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GE COROMETRICS FETAL MONITOR

Model Number 250CX SERIES MATERNAL/FETAL MONI
Event Date 11/11/2015

Event Type Death

Event Description

Ge corometrics 250cx series maternal/fetal monitor produced inconsistent coincidence monitoring during high risk labor. The equipment failure may have
been a contributory factor in the subsequent fetal demise. Used during labor until emergent c-section.
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Brand NameCOROMETRICS
Type of DeviceFETAL MONITOR
Manufacturer (Section D)GE
MDR Report Key5413568
Report NumberMW5060030
Device Sequence Number1
Product CodeHGM24

Report SourceVoluntary
Reporter OccupationRISK MANAGER
Type of Reportinitial
Report Date02/03/2016
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received02/03/2016
Is This A Product Problem Report?Yes
Device OperatorHealth Professional
Device MODEL Number250CX SERIES MATERNAL/FETAL MONI
Was Device Available For Evaluation?No Answer Provided
Is The Reporter A Health Professional?Yes
Was the Report Sent to FDA?
Event LocationNo Information

https://www.accessdata.fda.gov/scripts/cdrh/ctdocs/cfmaude/detail.cfm?mdrfoi__id=5413568&pc=HGM
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Was Device Evaluated By Manufacturer?No Answer Provided
Is The Device Single Use?No Answer Provided

Is this a Reprocessed and Reused Single-Use Device?Yes

Type of Device Usage

Patient TREATMENT DATA
Date Received: 02/03/2016 Patient Sequence Number: 1
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