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Protecting Your Research Subjects and Data Integrity:

Protection. Integrity. Scientific
Diligence.

Medical monitoring is an integral step

in the development of your medical
products to ensure the protection of your
research participants and the integrity of
your research results. Trials require that
certain requirements be met to ensure
patient safety, good clinical practices
and regulatory compliance. We can help
you ensure these obligations are both
monitored and met.
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We can provide you with expert medical monitoring
throughout your product development process.

RTI-HS Medical Monitoring Services

Medical Monitoring

Broad Therapeutic Experience

When choosing medical monitoring
services, you need to know your experts
have therapeutic experience that is directly
related to your study. Our team’s combined
therapeutic experience includes the
following areas:

e Women's health

e Osteoporosis and osteoarthritis

¢ Infectious disease, including HIV

¢ Diabetes and other endocrine disorders
¢ Oncology

e Cardiovascular

e Central nervous system disorders,
including depression, schizophrenia,
and attention deficit disorder

e QObesity

e Thromobolytics and DVT prevention
¢ Blood substitutes

¢ Pain control

e Gastrointestinal disorders

e Track safety of participants throughout
the trial

¢ |dentify safety signals and safety trends

e Medical review and evaluation for NDA
submissions and clinical study reports

* Ongoing risk/benefit assessment

Managing Your Participants’ Welfare and Data Integrity

Our monitoring services will provide you security in knowing that your study participants are
protected and your investigators are consistently following the protocol.

24/7 physician coverage
Establish study eligibility, review and
approve enrollments

Evaluate study protocols and informed
consents

Analyze and report serious adverse events
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Protecting Your Research Subjects and Data Integrity:

Experience You Can Trust

Our medical monitors are all MDs and

have the necessary training and clinical
experience to effectively monitor your trials.
They will assess your needs, devise a plan
and implement it to ensure your trials are
appropriately monitored.

Expect Excellence

RTI-HS is small enough to provide truly
personalized service, yet large enough to
have the people, expertise and resources to
effectively manage your medical monitoring
process. Our clients have learned to count
on us to deliver, with over 80% of our new
projects coming from repeat business

or referrals. You, too, will benefit from

our commitment to quality, a collegial
work environment, and straightforward
processes.

With RTI-HS, you can expect a monitoring
team focused on making your job

easier and your study safer. We set high
expectations for ourselves, so you can
expect your trials to run more efficiently.
As a result, you will be able to do less
overseeing, reviewing and training, which
will save you time and money. Most
importantly, you can be confident that the
well-being of your study participants is
being protected.
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Medical Monitoring

A Suite of Add-On Options

Although our medical monitoring service
can be a stand-alone service, RTI-HS
also can provide you with a suite of
complementary services to assist you
with your trial needs, including:

e Pharmacovigilance
e Data analysis

e Risk management
¢ Medical consulting
¢ Medical writing

We would be happy to provide a custom
proposal that will meet your unique needs.

Benefit from Our Medical Monitoring
Services
Our medical monitors have experience

helping a variety of global medical product
companies, including:

e Small to large pharmaceutical and
biotech companies

e Generic drug manufacturers

¢ Small to medium contract research
organizations

To learn more about our capabilities, please
visit us online at www.rtihs.org, email us at
rtihealthsolutions@rti.org, or call one of our
international offices listed on the front.
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