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Fortrea is your trusted ally to navigate
the complex and evolving requirements
for your Clinical Trial Signal Detection needs

Clinical Trial Signal Detection (CTSD) is a systematic
process of identifying potential safety signals or
emerging safety concerns associated with
investigational medicines.

Given the constantly changing dynamics in benefit-risk
assessments, there is an increasing concern about

the poorly defined safety profiles of investigational
medicinal products (IMPs). Regulatory requirements
mandate monitoring patient safety during clinical trials,
which necessitates an effective clinical trial signal
detection process. Furthermore, the absence of a
standardized methodology for signal detection in the
pre-approval life cycle underscores the need for CTSD.

Fortrea solutions

The collaboration between Fortrea Safety and Clinical
teams involves analyzing and evaluating Safety

and Clinical databases. Their goal is to create a
consolidated signal report that aids in identifying
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missed Adverse Events (AEs) and potential safety
signals. This information enables sponsors to make
informed decisions about product development and
treatment options.

To achieve this, the teams review data from Clinical and
Safety databases, including literature sources. They
compare this data against the known safety profile
of the drug or device. By doing so, they can detect
patterns or trends that may indicate potential safety
concerns. This process occurs regularly throughout
the clinical development life cycle. Key elements
considered during the review include adverse events
(both serious and non-serious), laboratory results,
patient demographics, medical examinations and
relevant literature.

Fortrea’s commitment to patient safety and
pharmacovigilance delivers rigorous monitoring and
proactive identification of safety signals, ultimately
contributing to better healthcare outcomes.




Benefits of CTSD

Early safety issue identification: This process
facilitates the timely detection of safety issues,
allowing for prompt interventions to enhance
patient safety.

o Risk assessment and clinical trial strategy
management: Informs data driven decision
making, enabling clinical monitors to amend
protocols e.g., dose optimization, monitoring
drug-drug interactions, further monitoring of
unexpected adverse events and updating
drug labels.

e Regulatory approval with patient safety focus:

By consistent emphasis on patient safety, this
approach supports regulatory approval for
marketing the drug product.

Value proposition:

Q Signal detection for informed decisions:
Detecting signals related to adverse events or
therapeutic effects empowers pharmaceutical
sponsors to make informed decisions regarding
patient safety and treatment optimization.

© Enhancing treatment and health outcomes: The

CTSD process contributes to safer and more

effective patient treatment, leading to improved

health outcomes and scientific advancements.

e Timely identification for public health protection:
Swiftly identifying potential safety signals or risks

ultimately supports public health protection.

° Collaboration and quality trend analysis:
Fortrea’s seamless collaboration between medical
data review and patient safety teams enables
high-quality trend analysis and evaluations. These
assessments utilize quantitative or qualitative
methods to optimize asset safety monitoring.

e Valued champion with global capability: With
mature operations, highly skilled subject matter
professionals (including physicians and data
scientists), and a global footprint with niche
regional knowledge, Fortrea is a trusted ally for
your CTSD needs.

e Cutting-edge technology: Fortrea’s integrated,
intuitive and customizable Xcellerate®
informatics platform* facilitates in-depth
medical reviews. It allows teams to focus on
specific subgroups of interest and delivers
effective communication and escalation
mechanisms.

0 Smart delivery and proficiency: Fortrea offers
customized, cost-effective delivery solutions
backed by professionals in the field.

*Xcellerate® is a registered trademark of Fortrea.

Fortrea: More than a collaborator—we strive to be your
strategic ally that goes beyond mere collaboration.

We actively embrace the evolving regulatory landscape and cater to
your asset development needs in clinical trial signal detection (CTSD).
Our commitment extends to enabling patient safety and aligning with

your business goals.
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