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.
Build a Roadmap for Success
Improve Site Selection
Gain Patient Mindshare
Attain Cultural Relevance
Reach the Right Audience
Leverage Real-Time Data
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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 eBook provides insight to help sponsors minimize this risk and keep their study timelines
and budgets on track.
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Building a roadmap 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.

2

A BBK WORLDWIDE eBOOK: OPERATIONAL EXCELLENCE FOR SUCCESSFUL GLOBAL PATIENT RECRUITMENT

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 sub specialties, 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 complimentary 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 creative 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 – to include 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, and advertisers will spend
$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.
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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 six
year 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

 etz KA. Evolving Challenges and Opportunities for Clinical Trials Conference presentation, Clinical Trials Ontario, Feb 2014
G
(data: JA DiMasi).
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About BBK Worldwide
BBK Worldwide is the foremost patient recruitment and engagement technology firm,
providing a range of award-winning creative services and technology solutions to the world’s
most innovative pharmaceutical and biopharmaceutical companies and their outsourced
suppliers, such as CROs and eClinical providers. Committed to providing the support and
solutions needed to improve patient engagement, enroll clinical studies on time, and expedite
time-to-market, BBK delivers the industry’s only suite of products built from the ground up to
address the patient and site engagement challenges inherent in running large, multinational
studies. Headquartered near Boston, Massachusetts, BBK has partners and offices across
Europe and the Asia Pacific region.

If you would like to learn more about BBK Worldwide and our approach to
global patient recruitment and engagement, please contact us.
117 Kendrick Street, Suite 600
Needham, Massachusetts 02494
United States
info@bbkworldwide.com
+1.617.630.4477

bbkworldwide.com

