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ARRHYTHMIA CORE LABORATORY

In addition to these services, CEC offers high-quality evaluation, adjudication, and
validation of electrocardiographic and electrogram review through DCRI’s Arrhythmia
Core Laboratory. Our experienced adjudicators—comprised of HRS board-certified
faculty of electrophysiologists—collaborate with other trial support units, helping to
further set us apart.
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DCRI CLINICAL EVENTS CLASSIFICATION
AND SAFETY SURVEILLANCE

THE BACKBONE OF OUR WORK

CEC’s work affects patient lives and is one of the most critical steps in the clinical research
process to ensure accurate clinical outcomes. Each project is met with a commitment to:
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DCRI SAFETY SURVEILLANCE

DCRI Safety Surveillance ensures on-time ascertainment and clinical evaluation of serious
adverse events (SAEs), adverse device effects (ADEs), and other safety events through

the development and skilled implementation of protocol-aligned safety management
processes. Our team of Duke/DCRI faculty Safety Medical Monitors and expert safety
associates with clinical nursing and pharmacy backgrounds have access to best-in-class
medical, regulatory, and data/technical support, to ensure reliable, timely and accurate
safety processes and systems, customized for every project.

Capabilities:

« Specifications and user testing for EDC
forms relevant to safety event reporting,
and for the secure, project-specific safety
database.

of MedWatch/CIOMs reports for regulatory
reporting, site/IRB notification.

- Safety consulting and investigator training.
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+ Writing the protocol-aligned safety
management plan, working instructions
and site safety report training.

+ Reconciliation of safety event critical fields
between clinical and safety databases.

 Medical assessment of criteria for
expedited event reporting and preparation
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