be ignored.
This chapter offers practical advice to help you understand the power of mobile and how to
implement the right mobile strategy for improved patient engagement and reduced study
timelines – all while helping to ensure that your efforts today are preparing you for tomorrow.
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The consumerization of healthcare
and its impact on the clinical landscape
Innovations like Apple® HealthKit and Fitbit® promise to help patients become
more involved in their overall care and wellness. But arming patients with devices
to track steps and count calories is just the beginning.
Thanks to today’s mobile and wearable technologies, patients have the ability to be
more engaged and physicians are interacting with patients and collecting data in ways
not possible before.
Social media platforms and smartphones have created an entirely new paradigm for the
clinical world. And just as employees changed IT for the enterprise, patients are helping
to drive change in healthcare. For the clinical trial industry, apps will play a big role in ensuring
that study patients, and their family members and caregivers, have the support and information
they need, when they need it. And while we’re still early in terms of consumer adoption,
wearable devices and technologies will add another important data and communications layer.
This level of patient engagement – and the positive effect it can have on the study as
a whole – cannot and should not be underestimated.

85% of clinicians surveyed believe mobile apps
will become important to physicians for patient health
management over the next five years.
PRICEWATERHOUSECOOPERS
HRI’s Top Ten Health Industry Issues 2015
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Patient-centric is data-centric
We must continue to find ways to get the right patients into the right studies
and connect patient data with clinical data – all so that we can make the entire
trials process more patient-centric, and ultimately more efficient and more effective.
As the clinical trial process becomes increasingly more complex, so do the challenges
inherent in reaching the right patients. This complex landscape requires a new set of
tactics and technologies to more effectively engage with patients, physicians, study teams,
and sponsors. We know from experience that those leveraging a comprehensive set of
communication tools and data-centric technologies – including mobile apps, next-gen data
management, and real-time analytics – are benefiting greatly from improved decision making,
across the entire study continuum, and succeeding in achieving their business objectives.
For pharmaceutical, biopharmaceutical, and medical device companies, mHealth is yet
another path to improved patient engagement and access to real-time data and efficient
data management processes.

Most mHealth apps fail because they don’t ask patients
and caregivers what they truly want and need.
Get patients involved before you even begin to develop
a health app; you’ll be shocked at what they think
is crucial to monitor.
CHRISTEL APRIGLIANO
The Diabetes Collective
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Looking to the cloud
Today’s always-on, interconnected world allows us to do things much faster and
more efficiently. But with change comes a new set of challenges and benefits,
sometimes in equal measure. Knowing what to adopt requires a deep understanding
of what’s possible and which approach makes best sense and why.
No doubt, the cloud is revolutionizing the healthcare and life sciences industries. Cloud-based
systems offer the ability to innovate, cut costs, and remove the data silos that have hindered
drug development timelines for far too long.
Amidst escalating R&D costs, the call for physician- and patient-centered devices and apps
to support and streamline the study community and trial processes has never been greater.
These technologies offer collaborative, interactive, real-time data streams and the opportunity
to improve outcomes for less expense.
But while cloud-based, hyper-connected models offer greater efficiencies and reduced costs,
change carries a natural resistance, as well as critically important considerations around
protecting patients’ sensitive data. But as you work to compile case studies and ROI data to
support your pilot implementation, your competitor, committed to innovation, is moving ahead.
CONSIDERATIONS WHEN EVALUATING NEW CLOUD-BASED TECHNOLOGY:

• Help establish a common understanding of how HIPAA and other laws apply in the cloud;
• Explore whether new programs need to be created to demonstrate to customers and the
government that cloud providers have the right safeguards in place; and

• Seek guidance from regulatory stakeholders, including your internal legal and IT teams.
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There’s an app for that
Beyond fitness and general wellness, apps have the ability to provide patients
with more effective ways to find doctors, schedule appointments, gain access
to personal medical records, engage in clinical trials, and much more.
Research2Guidance calculates that the number of daily downloads of the ten most popular
mobile health apps is already approaching five million. Whether you’re considering an app
or know that adding an app to your trial is a study imperative, understanding where to start
and how to integrate it into your study operations is critical.
KEY CONSIDERATIONS:

• Design apps with the patients in mind. Understanding what the patient wants
and needs is key to adoption, use, and engagement.

• Involve your IT and legal teams. Before you start, reach out to your IT and legal
teams and collaborate with these and other key stakeholders. Involving all stakeholders
early will help pave the way to an unimpeded implementation.

• Keep it simple. Successful healthcare apps focus on simplicity; look to automate tasks
and provide easy access to information related to health conditions or treatments.

• Connect to other data streams. Moving forward, it will remain increasingly important
to have the ability to interact with Personal Health Records (PHR) or Electronic Health
Record (EHR) systems.

• Stay flexible. Keeping a flexible architecture ensures easier scalability in an ever-evolving
mHealth landscape.
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Rules and regulations
In February 2015, the FDA issued final guidance on mobile health apps and reinforced
its plans to take a “light approach” to most mobile health applications. Consistent
with its existing approach that considers functionality rather than platform, the FDA
“intends to apply its regulatory oversight to only those mobile apps that are medical
devices,” and could pose a safety risk if the app were not to function as intended.
Specifically, FDA oversight will apply to apps that are considered mobile medical apps, such
as apps that “analyze patient data from a connected device or are being used in active patient
monitoring,” or “connect to an existing device with the purpose of controlling its operation,
function or energy source.” The FDA will continue to take a hands-off approach for apps
that automate simple tasks, interact with providers via EHRs, help patients manage
conditions, or organize or track health information without offering treatment suggestions.
In addition, the recently revised SOFTWARE Act (The Sensible Oversight for Technology
which Advances Regulatory Efficiency Act) clarifies the original 2013 bill, which had classified
software into three categories – clinical, health, and medical – to more clearly define what
the FDA would regulate by better defining medical software and health software. As reported
by mHealthNews and others, medical software would be defined as a product that generates
data but doesn’t require an interpretation or analysis by medical professionals and fall under
FDA regulation. Health software would require a clinician’s intervention and would not require
FDA oversight.
Many agree that the new legislation will lead to more innovations and tools to improve
patient outcomes.
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Conclusion
The key to better patient care is better information, and mHealth technologies offer
great promise.
As the clinical landscape continues to become increasingly complex, so do the communications
channels through which patients and physicians interact and engage, and by which clinical data
is collected and stored. Apps will become an even bigger part of the overall healthcare mix
over the next few years, as patients continue to rely on them to self-manage their disease or
condition, and sponsors must innovate in support of this trend or risk losing their patients to
the companies doing so.
For patient recruitment and engagement, implementing adaptive strategies, innovative
technologies and effective tactics to reach, and keep, the right patients is critical to keeping
a study on track and on budget. Ensuring that study patients are heard, understood, and
consistently engaged is critically important philosophically – and also beneficial to the
study overall.
Each study is unique and comes with its own set of considerations. What we’ve learned is that
one size does not fit all. This new landscape requires a new set of methods and technologies to
more effectively and more consistently engage with patients. And those leveraging technology,
like mobile apps, will be more likely to succeed in achieving their business objectives.
Bottom line: Choosing the right mobile strategy is critical as the right implementation will drive
better patient engagement, which will have a positive impact on the study as a whole. mHealth
is no longer the future of health care. The time is now.
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Are You Patient-Centric?
We know that engaging patients early and often is the way
to better study results. Let us tell you how.

29

Do you see what they see?
Why now?
What role do advocacy groups play?
How do you measure success?
What do you need to do to get started?
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CHAPTER 3 // ARE YOU PATIENT-CENTRIC?

Introduction
Patient centricity is a philosophical commitment to understand what matters
to patients as a group – such as those with a specific condition – as well as
being attentive to each patient’s experience with his or her disease and within
a clinical trial.
Patient-centric programs value the patients’ perspectives on what is being studied, what
outcomes matter most in terms of daily living, or to what extent a patient would go to improve
or expand treatment options. Patient centricity is including patients in study design, outreach,
message development, site orientation, training – and ultimately in sharing the results.
For many, being patient-friendly is more straightforward because it is tied to enrollment and
retention tactics – providing study educational materials, reimbursing travel costs in a timely
manner, respecting a patient’s time by being on time, extending office hours, and the like.
These two constructs are not mutually exclusive. Yet, in today’s increasingly competitive
clinical research environment, being patient-friendly is a minimum requirement.
Being patient-centric means caring intensely about every study participant in your study, at
every visit – through every procedure. Companies that pursue true patient centricity are
gaining a long-term advantage over those who wait. As it turns out, doing right by your
patients is good for your study, good for the science, and good for business.

BONNIE A. BRESCIA
Founding Principal, BBK Worldwide
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Do you see what they see?
Viewing the trial process through the eyes of the patient is critical. Asking
for feedback on patient materials is a good first step – but why not engage your
patient community during the planning stage to build a set of materials that speaks
to them and delivers exactly what they need and how they need it?
And then employ many of the same tactics to include patients in the development of your next
protocol. Once you have a deeper understanding of the protocol from the patient perspective,
you’ll find that meaningful patient engagement becomes a more fluid part of study recruitment
and retention.
CONSIDERATIONS INCLUDE:

• Focus groups. Pull together focus groups for physicians and patients to better understand their
disease, procedures and the disease’s impact on the patient’s life beyond the physiological.

• Consistent feedback and engagement. Value the patient’s perspective across the life
Listen to the patients

of the study. Go beyond asking for feedback on patient-facing materials to include them

for unmet needs and

in protocol development, procedures, etc.

approach with a “how
can we help?” attitude.
CHRISTEL APRIGLIANO
The Diabetes Collective

• Education. View the education process as a true partnership – collaboration toward a
set of mutually beneficial set of goals – and not a push of materials to promote the study.
Bottom line: With so many competing priorities for mindshare when conducting a clinical
trial, focusing on the needs of the patient creates an alignment of purpose among all R&D
players, and thus is the most cost-effective way to further science.
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Why now?
New technologies, social media and mobile devices – including wearables –
will continue to drive major shifts in personalized healthcare and clinical trials.
Today’s patients form strong online communities, are incredibly well-informed, and – like
the rest of us – are reachable anywhere, anytime. Sponsors and study teams can benefit
from these shifts and next-generation technologies. What’s more, your absence from these
new communication channels puts you at a major competitive disadvantage.
Just as employees changed IT for the enterprise, patients are helping to drive change in
healthcare. For the clinical industry, apps will play a big role in ensuring that clinical trial
patients, and their family members, have the support and information they need, when they
need it, every step of the way. This kind of support – and the positive effect it can have on
the study as a whole – cannot and should not be underestimated.
Ensuring that study patients are heard, understood, and consistently engaged is no longer
a nice-to-have. It’s a business imperative.

There is nothing more important in a clinical trial than
the participants and we need to engage patients as true partners,
as an integral part of the endeavor, rather than as mere resources
for getting trials done.
DR. GREG KOSKI, MD, PhD
Alliance for Clinical Research Excellence and Safety (ACRES)
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What role do advocacy groups play?
Every decision, dollar, resource, and staff member is dedicated to finding ways to
accelerate therapies. Advocacy groups make sure that the patient’s voice has a seat
at the table in several ways – and the industry would benefit greatly from understanding
their role and by employing their “patients first” mantra.

• They know key influencers within their specific condition and can recommend the
right individual for the sponsor’s need.

• They can act as the patients’ proxy – representing their needs as a whole.
Engage early with the
patient groups in your

• They often assume primary responsibility for educating patients about clinical
trials and the opportunities they present in contributing to science.

disease area. When
you’re ready to go to
market, it’s likely too late
to start the conversation.
CLAIRE MEUNIER
The Michael J. Fox Foundation

34

CHAPTER 3 // ARE YOU PATIENT-CENTRIC?

How do you measure success?
By involving the patient during the drug development processes, pharmaceutical
companies are seeing shortened recruitment periods, increased retention rates,
and more complete data sets – all of which foster a faster time to submission.
Sponsors that involve patients early and often are more likely to receive approval of new
therapies that would not otherwise be made available to the general public. More and
more often, regulatory agencies across the globe are asking for and listening to patient
perspectives as they evaluate the place new medications fill in patient treatment options.
There is enough anecdotal evidence, from advocacy organizations and elsewhere, to suggest
that patient priorities are gaining more weight with review committees.
Through collaboration, we can raise awareness about the importance of clinical research in
general, positively affect the perceived benefits of study participation, and develop protocols
with fewer patient barriers. In turn, this collaborative approach positively impacts each
future study. When pharmaceutical companies, advocacy groups, and patients work together,
everyone is able to accomplish more.

First and foremost, the patient is a person, not a study subject.
CHRISTEL APRIGLIANO
The Diabetes Collective
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What do you need to do to get started?
• Include patients in protocol planning and design. By understanding your target
patients’ daily routine and everything about the disease, you’ll be better equipped to
draft a protocol that works within their lives and care routines – yet still respects science.

• Don’t assume you know what physicians need to educate patients. Do the research
to determine what materials and resources physicians need to help their patients fully
understand the benefits of and commitment required for the study.

• Consider employing someone devoted to physician and patient engagement,
focused on building and maintaining strong relationships with physicians and their patients,
and start an educational program to build a team of patient study advocates, much like
advocacy groups do.

• Implement study visit run-throughs to offer potential study patients a deeper
understanding of what to expect throughout their study experience, from visit timing
to specific procedures.

• Leverage new technologies to help with information sharing and engagement.
Consider a mobile app for patients to help keep all trial information just a tap away. Apps
offer appointment and calendaring options, visit guides, and helpful resources like blog
posts and videos.

• Make travel and reimbursement easy. Remove the hurdle that travel can sometimes
present, especially if the study requires a long drive or flight.

• Understand that patients can be the most powerful research advocates. It matters
that each patient’s experience is a positive one because every viewpoint is critical to the
discussion around clinical trials, the importance of them, and the value in participation.

• Share trial results. Most patients are keenly interested in the results of the trial. They want
to know that their participation is having an impact – on individual patients, the study results,
and the scientific discovery process. Sharing results shows the patient that they are indeed
a true partner – and contributing in a significant way toward finding a much-needed therapy
for their disease.
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Conclusion
Putting the patient first was one of our founding principles and remains core
to everything we do here at BBK – and we couldn’t be more enthusiastic about
the range of ways our industry is working to redefine itself around patient needs,
wants, insights and knowledge.
Organizations with a patient-centric approach will outperform and maintain a competitive
advantage over those who are solely focused on their bottom line. We know this to be true
because it’s been our experience for more than thirty years.
KEY TAKEAWAYS:

• Patients are building strong study communities. The industry must listen, engage,
learn – and adjust as needed.

• It’s never too early to start. Talk to patients and advocacy groups now; stop thinking that
you have all the answers. Find out what they want and need; learn from them and employ
new tactics to improve engagement.

• Patient centricity is a process, not an event. Engage early and often – and throughout
the life of the study. Share results and employ tactics that support a true partnership.
Our commitment to ensure that the patient’s voice has a seat at the table of clinical research
is unwavering. We look forward to our collective work to ensure that today’s efforts
are tomorrow’s reality.
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4

Successful Site
Selection
There’s a lot riding on choosing the right countries and sites.
Your study depends on it. This road map offers a path to
improved site selection. Let us show you the way.
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Perform a recruitment-focused protocol analysis
Choose the right countries
Do the math
Identify your ideal site profile
Evaluate common sources for investigators
Create a strategic survey
Leverage technology for data collection, review, and analysis
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Introduction
Trials are getting increasingly more complex, and running studies globally is a
business imperative – today more than ever. These complexities require a new
set of methods and technologies to identify patients willing to engage in trials.
We know from experience that those leveraging next-gen data management
and deep analytics tools are succeeding in achieving their business objectives.
Choosing the right sites and countries to host a particular study remains one of the industry’s
most impenetrable challenges – but it doesn’t have to be. Successful site selection is
critical, as successful sites will have a positive impact on the study as a whole.
Preparation for site selection goes well beyond searching by country and specialty –
it requires a deep dive into subspecialties, prescribing habits, competing studies, and
publication histories. Real-time access to in-depth analytics from hundreds of multinational
studies in every indication where data is reported is critical. The good news is that there
are more sources for this data than ever before.
But it is often the case that individual investigator opinions – and how those opinions align
with your protocol requirements – may matter more than the data already available to you.
The challenge is in analyzing primary- and secondary-source data to accurately represent a
site’s likely performance in a specific study – and remains one of the most complex issues
facing sponsors today.
This chapter offers practical advice and useful considerations to help you conquer site
selection for your next clinical study and beyond.
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Perform a recruitment-focused
protocol analysis
Taking a fresh look at your protocol will give you a ground-level understanding
of what types of roadblocks and challenges you may encounter through your
site selection and patient recruitment process. Having this information up front
will provide you with a road map to your site selection and recruitment strategy.
This assessment should use primary- and secondary-research techniques to determine
the most up-to-date information on patient care standards and pathways, treatment
algorithms, availability of treating physicians, and high-level country suitability for the
target patient group.
MAKE SURE TO CONSIDER THESE RECRUITMENT FACTORS:
1. Disease prevalence and demographic breakdown
2. Governmental and regulatory issues
3. Availability of specialized treatment centers
4. Treatment guidelines and standards of care for your study’s condition
5. Treatment standard-of-care algorithm
From medical and government authorities in the target countries, BBK conducts in-depth
research utilizing both primary and existing published sources. The goal is to obtain
comprehensive information regarding each of the macro-recruitment factors mentioned
above, and apply quantitative metrics to objectively evaluate potential countries and sites.
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Choose the right countries
Although outside factors pushing sponsors to “go global” may direct them to any
number of nations, it doesn’t mean those countries will always be the best choice
to host your study. More importantly, your study team should have existing
knowledge or experience working in each chosen country.
CONSIDER THESE RECRUITMENT FACTORS WHEN CHOOSING COUNTRIES:

• Competing studies: What studies are happening at the same time? Are any tapping
a subset of the population you want to target? What is the volume of studies that
sites in each location are handling?

• Attitudes about treatment options: How do patients feel about existing options for
treating their disease? Are they satisfied with what is already out there? Will something
about the new treatment spark their interest?

• Access to care: What kind of care does the disease or condition require, and how
available is it? Is your eligibility criteria compatible with enrolling patients from this
specific country?

BBK INSIDER TIP!
NEED PATIENTS FROM OUTSIDE OF SITE DATABASES?
EVALUATE EACH OUTREACH TACTIC FROM A COUNTRY
PERSPECTIVE. CULTURAL DIFFERENCES CAN PLAY
A ROLE IN THE EFFECTIVENESS OF A TACTIC.

43

CHAPTER 4 // SUCCESSFUL SITE SELECTION

Do the math
Analyze each country according to specific variables that take into account the
unique aspects of the protocol. Weight each variable in terms of its relative
importance to the recruitment of your clinical trial.
20%

25%

Experience of Provider

RANK EACH VARIABLE
USING THE FOLLOWING SYSTEM:

Disease Prevalence

COUNTRY ANALYSIS
BASED ON PROTOCOL

1 = Most Favorable
0 = Somewhat Favorable

10%

-1 = Least Favorable

Underserved Population

30%
Diagnosis, Treatments
and Research Trends

15%
Willingness to Participate
in a Clinical Trial

After weighting each country and comparing the scores in each category, you will clearly be
able to identify those with the fewest recruitment barriers. This analysis not only tells you
which countries are most likely to be successful, it is a good indicator of where extra support
and attention may be required as you dive further into patient recruitment planning.
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Identify your ideal study site profile
You’ve chosen the best countries to conduct your clinical study – now it’s time
to choose your sites. But before you do, create a profile of your ideal site.
Selecting quality sites is the foundation of a successful study, and you will want to see how
the protocol impacts site selection. To do that, ask the follow questions:

• What is the local standard of care and how might that influence patient participation?
• What training is needed to prepare the site staff?
• What is the site capacity for scheduling and processing patients?
• Does the site embrace technology and have a solid recruitment infrastructure?
• Do the investigator’s treatment philosophies align with your protocol requirements?
• Will the site respond positively to offers of recruitment support?
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Evaluate common sources for
investigators: strengths and challenges
KEY OPINION LEADERS
Have a powerful influence among the medical community; however, they often have demanding
work commitments and may not have time to dedicate to your study’s enrollment.
EXISTING RELATIONSHIPS BETWEEN SPONSORS AND PRINCIPAL INVESTIGATORS
Performed well in a previous study; however, this may also mean investigators have
exhausted their database of potentially-eligible patients.
WELL-PERFORMING INSTITUTIONS WITH LARGE DATABASES
Have a large patient pool; however, they may also have a high number of competing studies.

BBK INSIDER TIP!
THERE ARE PHYSICIAN DATABASES THAT CAN
SCIENTIFICALLY MATCH YOUR PROTOCOL TO
THE MOST SUITED INVESTIGATORS FOR YOUR
STUDY. DATABASES EXIST ON A CONTINENT,
COUNTRY AND LOCAL REGION SCALE.
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Create a strategic survey
Now is your opportunity to make a great first impression. Set your study apart by
preparing a thoughtful survey designed to be completed in less than 30 minutes.
Once you’ve determined your ideal study site profile, there are the major areas to
consider when designing your survey. Most often, questions fall into some or all
of the following categories:

• Primary investigator and site staff capacity
• Available site technology
• Typical treatment algorithm
• Average start-up time
• Motivation to refer or participate
• Average regulatory review time
• Primary investigator and site staff clinical trial recruitment inclination
• Sponsor relationships and referral networks
• Prescribing patterns / habits
• Existing patient panel
BBK INSIDER TIP!
WHEN YOU MUST SELECT A PARTICULAR SITE TO MEET
KEY OBJECTIVES OUTSIDE RECRUITMENT, MAKE SURE YOU
OFFSET THAT SITE WITH A SITE THAT’S WELL-POSITIONED
TO MEET RECRUITMENT OBJECTIVES.
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Leverage technology for data collection,
review, and analysis
Sites that succeed have reverence for technological systems that can help the entire
clinical trial enterprise. How well and how often do you access your systems?
You’ve distributed, collected and reviewed your site survey results. Are you fully equipped
to analyze the data to determine the best-suited sites for your clinical study? At BBK
Worldwide, we analyze survey results using our patient recruitment reporting system,
TrialCentralNet®. With our sophisticated site selection and enrollment feasibility, we are
able to provide clinical study sponsors with real-time site rating and ranking reports. These
reports provide a snapshot of the survey responses as they are completed, including answers
provided by each site and how each completed survey has been scored – all compared
against the site’s past performance metrics.
SITE SELECTION AND ENROLLMENT FEASIBILITY ASSESSMENT

• Provides sponsors with an overview of the recruitment challenges and opportunities
• Defines the probable recruitment rate and recommends the probable time frame that
will be needed to achieve enrollment objectives

BBK INSIDER TIP!
CONSIDER ADDING TARGETED
MEDIA TO GENERATE REFERRALS
INSTEAD OF SELECTING
ADDITIONAL SITES TO ACHIEVE
ENROLLMENT GOALS.

• Develops recommendations for identifying the top-tiered sites
• Analyzes all survey responses through real-time reports
• Uses programmed weighting algorithms to produce scores to “tier” sites
• Offers recruitment recommendations to augment the performance of top-tier sites
In addition to survey analysis, TrialCentralNet’s site selection reports use predictive analytics
based on past site enrollment performance metrics, key performance drivers, and current site
and environmental trends to provide clinical trial sponsors with the most qualified sites.
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Conclusion
Site selection can be laborious, time-consuming, and costly. But it doesn’t have to be.
By implementing key site selection criteria and tactics, you will have built a strong foundation
for making decisions regarding tactics to achieve your enrollment goals. With in-depth
analysis, for example, it will be clear which sites require more training, closer monitoring,
or additional recruitment support.
Bottom line: Your site selection assessment has built a road map for your trial’s recruitment
strategy and ultimate success.
KEY TAKEAWAYS

• Site selection impacts everything. The process of choosing sites is arguably one of
the most critical tasks in clinical development. With patient recruitment and enrollment
accounting for approximately 30% of the overall clinical product development life cycle,
the right site can mean dramatic savings in time, overhead, administrative headaches,
and overall spend.

• One size does not fit all. Analyze each site and country according to specific variables
that take into account the unique aspects of the protocol. Weight each variable in terms
of its importance to the recruitment of your clinical trial.

• Right tools, right results. Creating the right materials, including site surveys, can go a
long way in helping you achieve your enrollment goals.

• Technology is key to success. Those leveraging next-gen data management and deep
analytics tools are succeeding in achieving their business objectives – in site selection and
beyond. Access to site data in real time helps streamline site and investigator on-boarding
processes, reducing timelines, and overall costs.
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PATIENT CENTRICITY

Quick tips, practical advice, and industry insights to help you
and your company raise your clinical trial’s patient centricity
profile for enhanced patient recruitment and engagement.

51

52

CHAPTER 5 // FOCUS 5: PATIENT CENTRICITY

FOCUS

5

PATIENT CENTRICITY

Raise Your Company’s Patient-Centric Profile
Practical Tips to Start Enhancing Engagement Today
Patient centricity is a philosophical commitment to understand what matters
to patients as a group – such as those with a specific condition – as well as
being attentive to each patient’s experience with his or her disease and within
a clinical trial. Companies that adopt a patient-centric approach have an
immediate competitive advantage within the marketplace.
Patient-centric programs value the patients’ viewpoints on what is being
studied, what outcomes matter most in terms of daily living, or to what extent a
patient would go to improve or expand treatment options. We recently explored
this topic in a series of blogs focused on strategy, branding and advertising,
advocacy, mHealth, and technology. Each one offers a unique look at how to
apply the construct of patient centricity to engagement at-large.
We hope you enjoy the content and that it inspires you to explore new tactics
that enhance engagement. The sooner you start, the sooner you will raise your
company’s profile in a positive way.
To learn more about patient centricity and other topics that support
patient engagement, visit our blog: innovations.bbkworldwide.com
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STRATEGY & PLANNING

The Enrollment Power of Analyzing
Your Protocol from a Patient’s Perspective
Each and every review of a draft protocol by a study team,
legal department, medical group, or regulatory agency is a test.
Throughout this process it is easy to lose sight of what may well
be the ultimate test of all – just what does a protocol mean to a
potential patient?
As sponsors, now more than ever,
seek patient input early in the
protocol development stage, they can
incorporate certain cost-effective,
patient-friendly components into the
final protocol – ultimately having a
major positive impact on enrollment
timelines. Some examples include:

• Minimizing the number and/or
length of study visits

• Including study objectives that
resonate with patients

• Offering an open-label option
• Providing permitted rescue
medications or therapies at no cost
However, in the end the protocol design
is the protocol design – developed
with rigorous scientific methodology
to test the safety and efficacy of the
investigational product. The visit
length, eligibility criteria, and types
of procedures are set. This is the time
when we, as patient recruitment and
engagement experts, must first and
foremost critically view the protocol
from a patient’s perspective to unlock
the study’s recruitment-ability. This
recruitment protocol analysis considers
how the patient thinks about, feels, and
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reacts to their overall condition, the
current treatment landscape, as well
as your clinical study opportunity.

• Is embarrassed by the condition?
• Will find a second or third opinion

Defining your probable patient profile
is a critical component of a thoughtful
patient-centric recruitment analysis.

• Uses the Internet to learn about

Focus on the Probable
Patient Profile
The probable patient profile represents
a subset of all of the patients who
meet the eligibility criteria and are
most likely to consider clinical study
participation a treatment option worthy
of consideration. The profile includes
demographic as well as psychological
considerations. For example, is the
probable patient someone who:

• Wants swift access to a specialist
in the field?

• Values the close care and attention
that participation provides?

• Struggles daily despite the approved
medications he or she is taking?

• Has been frustrated by a long and
complex pathway to initial diagnosis?

• Works full-time?
• Lacks a close social support network?

appealing?
their condition?

• Takes a proactive approach to
their health?
Cultural Considerations
When developing programs to
support multinational recruitment and
engagement, there will be some cultural
variability among the probable patient
mindset, motivations, and treatment
patterns that need to be accounted
and planned for. Although important
to address, you will likely find that
there are far fewer differences than
similarities. After all, it is universal – sick
people want to feel better, maintain a
positive connection with their healthcare
providers, and experience a degree of
control when it comes to their health.
Having an accurate probable patient
profile supports the strategic framework
that guides study positioning and
messaging and provides focus for
the sites in their prescreening and
screening activities – maximizing
efforts and cost efficiencies.
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PATIENT ADVOCACY

A Personalized Approach to
Patient Advocacy Group Engagement
Creating relationships with patient advocacy groups is a vital
piece of any patient recruitment program. These groups are a
natural extension of traditional recruitment tactics and will lead to
reduced timelines and increased success rates. How do you build and
maintain these relationships throughout the life of a clinical study?
Take a Three-Pronged Approach
to Identifying Key Organizations
The objective of advocacy group
engagement is to lay the foundation
for a collaborative and productive
relationship that benefits both parties.
Start by identifying and researching
relevant advocacy groups at both
the local and national levels. This
method provides broad coverage for
your program and will allow you to
network separately within each group
to expand your contact circles.
The second prong is to identify and
utilize patient advocates to your
advantage; these individuals are
typically well-respected and have large
followings. Finally, go beyond advocacy
groups to identify condition-specific
health networks and organizations that
support causes likely to be of interest
to your target patients. It is important
to remember that not every patient is
part of – or even aware of an advocacy
group – so starting at the top and
then working your way down to the
smaller niche organizations is crucial
to maximize recruitment efforts.
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Create Customized Tools to
Develop Lasting Connections
Once relationships with key advocacy
groups and community organizations
have been solidified, be sure to facilitate
ongoing interactions through a variety
tactics that effectively promote their
causes and support their efforts to
connect with patients. By working
with each organization one-on-one,
you can determine not only where the
core focus of each group is, but also
what type of support would be most
welcome and mutually beneficial.
You can accomplish this by:
Being Social: Often, groups have
Facebook pages promoting an event,
raising money for a walk, or trying
to educate and create awareness
about a particular condition. You
can easily support their initiative by
liking their page, contributing some
information about the condition,
or sharing their social pages with
your friends and other people you
know. Some organizations allow you
to post information about clinical
research to their social pages, so be
sure to explore this avenue and take
advantage where it makes sense.

Getting in the News: Many groups
distribute monthly newsletters to all
of their members. There are often
opportunities to include information
about your study in their newsletter.
Sponsoring a Forum: Provide
patients and caregivers the opportunity
to share their stories, hear from
specialists in the field, learn about
clinical research in general, and
specifically, your study.
Advocacy groups and smaller
community organizations love free
publicity, so pursuing any of the above
tactics is an easy way to show your
support while reaping the benefits that
may increase patient recruitment.
Build Strong Relationships for
Better Patient Engagement
Strong relationships, whether they be
with referring physicians, advocacy
groups, or community organizations,
lend themselves to better patient
engagement. It does take work but
that extra effort pays off in ultimately
raising study awareness, generating
referrals, and if you’re lucky, decreased
study timelines.
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BRANDING & ADVERTISING

Insights into Cutting-Edge Branding and
Advertising for Clinical Research
“I Wish I Had Breast Cancer.” Meet Kerry Harvey, 24 years old and
diagnosed with pancreatic cancer – a cancer with which she only has
a 3 percent chance of living another 12 months. Kerry wants you to
know that she suffers from “cancer envy.”

themselves from the surrounding
regulatory barometer. But there are
important lessons to be learned from
the technique of shock advertising that
can be applied to patient recruitment.
Despite widespread criticism and
backlash, this U.K.-based campaign
defended its shock advertising
strategy – one that brazenly highlights
the condition’s poor survival rates,
minimal global awareness, and lack
of research opportunities by featuring
real-life patients like Kerry and putting
a face to the disease. Gauging the
balance between sensationalizing
and personalizing, the campaign far
exceeded the group’s awareness
objectives – going global in less than
two days with an ad spend total of
less than $25K. Successfully raising
awareness of pancreatic cancer, could
this risky tactic be used to effectively
recruit patients for clinical trials?
Contrary to shock advertising, which
seeks to jar a response from its
audience, clinical trial ads should not
startle patients into taking action, hint
at any potential benefits, or misalign
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There’s danger in playing it safe.
The risk is not being seen at all.
Playing it safe means you are risking
not being seen at all. As the patient
recruitment landscape becomes more
competitive, clinical trial marketers are
constantly competing for mindshare
and notable strategic differentiators.
Some have begun to develop cuttingedge advertising campaigns to
successfully “break through the clutter”
of competing ads to attract greater
awareness in clinical research.
Find comfort in the uncomfortable.
Implementing a good advertising strategy
should feel a little uncomfortable and
advertising teams should be fearless as
they create an approachable campaign
they feel will work. If the same safe
messages and tactics in patient
recruitment advertising are always
being used in fear of violating any
rules, then the campaign will simply
become wallpaper.

Embrace rules and regulations.
Great creative teams fully understand
the rules and regulations around
recruiting patients and view them
as opportunities – opportunities to
collaborate and invite regulatory bodies
earlier in the creative process – as
opposed to being a barrier. Regulatory
bodies do in fact welcome this type
of early collaboration, especially in
submissions that include a novel or
innovative approach.
Developing a campaign that speaks to
a specific audience, often deals with
uncomfortable subject matter, and that
cannot cross the regulation barrier is no
easy task. But the bottom line is that it
is okay to push the envelope, because
patients deserve that much. They
deserve to be found and to get engaged
in a study that might ultimately save
their life. A solid advertising or branding
campaign has the ability to touch
people and make real changes within
the clinical trial community that can
ultimately affect lives and timelines
that put us closer to treatments.
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PRESCREENING PATIENTS

Taking a Patient-Centric
Approach to Online Prescreening
You’ve put in the work, diligently strategizing your media plan,
scrutinizing every word of your patient recruitment campaign, and
ensuring your sites are prepared to receive each and every referral.
Your online prescreener is often a patient’s first interaction with
your study. So how do you make potential study participants feel
welcome right from the start?
Be Transparent
Strong design and messaging can
present your study in a legitimate way,
but transparency about who will have
access to medical information after it
is submitted is crucial to building trust.
Say it up front! Don’t hide it in your
Privacy Policy. Provide a way to have
the patient provide their explicit consent
for you to collect their information.
Know Your Audience
This seems really basic, but it is not
always a given that a patient will be
on the other end of the line. Know
who you are talking to when posing
questions. Sometimes it is a family
member or a full-time caregiver.
Knowing who you are talking to and
making simple modifications to both
copy and programming can make
a difference when it comes to user
experience. Present questions that
are appropriate for that audience –
questions they will know the answers
to. It also makes a difference in the
referral. Clearly identifying what “type”
of referral this is will be important
information for a site. Who are they
going to be speaking with on the
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phone? Doing this ensures smooth
communication – not only between the
screener and the user, but also between
the site and whoever is on the other
end of the line.
Keep Prescreeners Short
Resist the urge to ask ALL the questions
everyone would want to know – this
isn’t market research. This is a patient’s
very first experience with your study.
Make it a positive one. Ask the
questions you need to ensure a solid
initial screening. Careful though: a short
survey that’s not targeted can lead to
unqualified people flooding your sites.
Be Prepared with Alternative
Prescreening Questions
Be prepared to go in strong with the
most important questions, keeping the
screener to around 4–6 questions. In
an effort to keep it short, there may
have been questions left out that could
further prequalify someone. Plan ahead.
In case feedback from sites comes in
where they are looking for a tighter
prescreener because of a high screenfail rate, have EC-approved questions
ready for deployment. This planning

obviously saves time, but it is a positive
message that can be sent to sites.
Give People Options
Quick follow-up from the site is key
to engagement. Also provide a way
for the patient to follow-up directly
should questions arise on their end. For
people who don’t qualify, define ways to
complete that circle of communication.
Let them down easy and suggest other
resources that may be of interest.
Provide a way for patients to stay in
touch with your study if locations or
eligibility criteria change.
Online prescreening is the single
most important first step to patient
engagement for a clinical study. Careful
preparation and an understanding of
who your audience is can go a long
way toward putting patients at ease.
Open transparency about what is
expected sets the tone for the study
and gives patients a sense of control.
This patient-centric approach should be
carried throughout the entire course of
the study.
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mHEALTH & TECHNOLOGY

Building a Winning Patient Engagement App
Accounting for more than $2.3 billion in major deals last year,
mHealth remains one of the hottest trends in healthcare. With
thousands of health and wellness apps on the market – from calorie
counters to disease management apps that better connect the patient
and physician, there are a few key tips that will best engage patients
and ensure consistent usage over time.
Ease of Use
Successful apps are intuitive and user
friendly, and health and wellness apps
are no different. According to a Juniper
Research report on Mobile Health &
Fitness there will be 96 million users
of app-enabled mHealth and mobilefitness devices by 2018, up from 15
million in 2013. That said, abandonment
is a real problem, with as many as a
quarter of apps used just once after
download, with many citing poor
navigation and functionality as reasons
for abandonment.
Customized to the Patient
Patient needs are diverse and can be
dependent on age, disease type, and
technology preferences. Older patients
are more likely to prefer a tablet app
versus a smartphone, which less
than 20% of seniors are shown to be
using regularly. A younger patient, on
the other hand, is likely to be more
engaged in a smartphone app. Know
your audience and design an app that
appeals to them.
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Relevant Content and Autonomy
A Deloitte study of U.S. Health Care
Consumers revealed that even on the
basic level of mobile adoption, users
expect health and wellness-related
content to come from their most trusted
source – their healthcare provider.
A successful patient engagement app
should include entertaining, conditionspecific content that is easy to digest
and fun to read. It should also empower
patients to take charge of their health
and make informed decisions.
Superior User Experience Across
Multiple Mobile Platforms
In today’s tech environment, building
apps that perform seamlessly across
various platforms is key to overall
performance and the long-term staying
power of a patient engagement app.
Another tip to keep in mind is consistent
branding of the app across all devices.

Delivers on Initial Promise
Patients today not only want ease of
use, they want an app that delivers on
its initial promise right out of the box.
There is nothing more frustrating than
thinking you’re getting one thing and
then learning the app doesn’t deliver
on what was marketed. If an app
performs as it promised, patients will
engage regularly.
mHealth is quickly becoming a minimum
requirement to reach and connect with
patients in today’s mobile-centric world.
Because this trend isn’t showing any
signs of waning, developers must keep
the patient in mind when designing
an app that will stand out in today’s
increasingly saturated industry. The
winning combination of the tactics
outlined above will ensure longevity
in the marketplace.
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MOBILE ADVERTISING
NEW STRATEGIES FOR PATIENT RECRUITMENT

Discover how the latest in mobile advertising tactics are
transforming the way we identify, engage, and motivate
patients to participate in clinical trials.
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MOBILE ADVERTISING
NEW STRATEGIES FOR PATIENT RECRUITMENT

Enhance Enrollment Rates with Mobile Advertising
Five mobile strategies that connect with today’s health care consumers
We don’t go anywhere these days without our mobile devices. We use them to
make purchases, visit our favorite websites, conduct business, and connect with
family and friends. Mobile has dramatically transformed how we gather and
share information in the digital age, much the same way the Internet became
a profound agent of change a generation ago. Yet, clinical trial marketers have
been slow to recognize the growing influence, importance, and potential of
mobile advertising in reaching today’s savvy health care consumers.
From a patient recruitment perspective, the advent of mobile advertising offers
exciting new possibilities to engage with these consumers in a more personal
and cost-effective way than ever before. Whether it’s tapping into the broad
appeal of streaming radio and video services, connecting with people on
their favorite app, or serving an ad based on one’s real-time location, mobile
advertising is poised to change the patient engagement game all over again.
The following articles provide a glimpse into the leading thinking, trends, and
strategies that are driving effective mobile patient recruitment, as well as some
ideas for where the industry may be heading in the future.
For more about mobile advertising and our approach to patient
recruitment visit our blog: innovations.bbkworldwide.com
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STREAMING ONLINE RADIO

Tuning Into Online Streaming Radio
Over 100 million people subscribe to streaming radio services such as Pandora® and Spotify®, a
number that’s only expected to grow in the years ahead. With the vast majority of those users embracing
the ad-supported “freemium” model in over 50 countries around the world, streaming radio represents
one of the most attractive and cost-effective platforms to connect with global healthcare consumers.
We Interrupt This Broadcast
For years, traditional radio’s anonymous listenership has
made it difficult for advertisers to accurately identify and
target key patient demographics in a consistent, practical,
and, most importantly, affordable way. Streaming radio is
profoundly changing that paradigm, allowing for a clearer
view into the personal preferences of listeners – everything
from age and gender to location and behavioral habits.
Analyzing the relationship between these data points helps
you to better understanding the target audience and where
they spend their time, and how to deliver more relevant
clinical trial advertising content.
Built to Deliver Results
Beyond the wealth of decision-making data available,
perhaps the biggest strength of streaming radio is the
platform itself. Streaming radio turns casual listeners
into a focused and engaged audience. Each prompt to
“Like” or rate a song reinforces the user’s connection with
their mobile device. Streaming radio also eliminates one
major challenge faced by advertisers – the ability to skip
advertisements – thus ensuring the listener’s full attention.
Broad Reach, Hyper-Targeted
Streaming radio gives clinical trial marketers the granularity
of data needed to optimize the effectiveness of advertising.
The sheer amount of variety available through streaming
radio enables advertisers to focus on concentrated areas
where the target audience is most likely to be. So instead
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of trying to engage women ages 30 to 49 by spending a lot
of money blanketing a local Top-40 broadcast radio station,
you can get the same result specifically targeting mothers
on three to five streaming radio channels – at a fraction of
the cost.
May We Have Your Attention, Please?
Streaming radio listeners are twice as likely to respond to
in-stream advertisements as their broadcast counterparts.
Streaming radio combines a traditional audio message with
a full-screen, clickable banner advertisement for a one-two
punch. So now instead of running to find a pen and paper to
write down a phone number, users can simply tap the screen
to visit the study website, take the online screener, and see
if they prequalify to participate in your clinical trial.
Another reason for the increased response is the low
volume of advertisements that are presented. In broadcast,
a full 22 minutes of every hour is devoted to advertisements.
While that might be good for radio station owners, it’s
the advertisers who suffer as their message becomes lost
among the vast number of competing products and services.
Streaming radio typically airs just two to three minutes of
advertisements, making them less intrusive and therefore
more likely to capture the full attention of listeners. Plus
when presented with the advertisements, the “freemium”
model ensures users can’t change the channel. And because
that message is presented to the key demographic you’re
targeting, you can expect response rates to soar.
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IN-APP ADVERTISING

Expanding Digital Reach with In-App Advertising
It feels like we’re always on our mobile devices. But what exactly are we doing when we’re on them?
Sure, we make phone calls, check email, and browse the web. But in terms of average mobile usage,
we spend nearly 80 percent of our time in apps. With many of those apps being supported through
paid advertisements, in-app advertising is creating exciting new opportunities for clinical trial marketers
to identify, segment, and target potential participants inside the mobile universe.
The BIG 4-0
While we tend to think of apps as a young person’s game,
the average age of an app user is 40 years old. For clinical
research purposes, this is an important audience with
which to connect. Why? From a demographic standpoint,
these consumers are not only making their own healthcare
decisions, but are also often caregivers for their young
children and elderly parents. By getting your message in front
of this influential audience, you increase the likelihood of
creating the awareness necessary to generate referrals.
Get in the Game
Forty-six percent of mobile device users play games on a daily
basis, accounting for nearly a third of our total time. Unlike
traditional online ads, today’s gaming apps offer the ability
to show more creative, tightly integrated advertisements,
including interactive full-screen banners and video. Coupled
with advanced metrics generated by users, advertisers are
able to deliver highly targeted ads based on interest levels,
demographic profiles, and behavioral information, resulting
in higher engagement rates and more valuable impressions.
A More Unified Experience
Today’s consumers often juggle multiple mobile devices.
From an in-app advertising perspective, it’s critical for clinical
trial marketers to be able to identify the user’s transition from
one device to another to prevent ads from being unnecessarily
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overserved. New breakthroughs into cross-device targeting
can help ensure the reduction of wasted impressions,
allowing for greater cost efficiency and more effective
audience engagement and advertisement attribution.
Enhancing the Experience with Video
Last year saw a significant rise in the messaging app
marketplace, with platforms like SnapchatTM and WhatsAppTM
redefining peer-to-peer communication through video chat.
With over 900 million users, these apps are continuing to
grow both in terms of base and functionality, offering the
potential for new clinical trial marketing opportunities –
from video ads to sponsored content channels – that don’t
interrupt the experience but rather blend in to become a
part of it, in the near future.
Supporting Patients on Their Turf
Sponsored content channels are emerging as new platforms
to reach out to and engage with patients through their mobile
devices. Hosting a streaming video educational forum in a
health app, for example, invites patients to share their daily
experiences living with a condition, and to speak with medical
experts who can provide informed consultation and insight.
This allows sponsors the opportunity to be recognized by
patients, sites, and advocacy groups as global leaders in the
pursuit of cutting-edge science and new treatment options
for the future.
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SEARCH ENGINE MARKETING

Mobile: The New King of Online Search
It’s official – more Google searches now take place on mobile devices than on personal
computers. As clinical trial marketers, it’s time to embrace mobile as the primary screen for engaging
patients. So what makes search on a mobile device so different? It turns out, quite a bit.
TM

The Cost of Not Being Mobile-Friendly
What happens when you drive mobile users to a non-mobile
website? Half of those visitors “bounce” or leave immediately.
That’s 50 percent of potential participants that not only didn’t
take your online screener but also are never coming back. In
terms of organic traffic, it gets even worse. Google’s search
algorithm now takes mobile optimization into account, which
means your website could be pushed to the dreaded second
page of search results, where patients will likely never see it.
Think Bite-Sized, Not Buffet
Mobile optimization means more than just making sure
your study website fits on a five-inch screen. It’s an entirely
different user experience – full of swipes, flicks, pinches,
and zooms – that’s built for short bursts of interaction. So
from a content perspective, less is often more. An engaging
headline, concise copy, and a clear call to action to take the
online screener. Brevity and usability is critical to providing a
positive online experience. Always be thinking, “Would my
parents be able to easily figure out how to use this website?”
If no, it’s time to simplify.
Less Disruptive, Higher Click Rates
Mobile device users click on fewer display ads compared
to their desktop counterparts. One solution gaining traction
with clinical trial marketers is the use of native advertising.
Crafted in the same format as articles that appear on a given
website, these types of advertisements aim to provide a less
disruptive advertising experience for mobile users. Native
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advertising is particularly effective when deployed on social
media services like Facebook® and Twitter , as well as news
and lifestyle websites such as Yahoo! and BuzzFeed.
TM

The New Frontier of Ad Targeting
Contextual, behavioral, and demographic targeting are tried
and true methods for serving ads for clinical trials. But mobile
offers new tools for marketers to tap into for increasing ad
responses. Do you jump on Facebook at lunch? Time-based
targeting enables advertisers to serve up an ad directly into
your feed. How about downloading a new gaming app? If it’s
ad-supported and is attracting your target demographic, it’s a
potential opportunity to capitalize on. Do you have a study site
near public transportation? You can use geolocation to serve
ads as soon as mobile users get within a few feet of the bus
or train station.
Mobile Apps Matter
Clinical trial marketing is all about exposure, and in the
mobile universe the next great opportunity for impacting
conversion lies in app indexing. By creating deep links within
mobile apps, search engines can crawl over app content in
the same manner as traditional websites, which can improve
the search experience for patients seeking information about
your clinical trial.
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STREAMING ONLINE VIDEO

Streaming Video Clicks with Healthcare Consumers
We all know that Google is the biggest search engine in the world. Did you know that YouTube is
number two, with over three billion searches each month? With streaming video expected to make
up approximately 70 percent of all Internet traffic by 2018, now is the time to capitalize on integrating
streaming video as a part of your clinical trial recruitment strategy.
TM

A Commercial Success
Television remains a dominant player in clinical trial
advertising. But as more and more people choose to “cut the
cord” in favor of popular streaming services like NetflixTM,
AmazonTM, and HuluTM, streaming video advertising is poised
to push the medium forward. Utilizing a free-to-view content
model, streaming video’s mix of advertisements – which
appear at the beginning, middle, and end of video content –
ensures your clinical trial is consistently being presented
and shared with highly engaged viewers.
Delivers a Memorable Performance
Two audiences watch the same 30-second video clinical
trial advertisement – one group on television and the other
on their mobile device. Which audience is more likely to
remember your advertisement and the message it delivered?
According to a study conducted by The Nielsen Company,
mobile comes out ahead. Sixty-four percent of mobile viewers
had general recollection of the ad compared to 46 percent of
TV viewers. For clinical trials, that level of recall can be the
difference in converting viewers into study participants.
The Medium is the Message
Gone are the days where people turn to their phone to
engage in content that was designed for broadcast or desktop
platforms. Quick example: take your phone and use it to
watch a brief video. OK, now did you have to rotate your
phone to view it full-screen? Most likely. But that’s not how
most of us interact daily with our mobile devices. Peer-topeer streaming video apps like Snapchat and PeriscopeTM
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TM

have learned to “embrace the vertical,” which means that
advertising on these platforms must mirror the look, feel,
and functionality of the native app or risk creating a disconnect
that fails to engage viewers.
Streaming Video Scores Big Ratings
Thanks to the advanced metrics self-provided by users and
generated from their online viewing habits, clinical trial
marketers can serve content on a more personal level – with
messaging that resonates with the target audience and drives
toward new study opportunities that would interest them. But
what about study website visitors who leave prior to taking
the online prescreener? Through advertisement retargeting,
marketers can re-serve ads to people after they leave your
website – ensuring your message remains top-of-mind with
potential participants long after expressing interest – and
hopefully result in future conversion.
Extending Beyond Your Reach
In many countries, regulatory agencies prohibit the broadcast
of clinical trial advertisements on television. For these cases,
streaming video becomes a viable alternative for connecting
and engaging with global audiences. Also, creating a
YouTubeTM channel devoted to your clinical trial – populated
with information about the condition, physician interviews,
and tips for daily living – can serve as a resource for both
prospective patients, as well as current study participants
to increase retention rates.
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HYPER-LOCAL ADVERTISING

Precision Advertising
Hyper-local advertising is poised to transform how clinical trial marketers connect with
patients. By providing a cost-effective platform to engage their audiences by matching ads in context
of consumers’ physical location, hyper-local targeting delivers relevant messages to the right person at
precisely the right time and place – and can cost as little as one-fifth of search engine marketing.
First, Ask Permission
The success of hyper-local advertising is about creating an
equitable exchange between patient recruitment advertisers
and consumers. By volunteering their location, people
expect to receive information that’s relevant to them. That
is why hyper-local outreach starts with getting permission.
The reason is twofold: avoiding the appearance of spam
marketing, especially when advertisements may contain
sensitive or non-applicable health topics; and, by getting
permission, users are clearly expressing interest in the types
of content they will receive – increasing the likelihood
for conversion.
Good Fences Make Good Impressions
Geofencing is a location-based service that lets marketers
send ads to mobile devices upon entering a defined
geographic area. Scalable from several miles down to just
a few feet, geofencing leverages location as a means of
garnering a smaller, but more highly targeted audience.
Imagine supporting a study site in a major metropolitan area
like New York City or Los Angeles. With geofencing, you can
create a small zone that extends just several blocks around
the site, serving ads to anyone who walks, bikes, or drives
near the location. Additionally, the flexibility that geofencing
provides allows clinical trial marketers to expand, contract,
or optimize that zone throughout the campaign to ensure
maximum performance and ROI.
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Going the Distance for Patients
The average clinical trial participant travels anywhere from
10 to 50 miles to attend their study visits. Over time, travel
fatigue can set in, which may lead to voluntary patient
withdrawal. By placing ads through hyper-local targeting,
clinical trial marketers can attract patients who live in close
proximity to study sites, and thereby remove a major barrier
to completing participation. For maximum relevance and
effectiveness, geofences should be placed within a 15-minute
travel radius from the target location.
Painting Mobile Ads in a New Context
In hyper-local mobile advertising, the definition of contextualbased ads shift from the content on a given web page (e.g.,
keywords, category) to information surrounding the user’s
physical location. This allows advertisers to refine their reach
by targeting specific neighborhoods where key demographics
live and frequent, such as high- or low-income areas, schools
and universities, restaurants, shopping centers, and more.
What’s more, contextual data can also be gathered to inform
additional broad-based mobile and web outreach.
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MOBILE TACTIC

COVERAGE

TARGETING

BENEFITS

Streaming Online Radio

• North America
• South America
• Western Europe
• Asia
• Australasia

• Age
• Gender
• Geolocation
• Language preference
• Stations / playlists

• Broad reach
• Hyper-targeted
• Cost-efficient
• Audio / banner combination
• High conversion rates

In-App Advertising

• North America
• South America
• Western Europe
• Asia
• Australasia

• Demographics
• Geolocation
• Purchase history
• Device attributes
• Long-term behavior

• Immersive engagement
• Hyper-targeted
• Cost-efficient
• Quick deployment
• Highly trackable

Search Engine Marketing

• North America
• South America
• Western Europe
• Asia
• Australasia

• Keywords
• Behavioral
• Contextual
• Interests
• Search history

• Personal engagement
• Device-targeted
• Cost-efficient / rapid
implementation
• Largest base of mobile and
Internet users
• High ad recognition and
retention rates

Streaming Online Video

• North America
• South America
• Western Europe
• Asia
• Australasia

• Age
• Gender
• Geolocation
• S ponsored channels
• P ersonal interests

• Global reach
• Hyper-targeted
• Cost-efficient
• Rapid implementation
• Largest base of mobile users
• High ad recognition and
retention rates

Hyper-Local Advertising

• North America
• South America
• Western Europe
• Asia
• Australasia

• Demographics
• Geolocation
• Travel habits
• Education
• Census data

• Immediate response
• Hyper-targeted
• Unlock opportunities in
expensive markets
• Ad retargeting
• Low cost
• High-quality impressions
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RARE DISEASE RESEARCH

Unique perspectives and valuable insights from thought
leaders at the forefront of rare disease research, where
community building, patient centricity, and breakthrough
genetic discovery are key to success.
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RARE DISEASE RESEARCH
When BBK Worldwide works on a rare disease research study, we know
that each and every potential participant is vital to the study’s success. This is
not unique to rare disease research of course, but it’s a principle that guides
stakeholders in orphan drug research especially. No doubt, those working in
rare disease understand the power of patient centricity; that improving patient
communication and engagement benefits everyone involved. The way we work
to ensure exceptional service to patients across the care continuum – through
study awareness, enrollment, participation, study follow-up, and the sharing of
study data with participants – underscores how we value all study participation
and the work to find and develop much-needed therapies.
Supporting patients with rare diseases requires a level of intimacy and empathy
with the patients and most often with their extended families. This level of care
is important to rare disease research, but shouldn’t this be the same for every
study? We may not be able to offer the same level of extensive accommodations
for more common conditions, but we need to identify and deliver on the same
level of respect and compassion.
The following content provides insights from a variety of rare disease thought
leaders – including pharma, advocacy groups, and a physician – all deeply
committed to rare disease research. We hope their words leave you, as they
did us, inspired and committed to improved, more patient-centric research.
BONNIE A. BRESCIA | FOUNDING PRINCIPAL, BBK WORLDWIDE
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PATIENT COLLABORATION

Appreciating Every Patient’s Experience
PAMELA GAVIN | CHIEF OPERATING OFFICER | NATIONAL ORGANIZATION FOR RARE DISORDERS

When so many rare disease patients commit themselves to becoming experts of their condition, sponsors
must also strive to understand and collaborate with the patients they wish to engage. Pamela Gavin,
COO of the National Organization for Rare Disorders, shares her insights on what this means and why
it’s essential to all clinical research.
What can sponsors do, in your view, to take a more
active role in supporting rare disease communities?
We’re looking for sponsors to collaborate with patients
and patient organizations and to more fully understand the
strengths and limitations of the patients, family members,
and organizations that are supporting their research efforts.
The patient’s day-to-day experience extends beyond what
may be the focus of a particular treatment, so it’s critically
important to have an understanding of the disease from
the patient’s perspective when developing the clinical
and study design.
Sponsors must recognize that not all rare disease patients
are the same. Some patients are strong advocates and
others are not. Some are comfortable expressing a strong
voice, while many others respect and appreciate the
work that advocates are doing on their behalf, but need
to address the day-to-day challenges and focus on other
aspects of their lives. There is no one-size-fits-all scenario
between rare disease patients.
How do rare disease patients and their families
come to attain a deeper level of understanding
and education around their condition?
It never ceases to amaze me what people can accomplish
when they are faced with an incredible challenge. As we
know, a rare diagnosis holds no bias or prejudice towards
those it afflicts. A rare disease diagnosis can immediately
thrust you into another world; a world where you have
to become an expert in biology, genetics, scientific and
clinical research, drug development, regulatory affairs,

72

and advocacy. And if they decide to participate or join
forces or launch what may be a disease-specific patient
organization, that list expands to include expertise in
non-profit governance, in capacity building, fundraising,
patient education and support services, and being able to
reach out to other stakeholders in the community to help
those who they are advocating for. Rare diseases pose
amazing demands for expertise in so many areas, and it can
be overwhelming. Yet people set out to accomplish these
things – maybe not individually, sometimes in alignment or
in consort with another organization or other experts they
bring into the fold. But they rise to the challenge time and
time again, because they often become the experts in
the condition.
What would you like your colleagues who work
outside of the focus of rare disease to understand
about the overarching impact of this research, and
collaboration on general clinical R&D?
By studying rare diseases, we learn about the most basic
causes of disease. Rare diseases become important
teachers about common ones; they help us to identify
critical biological pathways and systems that are otherwise
difficult or impossible to discern. It can accelerate discovery
and development, and a drug that may be developed for rare
disease may be as or more effective for its more common
disease cousins. The development of therapeutics in rare
disease benefits us all – not just the one in ten of us living
with rare diseases.
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A SPONSOR’S PERSPECTIVE

Genetics and Discovery in Rare Disease Research
Y. PAUL GOLDBERG, M.B. CHB., PHD, FRCPC | VICE PRESIDENT OF CLINICAL DEVELOPMENT | XENON PHARMACEUTICALS

Dr. Paul Goldberg is an expert medical and clinical geneticist dedicated to discovering novel medicines.
As Vice President of Clinical Development at Xenon Pharmaceuticals, he provides a sponsor’s perspective
on the critical role of genetics in drug discovery and why committing to patients is a necessity.
As we continue to better understand the data around
the genome and genetic biomarkers, how will rare
disease research change?

the disease, someone who understands what they’re going
through. We can help set their perspective on the condition,
give them advice, and educate them.

By dissecting the genetic determinants of inherited, familial
forms of rare disease, we have the opportunity to get to
the root cause of the disease, which often leads to better
understanding or better appreciation of the pathophysiology
itself. This in turn affords us the opportunity for more directed
and more specific therapies. By defining novel pathways
for one disease, we often reveal critical determinants of
other diseases.

I also firmly believe that rare disease patients should play an
important role in the study design. I’ll go as far to say that you
can’t really do it properly if you don’t have them participating
in designing the study. Textbooks are very good at getting an
accurate picture of the classical presentation, but they can’t
tell you what’s meaningful to the patient.

Xenon has been using this genetic platform for well over a
decade, and more and more we’re seeing the pharmaceutical
industry embracing genetics. This new era of precision
medicine is predicated on understanding the underlying
genetic architecture, and particularly understanding what
has gone wrong and what leads to the genetic condition.
Moving forward, we will continue to see genetics being
embraced in rare disease research and even in the way
that we actually mediate the therapies.
In your work as a sponsor, how can patient
engagement contribute to clinical advancements?
Patient engagement is absolutely critical. In working with
families and patients with rare diseases, it’s really all about
relationship building. All too often, patients and their families
are alone and isolated, and often ostracized, much of which
stems from incredible lack of awareness around their disorders.
Often, we’ll talk directly with patients. It’s great for them
to talk with an expert, someone who really understands
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What would you like your colleagues who work
outside rare disease to understand about the broader
impact of this research?
First, rare disease is different from common diseases. It’s not
just that there are fewer of them or that it’s less common – it’s
different in all ways. There are multiple unique and substantial
challenges, all of which we need to recognize and work to
address. Chief among them is the lack of awareness. There
is a dire need for improved education around rare disease,
particularly in the medical community. Last, I firmly believe that
this is a unique time in rare disease. There’s a lot of hope and
optimism, thanks in large part to new technologies and new
insights. We know today that we can define the root cause
of genetic diseases. We have a growing toolkit with which
we can aggressively tackle and modify the underlying defect,
which ultimately I believe will lead to benefits for the patients,
improving their quality of life; and potentially for some, it
may lead to cures.
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DRIVING FUTURE PROGRESS

Pushing for More, Better Treatments
DR. CHRIS LANDON | LANDON RESEARCH, VENTURA COUNTY HEALTH CARE AGENCY | CLINICAL ASSOCIATE PROFESSOR OF PEDIATRICS,
UNIVERSITY OF SOUTHERN CALIFORNIA

Dr. Chris Landon is a pulmonologist, specializing in cystic fibrosis care and related research for more than
30 years. In this interview, he discusses the current state of this research and development, and what will
drive its progress in the future.
Over the last five years or so, we’ve seen a rise in rare
disease research and medicines. How far have we
come, or not, since the first U.S. Rare Disease Day in
2008? What areas need the greatest improvements?
As the Director of the Pediatric Diagnostic Center over the last
three decades, I have seen childhood cancers become curable
illnesses – only to find the second wave of cancers hitting in
young adulthood. In my Cystic Fibrosis Special Care Center, I
have had to bring in adult pulmonologists and family medicine
physicians because over half my patients are over the age
of 21. I come from an era when our job was to control the
symptoms, and we made great strides through establishing
multidisciplinary centers of care. Improving nutrition and
antibiotics has brought the survival from two years of age,
to twelve, to nineteen, up to the current, for some genotypes
with pharmaceutical intervention, normal lifespan. The Cystic
Fibrosis Foundation approach of “venture philanthropy” –
partnering with pharma and providing the patients needed
for rapid trials – made this possible. Adherence to even
a twice-a-day regimen has proven problematic and is the
focus of our own work.
How can sponsors take a more active role in building
and supporting rare disease communities?
I have seen many initiatives not succeed. The promise
of apps, gamification, supported online communities,
patient-generated registries – all have been of intermittent
success. We have come to realize that patients have different
needs. We are currently struggling with smoking cessation in
mentally ill adults. Smoking is their only form of socialization.
Their underlying mental illness precludes the standard
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American Lung Association eight hours of PowerPoint
discussion – and yet our inability to meet this need leads to
a lifespan shortened by 10 to 15 years, as well as medication
and hospitalization costs. We are currently exploring this
under a grant from Genentech for patients with multiple
sclerosis. Through our specialist at Ventura County Medical
Center, we reach out into medically underserved communities
to educate family physicians and follow this with availability
for telemedicine consults. The issues of access to diseasemodifying therapies, early diagnosis, potential for abuse by
spouse or caregiver, and long-term follow-up are all explored.
As we continue to better understand the data
around genetic biomarkers, how will rare disease
research change?
In the cystic fibrosis community, we are definitely seeing
gene-specific interventions. What has been surprising to us
is that adherence to these twice-a-day regimens, prolonging
lives, and dramatically affecting the disease these patients
undergo, may be as little as 60%. This is for therapies that
cost over $250,000 a year, yet pills remain untaken. The cost
of medication will need to be integrated into our health care
system. By our health care system, I mean throughout the
world. Canada and the European countries have depended
on the United States FDA process, which adds hundreds of
millions to bringing a product to market, and that burden
needs to be shouldered. “No money, no mission” underlies
our own work as we provide health care. Providing access
to education and acknowledging the health care economy
are what lie ahead.
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Building Committed Partnerships for Success
RARE GENOMICS | RARESHARE.ORG

Rare Genomics Institute and its rare disease patient network RareShare.org are dedicated to connecting
families with research technologies, physicians, and scientists from across the world. In this interview,
Rare Genomics Institute Founder Dr. Jimmy Lin, with CEO Paul Schindler, VP for Strategic Alliances Nolin
Huddleston, and Alice Cheng from RareShare.org discuss their approach to community building.
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Over the last five years or so, we’ve seen a rise in
rare disease research and medicines. How have the
objectives and motivations of biopharma industries
aligned – or not aligned – with those within rare
disease patient communities?
Previously, biopharma did not have the financial incentives
to develop and market rare disease treatments. While
introduction of the Orphan Drug Act in 1983 has led to an
expansion of the rare disease market, many clinical trials
still fail due to lack of patient participation. Rare disease
communities are small and can be especially vulnerable to
misinformation, as there are usually no treatments available
for their condition. It is important for biopharma to be very
transparent and open about clinical trials, so patients can
make their own decisions and understand their options.
To facilitate this, each year there is a growing effort to bring
all the organizations together to connect research, resources,
and patients. Larger companies are partnering with smaller
NGOs to make those connections work.
What are you looking for from the sponsor’s side of the
table when building a community for rare disease?
As a nonprofit organization, we focus on empowering our
patients and community members first and foremost. That
means providing the most current educational resources and
engaging scientific and clinical experts via our podcasts.
While connecting patients with clinical trials is an important
aspect of RareShare.org, being part of our community is much
more than just a one-time information exchange. Therefore,
we try to build partnerships with organizations that are willing
to support our ongoing activities, such as eBook publications
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and reference development. Especially within the nonprofit
space, it is important to find sponsoring organizations with
objectives that align and enhance our mission so we can
work together to help patients with rare diseases.
As we continue to better understand the data
around genetic biomarkers, how will rare disease
research change?
Instead of classifying individual rare diseases by symptom
or specific genetic mutation, we are starting to uncover
genomic commonalities among different rare diseases. In
the future, we expect to see rare diseases based on genomic
classification, such as type of mutation or deletion. In order to
do this, however, we need to advance collaborative analysis
of genomic data. We are now seeing an increased use of
contextual computing for these analyses. Research will take a
turn from the isolated and the segmented to a more common
and collaborative approach. Tools and online resources will
be the key to taking individualized researchers towards a
mission of communal discovery. Patterns will emerge as we
are able to “connect the dots” between known diseases and
separated disease groups that will cast light on the horizon of
new breakthroughs. We believe that this approach will make
rare disease research more important than ever before. As
breakthroughs in rare diseases accelerate discovery and cures
in common areas of the general public, those efforts will
become the base of how we solve and not just treat diseases.
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RARE DISEASE RESEARCH.
WHAT’S NEXT?
Industry experts from Zaggo, Inc., the National Organization for Rare
Disorders (NORD), Landon Pediatric Foundation, Atlantic Research
Group, and BBK Worldwide share their thoughts on how to move rare
disease clinical research forward, and how rare disease research
advances patient-centered research and care.
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RARE DISEASE RESEARCH.
WHAT’S NEXT?
In rare disease clinical research, we know that each and every potential participant
is vital to a study’s success. This is not unique to rare disease research of course,
but it’s a principle that guides stakeholders in orphan drug research especially.
With just 10 approved treatments approved before the Orphan Drug Act went into
effect in 1983 and nearly 500 available today, it’s clear we’ve made pretty incredible
progress in a relatively short amount of time. Coincidentally, BBK Worldwide was
founded that same year and it’s been our privilege to support the research behind
more than 20 percent of these drugs.
In 2015 nearly half of all new drug approvals were for rare diseases. But when
you consider these numbers against the number of Americans with rare diseases –
30 million – we know there is still much work to do.
Those of us working in rare disease understand the power of patient centricity
and patient-centered care models; that improving patient communication and
engagement benefits everyone involved. We must continue to work to ensure
exceptional service to patients across the care continuum – through study
awareness, enrollment, participation, study follow-up, and the sharing of
study data with participants – underscoring how we value study participation
in whatever form it takes.
For this topic, we turned to a cross section of rare disease thought leaders
representing advocacy groups, family caregivers, healthcare providers, and clinical
research organizations – each deeply committed to rare disease research. We
hope their insights inspire you as they do us and leave you even more dedicated to
improved, more patient-centric research.
BONNIE A. BRESCIA | FOUNDING PRINCIPAL, BBK WORLDWIDE
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LISTENING TO PATIENTS

Arming Patients and Caregivers with What They Need
ROBERTA CARSON | FOUNDER AND PRESIDENT | ZAGGO, INC.

Roberta Carson is founder and president of Zaggo, Inc., a national nonprofit devoted to empowering
patients and their families to be more engaged, effective members of their medical teams. She shares
her experiences as a caregiver to her son Zach, who died from a rare and aggressive brain cancer, and
offers advice on what the industry can do to make study participation easier on patients and families.
Can you describe your study experience and how you
learned of the trial and how you were supported, or not
fully supported, throughout?
At the age of 17 my son Zach was diagnosed with DIPG, a rare
and aggressive brain cancer. His diagnosis was so grim we had
to choose his treatment at our first oncologist appointment.
Since there are no known treatments, a clinical trial was our
only option. Our doctor gave us three study options, none of
which we could fully understand. Coping with Zach’s diagnosis
was impossible enough; now we would have to make an
important decision that would impact Zach tremendously –
how long he might live and what side effects he might face.
We did what many others in our shoes do. We asked our
doctor what he would do and we followed his suggestion.
We were lucky to have a very supportive doctor and care
team. They always made time for us, never rushed us through
an appointment and answered every question thoughtfully
and completely.
The first study held the tumor at bay for 15 months, but the
treatment stopped working and he was taken off the trial.
A month later he was placed in a new trial. This was
a devastating time for us.
Soon thereafter, Zach’s high-dosage steroid to combat brain
swelling caused tissue to build in his spinal column, leaning on
his spinal cord. As Zach became immobile, we were desperate
for alternatives and felt lucky to be enrolled in a separate trial
for a medication to reduce brain swelling without steroids. We
knew Zach had a 50/50 chance of getting a placebo, but we felt
it was worth the risk. Unfortunately, Zach’s paralysis worsened
due to the extra steroid he was given along with his placebo.
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The paralysis led to a pulmonary embolism, in the end
causing his death from respiratory failure. As his parents and
his caregivers we had to make the best decisions under the
worst of circumstances, knowing that in the end we might
only extend his life by a little or improve what time he had left.
Devastated to lose him of course, we did take some comfort
knowing that we were contributing to research that might
someday lead to a treatment or a cure.
As Zach’s primary caregiver, what did you learn that
you would want other patients and families to know
before going into a trial and throughout the process?
During Zach’s 27-month battle I was overwhelmed by not only
the dire diagnosis, but also by how difficult it was to navigate
the healthcare system.
I learned that effective communications between the patient/
family and the medical team is critical for making a medical
journey as manageable as possible. However, this is easier
said than done. Many doctors rush patients through timelimited appointments, which can make patients reluctant to
ask questions, even when they don’t understand what they
are being told. Even with ample time, it can be difficult to
know what questions to ask. The adage “you don’t know what
you don’t know” is an unfortunate part of anyone’s medical
journey. Additionally, the stress of a serious health condition
can reduce your thinking capacity. There were many times we
asked ourselves, “Why didn’t anyone tell us this sooner?” or
“Why didn’t we think to ask about this?”
Continues on next page.
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LISTENING TO PATIENTS

Arming Patients and Caregivers with What They Need
ROBERTA CARSON | FOUNDER AND PRESIDENT | ZAGGO, INC.

Continued from previous page.
I also learned that specialists are not always communicating
with each other, placing the burden of transferring knowledge
on the patient and family.
Keeping track of all conversations, documents, test
results, and medications is an important task that can be
very overwhelming when dealing with a serious medical
condition. I was shell-shocked when Zach was first diagnosed
and needed my sister to point out that I should be using
a notebook.
After my experience as Zach’s caregiver, I became dedicated
to helping others manage illnesses and injuries. I started
a nonprofit, and created the ZaggoCare System, a product
that provides easy-to-use practical advice along with
organizational tools to help patients and families be engaged,
effective, empowered members of their medical teams.
What can the industry do to improve a patient’s
access to information about clinical trials and then
to better support patients in clinical trials from
beginning to end?
There are so many clinical trials underway that it can be
difficult and overwhelming for patients to learn about options.
The websites that are available today are not designed for
nonmedical professionals, making it hard for the average
patient to navigate and understand.
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When Zach was taken out of his first trial, he was considered
too sick for most other trials. It took our oncologist a month
to get him enrolled in another trial. During this time, when
Zach received no treatment for his aggressive tumor, we were
fearful that he would not live long enough to get a chance
for a new trial. It was an agonizing month of worry. While I
understand that enrolling very sick patients can negatively
skew study results, it would be wonderful if there could be
a compassionate use program where the patients can get a
drug but not be a formal participant, particularly when there
are no other available options.
Another stumbling block for patients is that many studies
involve a 50/50 chance of getting a placebo. As a patient or
family member, this is a tough decision to make if there are
other options available. With DIPG, there were no known
treatments so a clinical study was our only option. We were
fortunate that for both of Zach’s chemotherapy trials 100%
of patients received the drug; however, the trial for the brain
swelling turned out to be a harmful choice for Zach.
Lastly, it would be great if patients and families could learn
of the progress and results of studies in which they have
enrolled. In many cases, people are knowingly entering trials
with little hope of saving themselves, but have a strong desire
to move science forward. If supporting the research compels
them to participate, don’t they deserve access to trial data
and to know the results of the trial?
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PATIENT COLLABORATION

Appreciating Every Patient’s Experience
PAMELA GAVIN | CHIEF OPERATING OFFICER | NATIONAL ORGANIZATION FOR RARE DISORDERS

When so many rare disease patients commit themselves to becoming experts of their condition,
sponsors must also strive to understand and collaborate with the patients they wish to engage.
Pamela Gavin, COO of the National Organization of Rare Disorders, shares her insights on
what this means and why it’s essential to all clinical research.
What can sponsors do, in your view, to take a more
active role in supporting rare disease communities?
We’re looking for sponsors to collaborate more with patient
organizations and to more fully understand the strengths and
limitations of the patients, family members and organizations
who are supporting their research efforts. The patient’s dayto-day experience extends beyond what may be the focus of
a particular treatment, so it’s critically important to have an
understanding of the disease from the patient’s perspective
when developing the clinical and study design. A way in
which patients and families can uniquely contribute to rare
disease research is by participating in well-designed natural
history studies intended to document the natural progression
of disease and inform therapeutic development. Sponsors can
make a large impact by supporting such studies.
Sponsors must recognize that not all rare disease patients are
the same. Some patients are strong advocates and others are
not. Some are comfortable expressing a strong voice, while
many others respect and appreciate the work that advocates
are doing on their behalf, but need to address the day-to-day
challenges and focus on other aspects of their lives. There is
no one-size-fits-all scenario between rare disease patients.
How do rare disease patients and their families come
to attain a deeper level of understanding and education
around their condition?
It never ceases to amaze me what people can accomplish
when they are faced with an incredible challenge. As we
know, a rare diagnosis holds no bias or prejudice toward
those it afflicts. A rare disease diagnosis can immediately
thrust you into another world; a world where you have to
become an expert in biology, genetics, scientific and clinical
research, drug development, regulatory affairs and advocacy.
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And if they decide to participate or join forces or launch
what may be a disease-specific patient organization, that
list expands to include expertise in non-profit governance, in
capacity building, fundraising, patient education and support
services, and being able to reach out to other stakeholders
in the community to help those who they are advocating for.
Rare diseases pose amazing demands for expertise in so
many areas and it can be overwhelming. Yet people set out to
accomplish these things – maybe not individually, sometimes
in alignment or in concert with another organization or other
experts they bring into the fold. But they rise to the challenge
time and time again, because they often become the experts
in the condition.
NORD was established over 34 years ago by patients and
caregivers for that very purpose, to help support and educate
the community along with other stakeholders, and advocate
for research and public policies that improve the lives of rare
disease patients living in the United States.
What would you like your colleagues who work
outside of the focus of rare disease to understand
about the overarching impact of this research, and
collaboration on general clinical R&D?
By studying rare diseases, we learn about the most
basic causes of disease. Rare diseases become important
teachers about common ones; they help us to identify critical
biological pathways, and systems that are otherwise difficult
or impossible to discern. It can accelerate discovery and
development, and a drug that may be developed for rare
disease may be as or more effective for its more common
disease cousins. The development of therapeutics in rare
disease benefits us all – not just the one in ten of us living
with rare diseases.
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A PHYSICIAN’S PERSPECTIVE

Patient-Centered Care Models: The Path to New Treatments and Cures
DR. CHRIS LANDON | CEO, LANDON PEDIATRIC FOUNDATION

Dr. Chris Landon is a digital health pioneer, pediatric pulmonologist and researcher with more than 30
years of experience. In this interview, he shares his thoughts on rare disease research and treatments,
the progress we’ve made and the work that must continue, and the ways in which all stakeholders can
align to improve study patient care and communications.
Does the increased focus on the rare disease
market leave you hopeful about the future and the
industry’s ability to find new treatments? What shifts
are you seeing in your own practice and with your
own patients?
As a practicing pediatric pulmonologist I have seen the age of
survival for an infant with cystic fibrosis increase from age two
years to a normal life span. The venture philanthropic approach
of the Cystic Fibrosis Foundation, partnering with private
industry, decreasing the cost of clinical trials by maintaining a
Therapeutic Development Network, offering access to a source
of physician, patient and parent support to bring political will
for insurance payment is key to the rare disease market.
I care for patients with advanced disease who will miss the
beneficial effects of early intervention – and that commitment
by the Cystic Fibrosis Foundation, that no patient will be left
behind, drives continued development of treatment and rescue
therapies. The difficulties arise in a rare disease of identifying
the primary endpoint in a trial in which the downhill course of
the disease makes for a very narrow window of intervention.
This has become a special problem in neuromuscular disease.
The intervention, to meet European criteria for funding, really
comes down to resulting in an improvement in Quality Adjusted
Life Years, a realization that small available study sizes in rare
diseases moves to the post marketing phase. We must support
those willing to take this journey in industry and in government.
What changes must still be addressed to better
support clinical R&D for rare diseases?
We must address the multigenerational commitment and
culture at the corporate level to finding treatment for the cure
and control of rare diseases. As a clinician and researcher for
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the better part of four decades, I have had the opportunity to
interact with engineers, salespeople, marketing people, C-suite
executives in therapeutic device companies, pharmaceutical
manufacturers, and venture capitalists. I have always tried to
communicate the clinical and human needs of the patients
and families affected by rare diseases. I have guided them in
potential clinical endpoints, made my patients and professional
contacts available, and followed their efforts and supported
them as best as I could for decades. I maintain a small staff
specifically to filter further interactions, sign up for clinical trials,
look for patients within my system of care for rare disease
trials, and to assess the usability of new measures.
What special considerations should both pharma and
physicians understand when recruiting patients for
rare disease trials?
The parents, patients, and professionals in my experience,
understand that the community of patients and families need
to see the change in the arc of disease. The difficulties I have
seen in trials wind around a delicate thread – patients who
may underperform on baseline tests to get into a trial, or arrive
tired after travelling from a distance and when they return for
follow-up perform better. Unfortunately if they have been on
the placebo medication and this “false improvement” occurs
in a better rested child or a pulmonary function test is blown
with full force, the results become insignificant and the trial
and drug development comes to a halt. It is important that we
move into the twenty-first century of telehealth, bigger data,
make training on devices and apps as simple as the old Dell
Quick-Start Guide, and ensure that data collection devices,
and the apps they are tied to, are certified.
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REDUCE STUDY BURDEN

Shortening Timelines, Improving Clinical R&D
JOHN BOLAND | VICE PRESIDENT OF PRODUCT DEVELOPMENT | ATLANTIC RESEARCH GROUP, INC.

John Boland has been involved with all aspects of drug development including Preclinical, CMC,
Regulatory, Clinical Operations, and Quality Assurance, and leverages his experiences developing
orphan products to help ARG’s clients bring rare disease treatments to market. In this interview,
he offers insights on how sponsors can overcome the challenges inherent in rare disease research.
The increased focus on the rare disease
market over the last several years has many
feeling hopeful about the future and the industry’s
ability to find new treatments. But for most patients,
the industry isn’t moving fast enough. What are some
of the biggest challenges that could be addressed
today to improve clinical R&D for rare diseases,
and shorten treatment timelines?
Nearly 80% of clinical trials experience delays largely related
to missing patient recruitment goals. Rare disease studies
are no exception and in many cases, the challenges to recruit
rare disease patients are amplified by numerous factors such
as disease awareness, competing studies, and complex study
designs, just to name a few. To address these challenges
sponsors should engage with patient advocacy groups,
KOLs, and research partners (CROs) early in the development
process to ensure a clear understanding of the disease state
and patients’ experience and work to translate that into
pragmatic study designs and development goals.
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What special considerations should pharma
companies understand when planning and
recruiting patients for rare disease trials?
There is no set formula for conducting rare disease studies.
Each indication will present its own unique set of challenges.
If there is one constant across all rare disease studies though,
it’s to make every reasonable accommodation to reduce the
study burden on these patients. That might mean arranging
a car service to get them to their visits or sending a traveling
nurse to their home to collect blood samples. The key is to be
nimble, creative, and compassionate and treat these patients
like gold.
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WORKING COLLABORATIVELY

Comprehensive and Unwavering Patient Support
SARAH MANDRACCHIA | DIRECTOR OF MEDIA AND RESEARCH | BBK WORLDWIDE

While we’ve made sizable progress over the last several years in rare diseases research, much work
remains. BBK Worldwide’s Director of Media and Research Sarah Mandracchia shares her thoughts on
what special considerations pharmaceutical companies and their vendor partners must understand as
we continue to work collaboratively to raise awareness about clinical trials and in supporting patients
and caregivers throughout the study and beyond.
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What special considerations should pharma and
CROs understand when building patient recruitment
programs for rare disease trials?
With all clinical trial program executions, pharmaceutical
companies and CROs need to understand their audiences
deeply – sites, patients, physicians, advocacy groups,
community groups, and so many more. This understanding is
the foundation upon which all programs should sit: programs
that target and support the patients’ unique needs and that
are both site- and patient-centric. For rare disease trials,
where a patient’s medical needs are not being met or are
unavailable, the need for this understanding is intensified
and requires careful implementation. From protocol design
to retention programs, rare disease trials need to consider
options that might not be necessary for another study, such
as travel accommodations for patients traveling to and from
their study visits and patient ambassadors to assist patients
through their trial journey. These special but important
elements improve patient retention and support their
altruistic motivation in participating in a clinical trial.
What changes must still be addressed to better
support clinical R&D for rare diseases, and the
patients participating in rare disease studies?
Education and awareness. Clinical trials are all too often not
considered in treatment care – for patients and their families,
advocacy groups, physicians, etc. The more we can educate
the community on the power of clinical trial participation and
the potential benefits, not only for the patients participating
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but for all patients suffering currently (as well as future
patients) – the more we can impact enrollment into these
programs. Second to education and awareness is innovation.
When we improve the programs we’re able to offer to
patients and sites, every element of the program benefits.
Patient retention and site engagement rates improve,
which of course leads to better data and better science.
Can you share an example of a study that supported
rare disease patients particularly well, and how?
In a recent study for a rare disease pediatric trial involving
newborns, the pharma sponsor and CRO, with BBK’s support,
upheld patient centricity from study start-up through to
completion, which resulted in achieving enrollment months
earlier than anticipated. Including patients in the protocol
design and conducting interviews with families affected by
the disease to help drive their strategic messaging platform
were instrumental in building a successful campaign.
Once in the implementation phase, the sponsor provided
reimbursement and transportation services, allowing patients
to travel across borders. In one instance, the sponsor flew
a newborn and their family from Turkey to the U.S. to
attend their screening visit within the visit requirements
and provided a patient ambassador to support cultural
assimilation for the family. When you design a clinical
study with the patients’ and sites’ needs in mind,
everyone benefits and the end results can be remarkable.
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A series of questions and answers with industry experts
from BBK Worldwide, Oracle, The Michael J. Fox Foundation,
and the Institute for Aging Research that provides useful insight
into the state of mHealth today, its future potential, and how
to overcome any perceived risk associated with innovation.
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A Guide to mHealth in Your Next Clinical Trial
Industry Experts Weigh in on the Benefits and Risks Associated
with mHealth Adoption
It is hard to dispute the fact that mHealth technology works. It is quickly
becoming the new norm in healthcare and for good reason. While the clinical
trial industry has traditionally been slow to adopt technology in key engagement
areas, innovation in this area has quickly evolved in recent years. The industry
has seen the development of apps that are working to provide anytime, anywhere
access to information, whether for study patients, investigative sites, or sponsors
of clinical research, all critical to study success. Additionally, the development of
medical-grade sensors utilized through wearables is being introduced, evolving
how large data streams are aggregated and put to good use throughout the
course of a study.
Much of the mHealth technology on the market today provides the same
functionality that sites have been providing for years, but in a more streamlined
fashion. It allows information to be aggregated through a device most people
are already utilizing on a regular basis – their phone. This being said, embracing
new innovation does not come without risk and mHealth is no exception.
The following pages provide useful Q&As with a variety of experts that are
innovating in the areas of mHealth and putting new mobile health technologies
to good use within the clinical trial setting. We hope the content inspires you
to put mHealth to good use in your next clinical trial.
For more about mHealth, visit our blog: innovations.bbkworldwide.com
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INCREASED ENGAGEMENT

Utilizing the mHealth Model to Increase Engagement
MATT KIBBY | PRESIDENT | BBK WORLDWIDE

These days you can’t go anywhere without seeing people clicking away on their mobile phones. So how
can we utilize today’s connected mHealth model to better tap into clinical trial patients through
means they are already using, such as their phone? Moreover, does mHealth have the ability to engage
more than just patients? Matt Kibby answers these questions and takes a look at how any risk associated
with the adoption of new technology innovations can be removed so the clinical trial industry can press
ahead and take advantage of the ROI mHealth has to offer.
How can we use the new connected mHealth model
to increase patient engagement?
The notion of wearables is not a new one, but ResearchKit
and the Apple Watch are the next major steps in the
consumerization of mobile technology within the healthcare
industry. Once the form-factor is set and the critical mass
of people have bought into the technology, it will just be
a matter of time before the medical-grade sensors are
introduced to these consumer products. From there patient
engagement will almost be organic – it will happen naturally.
For now, a first step is engaging patients about clinical study
participation where they already are – on their mobile devices.
Is mHealth only targeted to patients?
It’s true, mHealth technology has the power to hugely benefit
patients; however, its uses are also relevant to investigators
and site staff, especially early on in clinical trial. Beyond
providing accurate, regulatory approved data, some of today’s
mHealth-related apps can poll the site regarding what might
be needed now to improve study operations. For instance,
do sites need additional materials that will prove useful to
patient recruitment efforts? Apps also have the ability to
aggregate trends during prescreening and allow real-time
course correction as needed to improve screening rates.
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How can we take the risk out of the adoption of
mHealth innovation?
The clinical trial industry takes on a great deal of risk at
the molecule level (more than 95% of all IMPs fail). With
quickly evolving technology, there is a resistance to take on
any additional presumed risk. But many of the apps today
provide the same functionality that sites have been providing
for years. The differentiator is that mHealth takes a more
streamlined approach. There are apps on the market today
that are specifically designed to help sponsors keep sites on
track by delivering key study information, tactics, and strategy.
Technology providers like ours must continue to innovate in
this space to deliver companies what they need to enroll trials
more quickly and efficiently, and give patients the tools and
data they deserve as study participants. In very short order,
mobile is becoming the new baseline.
It is hard to dispute the fact that mHealth technology works.
It has the ability to provide a service that can increase
engagement in the clinical trial industry. By providing a steady
feedback loop, mHealth has the means to promote increased
patient engagement and allow sites to take advantage of
real-time data to improve the course of the study before
additional time and money are wasted. In time, it is likely that
mHealth will be seen as a cost-saver and something a clinical
trial cannot do without.
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mHEALTH & RISK

Overcoming Barriers to mHealth Adoption
LARRY SUAREZ | MOBILE ARCHITECT | ORACLE HEALTH SCIENCES GLOBAL BUSINESS UNIT

mHealth is playing an increasingly important role in life sciences, but what are some of
the obstacles to mobile technology that lie ahead? Larry Suarez takes a look at the role mHealth is
now playing in the Life Sciences industry and what impact it has the potential to make on clinical
trial research as the technology continues to evolve.
Mobile devices are quickly playing an increasing
role in Life Sciences. What trends have you been
witnessing – or driving, in the mobile arena?
The current area of interest for pharmaceutical companies
is postmarketing of new FDA-approved drugs. “Patient
engagement” has become the main thrust of postmarketing.
The monitoring of participants using mobile devices allows
pharmaceutical companies to study new drugs released
to the market for patient safety and patient well-being.
The key is having access to the participant 24 hours a day
via their mobile device. Researchers and care providers
can not only monitor their participants remotely for drug
safety but can also engage the participant for medication
adherence, behavior modification, and improving participant
quality of life.
What are some of the biggest benefits and obstacles
to mobile technology use today within Life Sciences?
At no other time in medical history have we had such direct
access to participants as we do now with mobile devices.
Researchers now have the opportunity to accelerate
research for major medical efforts such as personalized
medicine and biomarker research, which will lead to better
participant interventions, prevention strategies, and highly
effective drug treatments. The current trend is to use mobile
devices for data collection. In the near future, we will see
advanced mobile solutions for treating patients through
mobile devices. Mobile treatments will address depression,
PTSD, addictions, and chronic diseases. At first we will see
treatments through clinical studies only. Public access to
mobile treatments will come based on how the FDA plans
to approve mobile solutions.
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The biggest obstacle to the use of mobile devices in life
sciences is that pharmaceutical companies and researchers
are slow to respond to technology, although that is improving.
Apple’s introduction of ResearchKit and new health startups
are pressuring researchers to include mobile devices in their
studies and trials.
If there were one piece of advice you could offer up
regarding mHealth what would it be?
We must accelerate research in mHealth and make it
easier to conduct studies in this area. Technology is now
accelerating at an unimagined pace and far outstripping
research. A common statement that I hear from researchers
is that they feel left behind in the current onslaught of
technology. We must engender collaborations among
researchers, clinicians, care providers, and entrepreneurs.
The current grant mechanism used to fund research is out
of step with the current trends in technology.
It seems clear that mHealth is no longer just a trend – it is
making a mark on all aspects of the Life Sciences Industry,
including clinical trials and research. mHealth is changing
the way data streams are accrued with the ability to monitor
24/7 and will allow researchers to accelerate timelines
for important studies. But, while it does seem mHealth
technology has come a long way in just a few years, there
is still a long way to go in terms of translating the data and
working to address patients directly in order to improve
quality of life.
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SITE ENGAGEMENT

The Power of mHealth in Clinical Trial Site Engagement
DAVID FLEISHMAN | DIRECTOR OF ACCOUNTS | BBK WORLDWIDE

It’s widely reported that nearly 40% of sites fail to meet their enrollment targets and study
timelines often end up doubling. Companies must look for new ways to optimize site and study
operations, and capitalize on efficiencies through mobile technology to ensure optimal relationships
with sites. David Fleishman takes a look at some of the challenges that arise for site engagement
and how mobile has the power to help.
What are some of the top challenges sponsors
face today?

How can mHealth play a role in identifying any
study issues and addressing them quickly?

The global operating environment for trials continues
to be increasingly competitive and complex. As a result,
demand for new approaches and solutions to improve
site engagement and patient enrollment has increased
dramatically. Remaining at the top of the list, among the
many other challenges sponsors face today is making sure
sites have real-time access to the right study information
and materials. When the study community has what it
needs to be and stay informed, the right patients enroll.
Conversely, if access to the most up-to-date information
is delayed or difficult to find, enrollment opportunities
are lost.

One of the many benefits to mHealth within clinical trials
is the notion of real-time reporting and analysis of data
streams currently unavailable. Today’s mobile technology
allows sponsors to understand how each site is performing
at all times, which sites might need improved engagement
and/or additional materials, and if there are any issues that
require immediate attention.

The success of a clinical trial depends on many
moving pieces. What are some of the most important
components of a trial that can be automated with
the implementation of mobile technology?

Consumers continue to drive the demand for information
anywhere and anytime – and sites are no exception. Just
as mobile-friendly patient recruitment and engagement
campaigns are greatly enhancing patient engagement and
retention, and having a positive impact on the study as a
whole, so too are apps designed to help sites and study
managers. For sponsors, apps are the new baseline and a
major competitive differentiator for sponsors fighting for
mindshare in an increasingly competitive clinical landscape.

Keeping sites and study teams informed with the latest
regulatory-approved protocols, tools for evaluation and
training, and patient materials is paramount. A lack of site
training and/or ineffective training related materials has a
big impact on enrollment rates. Materials lacking proper
ethics approvals can derail a study completely. Today’s
mHealth technology has the ability to integrate study
implementation into daily activities, which can reduce
enrollment costs and timelines, and alleviate a site’s biggest
patient recruitment pressure points including enrollment
readiness, orientation and training, and screen-failure
percentages.
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MOBILE APPS & WEARABLES

How Mobile Apps and Wearables Will Raise the Patient Voice
LILY CAPPELLETTI | DIRECTOR OF RESEARCH ENGAGEMENT | THE MICHAEL J. FOX FOUNDATION

Devices like mobile phones and smartwatches will help patients contribute powerful, real-time data
to medical researchers, but how do we collectively make sure their commitments make a real impact?
Lily Cappelletti highlights a few ways her organization is utilizing mHealth to empower patients to make
a difference through their own data and feedback.
We talk a lot about the impact mobile and sensor
technology will have on research data, but what
does mHealth mean today from your perspective?
Patients are our partners in clinical research. They are
the only ones who can tell us about the experience of
daily life with Parkinson’s disease. We must offer them
more innovative, accessible tools to contribute their
unique perspective.
We recently launched Fox Insight, an online clinical study
where participants, both those with and without Parkinson’s,
can enter data on symptoms, medication use, and other
aspects of daily living. In the near future we plan to integrate
data captured through mobile applications and wearable
devices. Information from mobile surveys and sensors
coupled with the demographics entered into Fox Insight
will build a holistic dataset that will offer new insight
into the variability and progression of Parkinson’s disease,
advancing research and care practices.
What benefits do you believe apps have to offer the
clinical trial community? Any challenges?
Millions of dollars are invested in drug trials that measure
a new treatment’s impact through subjective, periodic
clinical assessments and patient diaries. Apps and wearables
will never replace clinical examinations, but they offer a
supplemental, objective picture captured over time.
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Much like any new innovation, there is a learning curve.
Some question whether the patient sample is representative
of the broader population. Of course, this is a concern for
traditional trials, as well. There is always some selection
bias. The hope with these technologies is that we will
attract a large enough sample size that the findings will
be generalizable.
What is The Michael J. Fox Foundation doing
with apps and wearables today?
MJFF announced a partnership with Intel in 2014 to evaluate
wearable devices for tracking measurable features of Parkinson’s,
like slowness and frequency of movement. Intel engineers
are comparing the data to clinical observations and patient
diaries to test the devices’ accuracy and are developing
algorithms to translate the data to actionable insights.
We’re also involved in the rollout of the Parkinson’s mPower
app, developed by Sage Bionetworks and partners. That app
captures patient and control volunteer data through surveys
and tasks such as finger tapping and voice testing.
We plan to integrate both these and emerging technologies
with Fox Insight in the near future.
The future of mHealth use in clinical trials – including apps
and wearables – is looking very bright. If mHealth has the
ability to recruit a larger patient pool and capture accurate
data that can help paint a clearer picture of disease, the
possibilities are endless.
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PHYSICIAN ENGAGEMENT

Can mHealth Provide a Higher Standard of Care?
JASON RIGHTMYER | DIRECTOR, RESEARCH INFORMATICS | INSTITUTE FOR AGING RESEARCH, HARVARD MEDICAL SCHOOL AFFILIATE

We have explored how mHealth affects both patients and sites, but how is mHealth attributing to
physician engagement? Jason Rightmyer provides his insights on how mHealth and the data it provides
are changing the way physicians treat their patients, and how the large data streams received by way of
mHealth can be utilized in the near term to advance important research initiatives.
From the perspective of the physician, how is
mHealth changing the face of healthcare?
Mobile devices will lower the barrier to collecting data
on patients, their environment and healthcare-relevant
interactions. Larger quantities of diverse data points lead
to more insight, which strengthens evidence-based research
and clinical decision making. However, increased data can
lead to noise and information overload. With an additional
influx of data, new systems will be needed to assist clinicians
in processing and assessing data coming in from all sides
(patients, health care systems, public health sources, etc.).
New mHealth innovations are already encompassing
telemedicine and high definition sources, which will enable
rural physicians to seek support from big city doctors or allow
for more accurate expert system diagnosis in the field. This
evolving technology will allow healthcare practitioners to
harness the power of their smart devices to collect more
accurate data and use them in a meaningful way.
How will these new mobile data streams be utilized in
the near term to further important research initiatives?
And what challenges do these new data sets present?
In the near-term, it will be a novelty as few researchers
have the facilities to handle and interpret the volume of
data. While cheap technology allows upstarts to break into
the business today and fill in any gaps where traditional
institutions (big pharma, health systems, etc.) don’t have
the agility to do so, they likely won’t survive in the long term.
This being said, the knowledge gained will spur competition
and investment by those traditional institutions to truly move
the needle on mHealth innovation.
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Even if we have organizations that can in fact read these
massive data streams, mobile streams include a lot of
extraneous information. The question remains: how can we
capture context in relationship to the stream? New research
methods and systems must be developed to filter out the data
and identify the right signal, let alone how/if that signal relates
to other clinical outcomes.
In your opinion, where do you see mHealth trends
moving in the Life Sciences space in the coming years?
The equipment will get smaller and cheaper, driving down
per-patient costs while dramatically increasing volume of data
collected simultaneously (physiological, geospatial, temporal,
genetic, etc.). Patients will continue to become more
comfortable with the idea of mHealth and wearables. In terms
of clinical trials, patients may be more willing to take part in
research since participation may become less onerous given
the passive nature of measurements. Additionally, access to
real-time, accurate data and useful, personalized feedback
has the potential to improve protocol adherence. It’s important
to note that these same technological trends will have similar
effects on basic science and early stage drug development too.
While it seems there is still work to be done on efficiently
reading and capturing the right data, mHealth usage on the
part of both the patient and the physician can be a game
changer for clinical studies. The same type of app that allows
patients to track appointments, medication intake, and vital
data that a study depends on, offers physicians access to
consistent, real-time or just-in-time patient tracking versus
sporadic observations. mHealth can mean shortened study
times, which can in turn affect how quickly drugs make it
to market.
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Industry experts from BBK Worldwide, The
Michael J. Fox Foundation, Be the Partner,
Landon Pediatric Foundation, and Apptomics weigh in
on the state of mHealth today and its future potential.
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Enhancing the Patient Experience through
mHealth – a Win-Win
Is the path to collecting better data and facilitating better outcomes
paved with improved mobile communication? We believe it is.
In less than five years, mHealth has evolved from a futurist’s bold idea to the
new normal. Studies are implementing patient- and site-facing apps and reaping
the rewards today. We know that mHealth technologies are arrows in a sponsor’s
patient-centric quiver – and that strategies that include them see improved
engagement, more reliable data and higher retention rates.
Yet in many ways, the push for technological innovation in life sciences is a return
to the basic fundamentals of healthcare. How do we better understand the patient’s
condition, symptoms and daily struggles? How do we provide optimal care? We
extend care beyond the standard two- to three-visit care plan. We’re mindful in the
real-time collection of patient data and our analysis of it – as if we’re there with
them on a day-to-day basis.
Mobile apps are providing anytime, anywhere access to information, whether for study
patients, investigative sites or sponsors of clinical research, all critical to study success –
but apps were just the beginning. Moving forward, we’ll continue to see medical-grade
sensors utilized and new telehealth applications – all evolving how large data streams
are aggregated and put to good use throughout the course of a study.
The following pages offer insights from a variety of key stakeholders and industry
experts; each pushing for mHealth innovation and putting digital technologies to
good use across clinical research. We hope their experiences inspire you to think
not only about the ways in which mHealth can benefit your next study, but how these
innovative technologies will continue to impact the clinical research process from
start to finish – and ultimately bridge the gap between patient centricity and the
latest therapeutic breakthrough.
MATT KIBBY | PRESIDENT | BBK WORLDWIDE
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BETTER INSIGHTS

How Mobile Apps and Wearables Will Raise the Patient Voice
LAUREN BATAILLE | ASSOCIATE DIRECTOR OF RESEARCH PARTNERSHIPS | THE MICHAEL J. FOX FOUNDATION

Devices such as mobile phones and smartwatches help patients contribute powerful, real-time data
to medical researchers, but how do we collectively make sure their commitments make a real impact?
Lauren Bataille highlights a few ways her organization is utilizing mHealth to empower patients to
make a difference through their own data and feedback.
We talk a lot about the impact mobile and sensor
technology will have on research data, but what does
mHealth mean today from your perspective?
Patients are our partners in clinical research. They are the only
ones who can tell us about the experience of daily life with
Parkinson’s disease. We must offer them more innovative,
accessible tools that allow them to contribute their unique
perspective. mHealth can help build that bridge.
MJFF announced a partnership with Intel in 2014 to investigate
the use of wearable devices (a smartwatch and smartphone
application) for tracking measurable features of Parkinson’s,
such as slowness and frequency of movement. Intel engineers
developed algorithms to identify movement patterns specific to
Parkinson’s, including tremor or dyskinesia. In addition to wearing
the watch, participants also enter information on their medications
and life with the disease into the smartphone application and
through periodic surveys in an online platform. Taken together,
these data may offer new insight into the lived experience
of Parkinson’s, effect of treatments, and the variability and
progression of this disease. To date, there are approximately
600 people enrolled in the study, called Fox Insight Wearables,
with a goal of reaching 3,000 participants in 2017.
What benefits do you believe apps have to offer the
clinical trial community? Any challenges?
Millions of dollars are invested in drug trials that measure a
new treatment’s impact through subjective, periodic clinical
assessments and patient diaries. Apps and wearables will never
fully replace clinical examinations, but they offer a supplemental,
objective picture captured over time.
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Much like any new innovation, there is a learning curve. Some
question whether the patient sample is representative of the
broader population. This is a concern for traditional trials as
well; there is always some selection bias. The hope with these
technologies is that we will attract a large enough sample size
that the findings will be generalizable.
What is The Michael J. Fox Foundation doing with apps
and wearables today?
We are investigating the many different areas where wearable and
mobile technology could have utility, from the research site to the
clinic to at-home disease management. Six studies are currently
using the Fox Insight Wearables platform to conduct research.
These include population studies for longitudinal data collection,
investigations into an app’s ability to measure drug efficacy, and
creating a clinician-facing dashboard for patients to share their
experiences with their care providers.
MJFF is also expanding its investment in mHealth. This
summer we will launch an advisory group of representatives from
pharmaceutical companies to learn what barriers exist to using
mobile technology in drug trials and how to overcome them. We
will also be working more with our patient population to fully
understand the mHealth tools they want or need to help with
their disease management.
The future of mHealth use in clinical trials – including apps
and wearables – is looking very bright. If mHealth has the
ability to recruit a larger patient pool and capture accurate
data that can help paint a clearer picture of disease, the
possibilities are endless.

CHAPTER 10 // FOCUS 5: NEXT-GEN mHEALTH

PATIENT DATA

Unlocking Patient Trial Data and the Sponsor–Patient Relationship
THOMAS KLEIN | FOUNDER AND CEO AT BE THE PARTNER

New mHealth technologies are enabling the clinical research industry to extend care and collaboration
beyond the study life cycle. Thomas Klein, Founder and CEO at Be the Partner, highlights how mHealth
can empower patients with post-study data, and create a community where patients and sponsors can
connect like never before.
How can we use the new connected mHealth
model to increase patient engagement?

How can we take the risk out of the adoption
of mHealth innovation?

The notion of wearables is not a new one but the announcement
of ResearchKit and the Apple Watch are the next major steps in
the consumerization of mobile technology within the healthcare
industry. Once the form-factor is set and the critical mass of
people have bought into the technology, it will just be a matter
of time before the medical-grade sensors are introduced to these
consumer products. From there patient engagement will almost be
organic – it will happen naturally. For now, a first step is engaging
patients about clinical study participation where they already
are – on their mobile devices.

The clinical trial industry takes on a great deal of risk at
the molecule level (more than 95% of all IMPs fail). With
quickly evolving technology, there is a resistance to take on any
additional presumed risk. But many of the apps today provide the
same functionality that sites have been providing for years. The
differentiator is that mHealth takes a more streamlined approach.
There are apps on the market today that are specifically designed
to help sponsors keep sites on track by delivering key study
information, tactics and strategy. Technology providers like ours
must continue to innovate in this space to deliver companies what
they need to enroll trials more quickly and efficiently, and give
patients the tools and data they deserve as study participants.
In very short order, mobile is becoming the new baseline.

Is mHealth only targeted to patients?
It’s true, mHealth technology has the power to hugely benefit
patients; however, its uses are also relevant to investigators and
site staff, especially early on in a clinical trial. Beyond providing
accurate, regulatory approved data, some of today’s mHealthrelated apps can poll the site regarding what might be needed now
to improve study operations. For instance, do sites need additional
materials that will prove useful to patient recruitment efforts?
Apps also have the ability to aggregate trends during prescreening
and allow real-time course-correction as needed to improve
screening rates.
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It is hard to dispute the fact that mHealth technology
works. It has the ability to provide a service that can increase
engagement in the clinical trial industry. By providing a steady
feedback loop, mHealth has the means to promote increased
patient engagement and allow sites to take advantage of real-time
data to improve the course of the study before additional time and
money are wasted. In time, it is likely that mHealth will be seen as
a cost-saver and something a clinical trial cannot do without.
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IMPROVED CARE

The Important Role Physicians Play in the Success of mHealth
DR. CHRIS LANDON | CEO AT LANDON PEDIATRIC FOUNDATION

Dr. Chris Landon is a pulmonologist with more than 30 years of experience in cystic fibrosis care and
related research. In this interview, he shares his experiences in implementing mHealth technology and
his insights on how its evolution stands to shape the healthcare industry and improve care delivery.
How do we improve the ways in which we find patients
willing to participate in trials?
Consumer products like the Apple Watch and related health
apps will help raise general awareness, but will not succeed
as a patient recruitment tool per se in their current form.
Consumer-facing products need to be useful, and fun and social.
They also need to be regarded as trustworthy, not cumbersome,
involve physicians, partner with insurance companies, overcome
reimbursement barriers – and not be at risk of being withdrawn
from the market before its utility has evolved.
As we move forward, how can pharma and other study
stakeholders help fuel the adoption of mHealth?
There is the potential for a very supportive ecosystem, yet there
remains a large amount of paper and challenges with electronic
health records (EHRs). Having watched various versions of Health
Language 7 interfere with health information exchange between
competing EHRs, I believe we need a single overlay on top of the
EHR with registries and vital events tracking; data collection and
reporting; electronic decision support with study information,
protocols, algorithms and checklists; provider-to-provider user
groups sharing recruiting information and disease consultation;
work planning for the local clinical trial organization with scheduling
and human resource management; supply chain management; and
financial transactions and incentives including patient travel.
Our group has been working on this for two decades and we are
beginning to see the integration as the issues of secure information,
rapid data acquisition, adequate memory and storage, and the
acceptance by the FDA of new endpoints. We are currently funded by
pharma to test the integration of products like CareMessage in our
COPD, diabetes, and cystic fibrosis trials bringing the mobile phone
function of short message service to the patient for reminders, decision
aids, video recordings, images, and interactive message and voice
response. The frustration and reluctance of physicians to participate
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in the process can be overcome by clinician-led measures to be
presented with relevant information and with fewer clicks.
Can you share some examples from your work to bring
the benefits of mHealth to patients?
We are undertaking a project with Leaf Technologies to look at
the prevention of Hospital Associated Pressure Ulcers utilizing
accelerometers and the Zigbee protocol, a longer-range Bluetooth.
This came out during a separate proposed trial of a medical device for
airway clearance when the target intensive care unit revealed patients
were not uniformly receiving the Ventilator Associated Pneumonia
Protocol in the area of bed elevation. We needed to be able to hold all
variables constant and creating an Internet of Things brought about
this integration of mHealth devices that can include suction canisters,
sedation and ventilator support management, and provider hygiene,
consistently and across multiple trial sites.
If there was one area within mHealth that you could improve
today what would it be?
Involve the clinicians in the development of the tools prior to
submitting to the FDA. We call this pressure testing. We have had to
drop out of studies because of ePro diaries that had failed batteries,
charging systems, support systems for pulmonary function test
machines that transmitted data via landlines and support in Romania.
Our group appreciates the rapid growth in the availability and
incorporation of digital technologies. It has created extraordinary
opportunities for our own work in translational research, markedly
enhanced through the capabilities of big data aggregation and
analytics, wireless sensors, online study enrollment, mobile
engagement, and much more. At the same time, each of these tools
brings distinctive security and privacy issues that most translational
researchers are inadequately prepared to deal with despite
accepting overall responsibility for them.
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PATIENT CENTRICITY

Empowering Patients and Improving Healthcare
DR. GEORGIA MITSI | FOUNDER, APPTOMICS, INC.

Dr. Georgia Mitsi is the founder of Apptomics, a company dedicated to creating mobile
health solutions that empower patients and strengthen patient–physician relationships.
In this interview, Dr. Mitsi discusses how informed patients will continue to push
for mHealth technologies and how they stand to dramatically improve the quality of
data collection and healthcare monitoring and delivery.
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mHealth targets several different audiences. Can you
share some examples, from your own work, of these
technologies bringing big benefits to patients?
One of the greatest opportunities that mHealth creates is to
better educate patients about their condition. For a patient
living with Parkinson’s, the time spent at his/her specialist’s
office per year is estimated around 60 minutes, across three
visits. This is simply not enough time to evaluate symptoms,
progress, and to ask questions. What’s more, often patients
suffer from unnecessary side effects that could be minimized
if only doctors had access to reliable data that would enable
simple adjustments to their medication. mHealth solutions can
facilitate tests and mimic parts of the neurological evaluation in
minutes via tablet or smartphone, allowing specialists to better
understand how the patient is responding to his/her medication.
Any necessary adjustments to medication can be adjusted in
real time, helping the patient immediately versus waiting for
the next visit, often three or four months later.
Patient centricity and mHealth go hand in hand. How will
this alignment continue to shift the clinical trial landscape
over the next 3–5 years?
This alignment will continue to help fuel adoption of certain
technologies, but let’s start with the definition first. Patient
centricity may mean different things to different people. For me,
patient centricity in clinical trials means involving patients early
on in the trial design and treating patients as true partners. The
benefits are immeasurable and range from improving the overall
experience, to positively affecting the economics of the trial.
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Many useful technologies have been and are being developed
by great minds, but patients must be treated as real people
who have very busy lives. Wearing multiple devices and checking
vitals every two hours won’t be feasible for most people.
Technology only serves its purpose if patients are willing to use
it. Otherwise, the whole process feels more like spending months
designing an expensive, elaborate gown without first taking
measurements of the person for which the gown is intended.
As we move forward, how can pharma and other key
stakeholders help fuel mHealth adoption?
Increasingly, all key stakeholders across clinical research –
including, pharma, FDA, CROs, patients and caregivers,
foundations, providers and healthcare payers – are exchanging
positive feelings about mHealth innovations. Is this sentiment
strong enough to “push” adoption and streamline the processes?
Is this sentiment strong enough to allow for coordinated,
collaborative efforts and reduce the silo effect? I’m
incredibly optimistic, but real change takes time.
Like every other technological innovation, mHealth
technologies will require refinement, improvement and continued
dedication, and not all stakeholders will embrace change equally.
But I do believe that increased awareness on the power of
patient centricity will continue to help push mHealth forward.
Today’s healthcare consumer is showing a preference for tools
that will help optimize the treatment process, simplify the study,
and collect more reliable data. They are helping to set new rules
and all stakeholders involved must exercise active
and meaningful listening.
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“Site satisfaction is derived from patient satisfaction, and conversely stated: patient
satisfaction is achieved only when care is provided by dedicated, knowledgeable,
and empathetic medical and nursing professionals. BBK’s mission is to alleviate site
burden, thus enhancing the clinical trial experience for all stakeholders.”
BONNIE A. BRESCIA | FOUNDING PRINCIPAL

About BBK Worldwide
Sponsors of choice choose industry leader BBK Worldwide for its one-stop, tech-enabled
engagement and recruitment services specifically designed to be patient-centric and investigator
site approved. One of the few remaining corporately independent and full-service R&D
marketing firms, BBK is proud to have on its client roster the world’s leading pharmaceutical
and biopharmaceutical companies and their outsourced CRO and eClinical providers.
BBK Worldwide has maintained its position at the forefront of patient recruitment and
engagement innovation for almost 35 years. BBK has been first-to-market with a range of
creative and technology solutions including the award-winning RSG ® Arrive and Arrive Plus
for patient travel; RSG ® Card for global patient reimbursement; My Clinical Study Buddy ® and
Protocol Pal ™ for patient and site engagement via mobile apps; referral and recruitment expertise
through BIO Notifier ® and Clinical Study Notifier ; Your Study Nurse site concierge services;
and our hands-on Site Ambassadors for thoroughly customizable site support initiatives. Our
commitment to ongoing adaptation and industry breakthroughs is made possible by our patented
smart technology TrialCentralNet ® -- the industry’s most comprehensive, secure, and
user-friendly recruitment and engagement platform.
Headquartered near Boston, Massachusetts, BBK has partners and offices across Europe and
the Asia Pacific region.
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