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Obtain Real-World Data

Observational research helps you link
product use to real-world outcomes. Our
staff conduct prospective observational
studies to obtain real-world data on
clinical processes, treatments and disease
characteristics.

We conduct a range of such studies to help
you understand what patients experience
and what works in actual medical practice
settings. This experience includes, but is not
limited to:

* Patient registries
e Large safety trials
e Patient-reported outcomes studies

e Physician and patient surveys
(e.g., REMS surveys)

Tailor the Program

Our experts will help with any or all stages
of your prospective observational study.
You will receive tailored support during the
design, implementation, data analysis and
publication stages. This approach ensures
that the design meets your objectives. Our
tailored studies typically include:

e A multidisciplinary team for design of
the protocol and analysis plan

e A scientific advisory board or clinical
consultants

e Multiple options for data capture

e Design and testing of patient-reported
outcomes instruments

e Patient recruitment and retention
strategies

¢ Project management

¢ Reports for regulatory submission

Choose any or all of our services to customize your propective observational study.

Step 2: Implement

Step 1: Design
* IRB Submission

o Site Recruitment
* Protocol

. . * Patient R it t
« Statistical Analysis atient Recrurtmen

Plan (SAP) o Site Training
and Monitoring

* Multiple Data
Collection Modes

* Publication Strategies

* Case Report Form

Development and
Validation o Field Interviews

 Chart Abstraction
 Tracking

Step 4: Publish

Step 3: Analyze and

Evaluate Data
* Manuscripts

* Regulatory Reports
* White Papers
* Posters

* SAP Implementation
* Programming

* Tables

* Reports

* Interpretation and
Synthesis
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Real-World Studies for Real-World Decisions:

Prospective Observational Studies

To know what happens under real-world conditions you need RTI Health Solutions®

To obtain more information on a specific
disease, its progression and treatments...

To learn about the use of a treatment,
its effectiveness and patient perspectives...

To conduct surveillance studies that evaluate
outcomes in pregnant women taking a medication...

To manage your product’s safety profile by having reliable
and ongoing effectiveness, safety and outcomes data...

Count on Reliable Data

Our thorough approach ensures that you
receive the most accurate outcomes and
analyses. Our epidemiologists and
statisticians apply the most advanced
statistical techniques for observational data.

Some of our data collection and
management approaches include:

¢ Patient recruitment

¢ Patient interviews

e Computer-mediated methods

¢ Tracing patients to improve follow-up
* Internet panels

e Patient diaries

e Electronic data capture

* Interactive voice response systems

Customize the Results

Receive your study results in the format you
request. Custom deliverables include:

e Study design and protocols
* Recruitment materials
¢ Detailed analysis reports

e Abstracts, manuscripts, posters and
publications
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Disease Registries
Product Registries
Pregnancy Registries

— Safety Registries

Rely on Our Thought Leaders

Our thought leaders have the insight to
meet the special challenges of prospective
observational studies. Members of our staff
have been recognized for their contributions
in this area. This includes pioneering the use
of cohort studies and efficient execution of
registries that measure the impact of risk
management programs.You can rely on our
proven experience to meet your needs.

Let RTI-HS Help You

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.

LEADING RESEARCH...

FS.POS.0309

MEASURES THAT COUNT



