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URGENT - Field Safety Notice 
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Unintended motion issue 

2019 Mar OB 

A problern has been detected in the Phi lips MobileDiagnost wDR, that, if it were to re-occur, could pose a 
risk for patients or users. This Field Safety Notice is intended to inform you about: 

• What the problern is and under what circumstances it can occur 
• The actions that should be taken by the customer I user in order to prevent risks for 

patients or users 
• The actions planned by Philips to correct the problem . 

This document contains important information for the continued safe and 
proper use of your equipment 

Piease review the following information with all members of your staff who need to be aware of the 
contents of this communication. lt is important to understand the implications of this communication . · 

Piease retain a copy with the equ ipment lnstruction for Use. 

lf you need any further information or support concerning this , please contact your local Phi li ps 
representative: 

We l!pologize for any inconvenience this may cause and trust that this information is adequately addressing 
any concerns you may have. 

Sincerely , 



Philips Medical Systems 

DXR Quality Management System DXR 
 

DXR Field Safety Notice 
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URGENT - Field Safety Notice 
MobileDiagnost wDR 

 
Unintended motion issue 

 

Effective template: XI-DXR-200-5008, Revision 2.0 

 

AFFECTED PRODUCTS All MobileDiagnost wDR with system code: 712001,712002, 712004, 712005 

PROBLEM 
DESCRIPTION 

A: Unexpected movement may occur while driving the system.  The system may 
exhibit unintended movement which can only be stopped by engaging the 
emergency stop.  In certain circumstances the system may exhibit erratic 
movement which is stopped by releasing the deadman switch. 
 
B: Similar issues may be present in cases where the drive handle bar is sticking 
(for instance because it is not adjusted correctly), this can cause movement to 
continue unintended and it can only be stopped by engaging the emergency stop 
button. 

HAZARD INVOLVED Unexpected change in direction/speed of movement, resulting in a collision with 
a person or life supporting equipment 
 

HOW TO IDENTIFY 
AFFECTED PRODUCTS 

All MobileDiagnost wDR with system code: 712001,712002, 712004, 712005 
 

ACTION TO BE TAKEN 
BY CUSTOMER / USER 

The customer can use the system according to the IfU (Instruction for Use). If 
unintended or erratic movement occurs, the user should use the emergency stop 
button on the system and release the deadman switch on the handle bar. Once 
safely stopped, the user should reboot the system.  If the problem persists after 
reboot, contact Philips. 

ACTIONS PLANNED BY 
PHILIPS 

Philips will be introducing several features, including new firmware and a 
redesigned drive handlebar, to address this issue. 
A Philips Service Engineer will contact you when the FCO Kit is available to be 
implemented. 
Should you need to communicate with Philips in regards to this program, please 
reference FCO-71200194. 

FURTHER 
INFORMATION AND 
SUPPORT 

If you need any further information or support concerning this issue, please 
contact your local Philips representative. 

 




