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Model Number M2705A
Event Date 05/26/2017
Event Type Death
Manufacturer Narrative

Patient information was requested, unavailable at the time of this report. A follow up report will be submitted after philips obtains more information
concerning this event.

Manufacturer Narrative

The customer stated there was an unexpected c-section due to the baby's failure to descend on (b)(6) 2017. The approximate duration of the birth was
from 13:50 to 17:30. The customer did a c-section and thought everything was well, however, upon delivery the baby was deceased. The fm50 was
removed from service by the hospital's clinical engineering department, and was returned to the factory together with the following devices: - device type :
m2705a avalon fetal monitor fm50, serial number (sn): (b)(4) with fw revision: a. 06. 31. - device type: m2736a avalon us transducer, serial number: (b)(4),
manufactured may 2016. - device type: m2734b avalon toco mp transducer, serial number: (b)(4), manufactured march 2017. The product support
engineer (pse) conducted a performance test on the returned equipment. No trouble was found, the devices were fully operational and working as
specified. The alarm review (in service mode) was checked on the monitor. A general test on the alarm functionality was performed, the alarming worked
as specified. As the monitor was used after the incident, the alarms and stored data for the incident dated (b)(6) 2017, were not available anymore due to
limited storage of traces and alarm history. The customer also provided the traces of the reported incident. The traces were reviewed by the product
support engineer (pse) and an external senior midwife working closely with philips. During the evaluation of the traces, it was noted that the avalon toco
mp transducer listed on the traces was not the same transducer that had been returned to the factory for evaluation (sn: (b)(4) on trace but sn: (b)(4)
returned). Both pse and midwife observed that the cardiotocography is clinically conspicuous from the beginning. Restricted oscillation could be observed.
The heart rate curve of the fetus is not fluctuating around the baseline when labor pain occurs. From 16:04 onwards, there is no safe recording of the child
anymore. The mother was measured with the ultrasound transducer by mistake although the transducer actually should pick up the fetal heart rate.
Coincidence alarms were reported correctly and appear on the traces regularly and repetitively. There are no indications for a malfunction of the device in
the recording. The customer additionally sent a second trace of another examination from the monitor. This trace also shows multiple coincidence alarms
between the fetal heart rate and the maternal pulse. The trace shows that the device was working as specified during this examination as well. The avalon
series fetal monitors utilize ultrasound technology to measure the fetal heart rate non-invasively. It is well documented in the avalon instructions for use
(ifu), that phenomena/artifacts such as halving or doubling of the fetal heart rate, or switching between maternal and fetal heart rate can occur when using
this method. The equipment was sent back to the customer, 2 of 3 involved devices have been evaluated. No trouble could be found with the evaluated
devices and traces. The problem was likely caused by insufficient knowledge of the functionality, and the customer was instructed accordingly. The
products remain at the customer site.
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Event Description

The customer reported that a philips fm50 fetal monitor was in use during a critical incident that resulted in an fetal death. The device was used for

monitoring at the time of the alleged malfunction.
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Brand NameAVALON FM50 FETAL MONITOR

Type of DevicePERINATAL MONITORING SYSTEM

Manufacturer (Section D)PHILIPS MEDICAL SYSTEMS
Hewlett-Packard Str.2
Boeblingen 71034
GERMANY 71034
Manufacturer (Section G)PHILIPS MEDICAL SYSTEMS
3000 Minuteman Road
Andover MA 01810
Manufacturer ContactDenyse Murphy
Hewlett-Packard Str.2
Boeblingen 71034
GERMANY 71034
MDR Report Key6633726
Report Number9610816-2017-00181
Device Sequence Number1
Product CodeHqgM24
Report SourceManufacturer
Source TypeFOREIGN,USER FACILITY
Reporter OccupationOther
Type of Reportinitial
Report Date06/05/2017
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received06/12/2017
Is This An Adverse Event Report?Yes
Device OperatorHealth Professional
Device MODEL NumberM2705A
Was Device Available For Evaluation?Device Returned To Manufacturer
Date Returned to Manufacturer06/22/2017
Is The Reporter A Health Professional?No
Was the Report Sent to FDA?No
Event LocationNo Information
Date Manufacturer Received06/05/2017
Was Device Evaluated By Manufacturer?Yes
Date Device Manufactured05/19/2016
Is The Device Single Use?No
Is this a Reprocessed and Reused Single-Use Device?No
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Type of Device UsageReuse

Patient TREATMENT DATA
Date Received: 06/12/2017 Patient Sequence Number: 1
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