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URGENT FIELD SAFETY NOTICE 
 

 

 

Date of Letter Deployment GE HealthCare Ref. # 36172 
 

To:  Healthcare Administrator / Risk Manager 

Chief of Nursing 

Director of Biomedical Engineering 

 

RE: Portrait Core Services Software version V1.0.5, V1.1 and V1.2  

 

Safety Issue 

GE HealthCare has become aware that during a service event to update Portrait Core Services 

software at a facility, patients who are monitored on Portrait Mobile devices can be discharged from 

the Portrait monitoring system. This condition can result in a loss of patient monitoring at the Hub 

and Central Viewer. In addition, all alarm settings could be reset to factory defaults following the 

update and will not follow the alarm settings previously configured for each patient or care area. 

 

There have been no injuries reported to GE HealthCare as a result of this issue. 

 

Actions to be taken by Customer/User 

You can continue to use your Portrait Mobile Monitoring Solution with Portrait Core Services SW 

V1.0.5, V1.1 or V1.2.  

 

Please ensure appropriate alternative monitoring is established for patients before a software update 

is started. 

 

A User Manual addendum is included with this letter (see Appendix A) that includes specific 

instructions related to alternative monitoring.  

 

Please place a copy of the addendum in Appendix A with the User Manual for your Portrait Mobile 

Monitoring Solution with Portrait Core Services SW V1.0.5, V1.1 or V1.2 system in your facility.    

 

Please ensure all potential users in your facility are made aware of this safety notification and the 

recommended actions.  

 

Please retain this document for your records. 

 

Please complete and return the attached acknowledgement form electronically via FMI 36172 Digital 

Response Form or print, fill out manually, scan, and email to FMI.36172@gehealthcare.com. 
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Contact Information 

If you have any questions or concerns regarding this notification, please contact GE HealthCare 

Service or your local Service Representative. 

 

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have 

any questions, please contact GE HealthCare per the contact information above. 

 

 

Sincerely,    
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MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT 

RESPONSE REQUIRED 

Please complete this form and return it to GE HealthCare promptly upon receipt and no later 

than 30 days from receipt. This will confirm receipt and understanding of the Medical Device 

Correction Notice.  

 

Facility Name:  

Street Address:  

City/State/ZIP/Country:  

Customer Email Address:  

Customer Phone Number:  

 

By signing this form, we acknowledge receipt and understanding of the accompanying 

Medical Device Notification, and that we have informed all potential users and have 

taken and will take appropriate actions in accordance with that Notification.  

 

Please provide the name of the individual with responsibility who completed this form. 

Signature:  

Printed Name:  

Position/Job Title:  

Date (DD/MM/YYYY):  

To complete this form electronically, please 

scan the QR Code below or click this link: 

 FMI 36172 Digital Response Form 

 

 

To complete this form via email, scan or take a 

photo of the completed form and email to: 

FMI.36172@gehealthcare.com  
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Appendix A 

Portrait™ Mobile Monitoring Solution 
Addendum to User Manual 

 

About this addendum 
 

This addendum must be used in conjunction with the Portrait™ Mobile Monitoring Solution 

User Manual. It contains updates to that manual. 
 

Clinical considerations during service and 

maintenance downtime 
 

During certain planned service events or unexpected system downtime, central and 

local monitoring functions of the Portrait™ Mobile Monitoring System will be 
unavailable. During these periods, remote surveillance capabilities, parameter 
alarms, and continuous monitoring data will not be available. 

 
Considerations during system downtime may include: 

 
• Identifying patients who require ongoing physiologic monitoring and prioritizing 

those at highest risk for clinical deterioration. 

• Implementing alternative monitoring methods, such as bedside monitoring, portable 

monitoring devices, or increased direct patient observation, when available. 

• Increasing clinical surveillance as appropriate, including assessment of oxygen 

saturation (SpO2), respiratory rate, pulse rate, mental status or level of sedation, 

oxygen therapy, and signs of respiratory distress. 

• Establishing clear responsibilities for patient observation, documentation, 

communication of abnormal findings, and escalation of care. 

• Communicating downtime status, affected patients, mitigation plans, and restoration 

updates to relevant clinical staff. 

• Documenting patient assessments, interventions, and clinically significant findings in 

accordance with institutional policy. 
 

Patient monitoring, reassessment frequency, escalation criteria, and operational 
decisions during system downtime should be determined by the healthcare 
provider and institution based on patient acuity, available resources, and 
applicable clinical protocols. 
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Appendix B 

If you have difficulty accessing the documentation or prefer the full User Manual documentation on a 

USB, please contact GE HealthCare for assistance. 

 

1. Instructions for downloading updated documentation 
 

Updated electronic User Manuals with addendum will be available for download by October 5, 2026, 

on the GE HealthCare Customer Documentation Portal - 

https://www.gehealthcare.com/support/manuals.  The electronic User Manuals are listed in the 

following Tables.   

 

Table 1 - V1.0.5 User Manuals with Addendum 

Part Number Description Revision 

5815148-01 Portrait Mobile Monitoring Solutions UM v1.0 ENG INT  16 or later 

5815148-02 Portrait Mobile Monitoring Solutions UM v1.0 US ENG  2 or later 

5815148-10 MNL USER AMS V1 FIN  7 or later 

5815148-11 MNL USER AMS V1 FRE  7 or later 

5815148-12 MNL USER AMS V1 GER  7 or later 

5815148-16 MNL USER AMS V1 ITA  7 or later 

5815148-22 MNL USER AMS V1 NLB  7 or later 

5815148-33 MNL USER AMS V1 SWE  7 or later 

 

Table 2 - V1.1 User Manuals with Addendum 

Part Number Description Revision 

5937638-01 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 INTL ENG 3 or later 

5937638-02 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 US ENG 3 or later 

5937638-07 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 CZE 3 or later 

5937638-10 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 FIN 3 or later 

5937638-11 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 FRE 3 or later 

5937638-12 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 GER 3 or later 

5937638-16 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 ITA 3 or later 

5937638-22 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 NLB 3 or later 

5937638-31 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 SPA 3 or later 

5937638-33 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.1 SWE 3 or later 
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Table 3 - V1.2 User Manuals with Addendum 

Part Number Description Revision 

5970062-01 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 INTL ENG 2 or later 

5970062-02 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 US ENG 2 or later 

5970062-06 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 CRO 2 or later 

5970062-07 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 CZE 2 or later 

5970062-08 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 DAN 2 or later 

5970062-10 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 FIN 2 or later 

5970062-11 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 FRE 2 or later 

5970062-12 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 GER 2 or later 

5970062-13 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 GRE 2 or later 

5970062-14 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 HUN 2 or later 

5970062-16 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 ITA 2 or later 

5970062-19 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 KOR 2 or later 

5970062-22 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 NLB 2 or later 

5970062-23 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 NOR 2 or later 

5970062-25 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 POL 2 or later 

5970062-26 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 POR 2 or later 

5970062-27 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 ROM 2 or later 

5970062-30 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 SLO 2 or later 

5970062-31 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 SPA 2 or later 

5970062-33 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 SWE 2 or later 

5970062-34 SET USER DOC PORTRAIT MOBILE MONITORING SOLUTION V1.2 TUR 2 or later 

 

 




