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About this ebook
With the globalization of clinical trials rapidly expanding, the
industry’s practices are shifting. We’ve selected some of our most
popular blog posts that speak to the topic and compiled them into
one handy ebook.
This book is yours to reference when it comes time to strategize for
your next global clinical trial.
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Introduction
Our many years of experience in supporting clinical trials have been a
fascinating, and at times frustrating, journey-often at the same time! In
a global environment, there are unique challenges and new learning
opportunities presented with every study.
Specialty experience in patient recruitment and engagement, clinical
translation services, study startup materials, ancillary supplies, and
global logistics has allowed us to gain novel perceptions related to
global strategies.
We hope that the insights we share in this book will provide value and
direction for you and your team while on your clinical journey.
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Chapter 1:

7 Tips for Global Site Selection
The drug development industry has
seen a drastic shift in the past decade
with regard to how investigative sites
are selected for clinical trials. Like many
other aspects of our industry, site
selection is benefiting from evolving
technology used for determining the
probability that a site will perform as
needed. We’ve compiled some best
practice tips for selecting sites in today’s
global arena.

Tried & True Principles
1. Get therapeutic experts and
investigators involved early–before
the protocol is finalized. Even the
best investigators can’t enroll a
patient who doesn’t exist.
2. Interview sites; don’t just send
out a questionnaire. The devil is
in the details and speaking with
sites directly can uncover nuances that may not come across in a faxed or emailed
response.
3. Establish a healthy mix of well known and respected investigators, with lesser known
investigators. Look for terrific clinicians with strong patient flow, but a lack of trial
experience. Repeatedly, some of the top enrollers on global programs are newer,
often enthusiastic investigators.
4. An onsite visit may be necessary in some markets. This is especially important
in emerging market countries where clinical trial experience may be less and
infrastructural and logistical challenges can be found.
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5. Leverage data to identify sites and validate your findings. Using insurance claims data,
physician records, and investigator data can help you determine where the target
patient is located geographically.
6. Don’t overlook the clinical research coordinator (CRC). For sites outside the United
States, ask about the availability of a CRC. Only about 15 percent of sites in
markets like Brazil and India have a CRC on staff. Since CRCs are on the front line of
recruitment, knowing about the CRCs is as important to enrollment success as any
other factor.
7. Always keep enrollment top of mind. While sites might appear to have the patients,
many sites will not achieve optimal performance recruiting patients without outside
support. Given the workload placed on a typical site-based CRC, it’s critical to have
a proactive plan in place for site support. Include questions in your feasibility analysis
about past experience with recruitment tools, effective and ineffective approaches
and desired support.

“Above all else, site selection requires a multi-faceted and layered
approach.”
No two situations are the same; you should avoid applying a “standard” process. It takes
the right mix of ingredients to create the perfect site structure. Sites are the backbone of
any clinical study and, likewise, patient recruitment. Getting site selection right is the first
step to on-time enrollment.
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Chapter 2:

Shipping–Meeting the Special Challenges of International
Destinations

As industry professionals, we spend a lot of time and energy producing materials
in support of clinical trials. Shipping materials to their final destination is often an
afterthought. This is not such a big deal when materials are shipped domestically. But
lack of planning can derail a carefully calculated timeline when shipping internationally.
When preparing to ship internationally, knowing the following will help minimize delays
and missed dates.

Know The Value Limitations
Some countries have value limitations. Every shipment has a value.
Your manufacturer or fulfillment partner will ship materials at the same value you
purchased them. Some countries cap the value of shipments and, when exceeded, a
more formal (and longer) customs clearance process must occur. Knowing this will allow
you to plan your shipments. Do you break them into smaller shipments over time to
stay under the limit? Do you send one large shipment and plan for the longer customs
process, so you ultimately get the materials to their destination on time?
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Have an Importer of Record
Most international shipments require an importer of record.
This is a person or company with an import license in the destination country that
can assist with clearing a shipment through customs. If you are shipping directly to a
destination that does not have an import license, you must have an importer of record
to assist with customs clearance. If you do not have an in-country office that can act as
the importer of record, you need to find someone who can assist, or take your chances.
Planning ahead can make a big difference.

More Information May Be Necessary When Shipping Internationally
Some items require additional information.
Customs offices often want to know where the items were manufactured, what the
items comprise (textiles, metal, etc.), and other details. The more information you know
in advance the better. A shipment that is in transit can be delayed as you hunt down
and obtain manufacturing information and conformity certificates.
Some countries require additional information.
Details such as tax IDs, CUITs, CNPJs, etc., are required to import materials. Knowing
destination requirements in advance helps minimize the last-minute scramble for
information that can be difficult to acquire quickly.
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Chapter 3:

5 Common Multicultural Marketing Mistakes

HELLO! ¡HOLA!
BONJOUR !
CHAO! NI HAO!
CIAO! GUTEN
TAG! ALOHA!
BOM DIA!
SELAM! HODI!
In recent years, the emergence of personalized medicine has added new complexities
to patient recruitment as clinical trial sponsors require participants to meet more
granular criteria, including ethnicity. A major challenge for drug development
companies today is to craft recruitment campaigns that educate, resonate, and inspire
communities of color to become research volunteers. Cultural competence is key when
communicating with diverse audiences.

One misstep in communication can derail the best-laid recruitment
plans, especially when it comes to multicultural recruitment
strategies. Beyond inaccurate language translation, below are five
things you want to avoid.
1. Using the Plug-and-Play Approach
Simply inserting ethnic faces on mainstream materials is insufficient. You must do
your research. For clinical trial messaging to resonate with specific racial groups,
advertisers must gain insight into various aspects of their audience. This includes
everything from their perception of the medical establishment to how they receive
and process information.
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2. Making Assumptions About Media Use
Find out what your audience is reading, watching,
listening to, and engaging with wirelessly. You
might be surprised. Recent Pew research reveals
that African-Americans use Twitter more than their
cultural counterparts.
Specifically, 28 percent of African-American
Web surfers use Twitter versus 12 percent of
non-Hispanic white Web users and 14 percent of
Hispanic Web users.
3. Promoting Stereotypes
Nothing offends an ethnic group more than to
be viewed as one-dimensional. To presume, for
example, that gratuitous slang and saggy pants
are essential elements of a campaign targeted to
urban Hispanic males may be way off base. Seek
to understand the breadth and depth of your
audience and speak to them, not their kind.

Twitter usage
AMONG
WEB SURFERS
28% of African-

Americans use Twitter

14%

4. Playing the Skin Game
of Hispanics
Colorism – discrimination within the same race
use Twitter
based on skin tone alone – is alive and well around
the world. Across Africa, Asia, India, Latin America,
of non-Hispanic
and even the United States, there are caste
whites use Twitter
systems based on color with light-skinned, brownskinned and black-skinned people ranked in
descending social order. This form of prejudice is
often perpetuated in media images. To be a savvy advertiser, don’t follow suit. Keep
it real with depictions of individuals representing the full color spectrum.

12%

5. Thinking You’re Not One of Them
You don’t have to be a member of a particular ethnic group to identify with the
group. And don’t be so quick to relegate multicultural marketing to individuals you
assume have an inside track due to their ethnic background. In a global industry like
ours, cultural competence should be a corporate-level commitment, not a one-off
assignment.
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“We must seek to understand the community, lifestyle, behaviors and
cultural values…”
Perhaps Mona Fouad, M.D., M.P.H., director of the University of Alabama’s Minority
Health & Health Disparities Research Center said it best when we interviewed her
years ago: “We must seek to understand the community, lifestyle, behaviors and
cultural values of [multicultural] patients, including those in urban, suburban and rural
environments. Researchers can’t take anything for granted.”
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Chapter 4:

Developing Regulatory-Compliant Patient Materials
Every study needs a voice — messaging that communicates the trial sponsor’s core
objectives. Patient recruitment professionals provide this through compelling content
and artful designs that resonate with target audiences and inspire study participation.
But beyond being current and compelling, study collateral must also be regulatorycompliant. Regulatory compliance is significantly complicated when dealing with global
audiences so we’ve put together a few tips.

Tips for Ensuring Compliance
Though regulations vary slightly per country, generally speaking… “patient-facing
content that promotes an investigational product must make no expressed or implied
claims of efficacy,”… according to the Code of Federal Regulations Title 21, Sec. 312.7,
Promotion and charging for investigational drugs.
That sounds simple enough,
but the term ‘implied’ is
subjective and open to
interpretation. So what is one
to do?
To help you out, we’ve outlined
a number of recommended
guidelines that we follow here
at Imperial. Follow these when
developing patient-facing
materials to ensure that your
content is acceptable for
audiences around the globe.
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Guidelines for Patient-Facing Materials
Required Patient Content
•

A statement indicating a research study is being conducted

•

The disease or condition being studied

•

Key eligibility criteria in layman’s language, for example, liver instead of hepatic,
heart instead of coronary, etc.

•

Contact information so potential participants can request more information

Additional Permitted Patient Content
•

The purpose of the research

•

The location of the research

•

The company sponsoring the research (if the sponsor agrees to include this)

•

Whether the participant will be compensated for participation

•

Balanced statements of potential benefits and risks of study participation

Prohibited Content
•

Claims of safety or effectiveness

•

References to “free medical treatment” when the intent is only to say participants
will not have to pay for taking part in the study

•

Undue emphasis on patient reimbursement by giving the dollar amount or through
special text treatment, such as boldface, italics or underlining

•

Claims that the investigational product is approved by the FDA or other regulatory
body for use in patients with the target disease or condition

•

Use of the term “new” unless qualified as a “new investigational medication”

•

Use of the term “treatment” in the context of the investigational medication

•

The compound name, unless it is currently approved and marketed for another
indication and the sponsor approves of its use in the materials

•

Overly promotional terms such as groundbreaking, exciting, important,
unprecedented, etc.
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Graphic Requirements
•

To avoid subliminal implications of efficacy, avoid depictions of smiling faces or
people who appear markedly healthier than the target population. For example, an
advertisement aimed at patients with mobility issues should not feature images of
people performing physically demanding feats, such as mountain climbing.

Regulatory compliance is a serious matter in domestic and international markets.
When in doubt, always be sure to err on the side of caution and consult your patient
recruitment provider or regulatory agency. For further information, you can always visit
www.FDA.gov.

“When in doubt, err on the side of caution”
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Chapter 5:

An Inside Look at Privacy Laws
The concept of privacy becomes increasingly complex as clinical trials span across
global audiences, as do the fines associated with breaching these laws. When working
with various countries, interpretations of privacy tend to vary. How do you make sure
you’re protecting yourself?

Privacy Laws: An Overview
We talk a lot about privacy and how we can and cannot reach the public about clinical
trials. What is privacy? By definition, privacy is “the quality or state of being apart from
company or observation; seclusion or freedom from unauthorized intrusion.” So what
does this mean to us in the clinical research industry? It’s like playing a game of chess.
Strategic positioning can occur if the proper guidelines (or rules) are followed.

P
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Interpretation of privacy tends to be varied,
vague and gray. Each country/state has its own
privacy laws. Some laws are explicit in how they
are to be followed and others are not. In the
countries where it’s not so explicit, you’ll find that
using external recruitment efforts are allowed
from a regulatory perspective but culturally you
will run into challenges.

Recruitment and retention specialists should
be viewed as educators. We find that ongoing
education among research staff is just as important, if not more important, in hurdling
the privacy challenges. This is most important in ROW countries where physicians
continue to have a strong influence over their patients’ treatment options. You still see
this influence in the United States, but on a more limited basis.

CY

When developing an international recruitment and/or retention program, use the
historical metrics from your previous studies and programs, feedback from research
staff, and regulatory links for guidance as to what strategies can and cannot be used.

15

The cultural acceptability will have to come from your past experiences or that of your
recruitment vendor.
The Imperial patient recruitment and engagement group has yet to have a service
rejected due to regulations. It’s just taken time to educate and cultivate relationships
with the sites. Misconceptions about recruitment and retention continue. But once sites
have a full understanding of the service, they buy in.
Just remember that the majority of all privacy laws represent intellectual
property and not that of an individual.
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Chapter 6:

Portion Control for Global Palates
“Slow down! Take it easy. Don’t gulp your food.”
How often have you heard phrases like these? In
the fast-paced world of clinical trials, the slow down
philosophy can be applied and achieve positive
results when presenting to a group that does not
speak your native tongue. We explore effective
techniques for presenting to a global audience in
an interview with Melynda Geurts, vice president of
operations of the Imperial Patient Recruitment and
Engagement Group.

My Experience
Melynda Geurts has found that a rapid-fire delivery
of a training session on patient recruitment does
not serve her well. In fact, throughout her 22 years
in the clinical research industry, her approach, of
“more is not more,” has proven effective again and
again in her presentations around the world.

WHEN
PRESENTING

speak slowly &
pronounce all the
consonants.
Slowing down one’s
pace will promote easier
absorption of dense
content for non-English
speakers.

At an investigator meeting in Warsaw, Geurts
presented an arthritis clinical trial training session
to a group of study coordinators from Thailand, the Czech Republic, Russia and
Poland. After the presentation she chatted with the attendees.
Geurts recalled: “A Polish gentleman approached me, shook my hand and said,
‘You are to be congratulated.’ I was a bit taken aback, wondering what I had
done to merit this energetic compliment, but replied, ‘Thank you.’ He quickly
responded, ‘Well, do you want to know why?’ To which I said, ‘Yes, of course.’
“The gentleman continued: ‘I have been working as an interpreter for more than
20 years. When you spoke, you enunciated all of your words. As an interpreter,
that is greatly appreciated and very rarely occurs. It makes our job that much
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easier, when we are not trying to determine the best translation.’ He went on to ask if
I had received professional speaking lessons and how I had developed my speaking
style.
“I replied that I had not received formal training, but in my years of presenting, I take to
heart comments from the audience on what connected with them and what did not.”
This interchange beautifully demonstrates important and yet simple points that
are food for thought for speakers who are training a diverse group and/or using
interpreters:
1. Mom was right. Chew your food thoroughly or you’ll choke.
Speak slowly, and pronounce all the consonants. Slowing down one’s pace will
promote easier absorption of dense content for non-English speakers. Haste makes
waste in this context. An even, deliberate speech pattern will allow an international
audience to savor the content. You don’t want to give them English indigestion!
2. Don’t bite off more than you can chew.
Because of the slower pace, plan to reduce your content to fit the allotted time for
your presentation. You may need to cut the number of slides from 30 to 15, or cover
three topics instead of seven.
3. Do you call a tomato a fruit or a vegetable?
Geurts found that many countries had difficulty interpreting American terminology
for clinical trials. For instance, “community outreach” was not a familiar term to
training attendees. When she explained that for Imperial this meant working with
professional organizations and/or patient advocacy groups, heads nodded and
some said, “Oh, we refer to that as patient associations.”
4. Account for all your ingredients, then spice to taste.
Know your audience, their age range, education level, clinical trial experience,
and especially know the nuances of their language and culture that may be vastly
different from your own.

“It’s what your audience doesn’t say that is the most impactful…”
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After many years of working in the clinical research services industry and giving
countless presentations all over the world, Geurts has learned to know when her
content is not palatable to her audience.
She advised, “It’s what your audience doesn’t say that is the most impactful. Take
the time to really look around the room and evaluate their body language. Then
recalibrate. As with mastering any recipe, tweaks along the way are most always
necessary.”
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