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REVIEW OF THE IMPENDING FDA
DIGITAL ECG DATA SUBMISSION

QECG Services

OMendzelevski Boaz

On November 19", 2001, the FDA invited repre-
sentatives of the pharmaceutical industry to attend
a meeting where the agency proposed a new digital
ECG data submission format. The original imple-
mentation timelines, scheduted for May 2002, had
been extended indeflinitely whilsi efforis Lo define
the new data format are ongoing. A working group
composed of representatives for the agency. spon-
sors, ECG laboratories and independenl and aca-
demic consultants has been assembled to help the
agency develop a data type definition {TDT) docu-
ment. This review will provide the background and
some highlights from the working group develop-
ing proposal and its potential effects on pharmaceu-
tical organizations and ECG vendors.
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