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FDA ECG Warehouse

A On-line database of electrocardiograms

A Technical response

I Drug-induced QT prolongation and torsade de
pointes (potentially fatal arrhythmia)

A An example of success
I Community effort (ECG standards developed)

I No new marketed drugs removed from market
because torsade/QT prolongation

| Large database of effects of drugs on the ECG

I Allowed the assessment of new ECG biomarkers
and generate new hypothesis
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Data collection

A ECGs acquired during clinical trial
I 10-second 12-lead at multiple time-points
I Continuous ECGs (Holters)

A Cardiologists annotate the ECGs
A Digital files of annotated ECGs are
uploaded to the ECG warehouse

I aECG HL7 data standard
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ECG warehouse services

A Storage
I Sponsor cannot access others p o n sECGsS 0

A Web-based user interface
A Quality metrics
A Review and format validation tools
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Regulatory Review at FDA

A Web-based user interface to review ECG
data in the warehouse

I Display ECG waveforms with or without
sponsor0s measurement

I Zoom in on parts of the ECG recording
IMul ti ple views (1 ndi vVvi
I Make measurements using on-screen calipers
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