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URGENT MEDICAL DEVICE 
CORRECTION 

GE Healthcare  
3000 N. Grandview Blvd. - W440 
Waukesha, WI 53188   USA 
 

 
June 1, 2022 GEHC Ref. # 34129 

 

To:  Chief of Anesthesia 

Director of Biomedical / Clinical Engineering 

Health Care Administrator / Risk Manager 

 
RE: Aisys CS

2
, Avance CS

2
, and Avance CS

2
 Pro

 
Anesthesia Systems - Potential reversal of O2 

and Air cylinder pressure transducer connections 
 

This document contains important information for your product. 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. 

 
 

Safety  
Issue 

Certain Aisys CS
2
, Avance CS

2
, and Avance CS

2
 Pro

 
Anesthesia Systems manufactured 

from January 1, 2021 to April 23, 2022 can potentially have the O2 & Air cylinder pressure 
transducers reversed. The anesthesia system can display the O2 cylinder pressure 
reading as the Air cylinder pressure and the Air cylinder pressure reading as the O2 
cylinder pressure. The correct gases are connected to each supply line, but the screen 
will display the cylinder pressures as reversed. 
 
In rare instances prolonged hypoxia could result if the oxygen cylinder became depleted 
when both air and oxygen pipeline gases are unavailable and both cylinders are being 
utilized but not measured appropriately. 
 
There have been no injuries reported as a result of this issue. 
 

Actions 
to be 
taken by 
Customer
/User  

You can continue to use your anesthesia system by following the below instructions 
prior to use: 

1. Ensure the System Status menu is visible on the screen by pressing the 
System Setup key and then select System Status. 

2. Ensure all cylinders are fully closed and the System Status menu displays 
zero for each cylinder. 

3. Open each cylinder valve one at a time and ensure the corresponding value 
displayed on the screen indicates the appropriate cylinder pressure. 

4. If the display shows the cylinder pressure for the corresponding open 
cylinder, you can continue to use your anesthesia system. Your system has 
passed and is not affected by this issue. 

5. If the display shows the cylinder pressure does not correspond to the open 
cylinder, and if you choose to continue to use your anesthesia system, 
ensure the following: 

a. Your facility has reliable gas pipeline supplies and all gas cylinders 
are full prior to using the machine. 

b. A backup mode of gas delivery, such as an AMBU bag is available. 

c. All users of the affected device are alerted of the situation. 

d. If cylinders are in use, note that the pressure readings for O2 and Air 
are reversed.  

6. Complete the attached Medical Device Notification Acknowledgement 

Response form and send to FMI34129.AisysTransducer@ge.com 
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Affected 
Product 
Details 

Aisys CS
2   

Anesthesia Systems:  P/N: 1011-9050-000 – GTIN: 00840682102292 

Avance CS
2
 and Avance CS

2
 Pro Anesthesia Systems:  

P/N: 1009-9050-000 - GTIN: 00840682102322 

See attached Appendix for a list of affected systems. 

 

Intended Use 

The GE Datex-Ohmeda Anesthesia Systems are intended to provide general 

inhalation anesthesia and ventilatory support to a wide range of patients (neonatal, 

pediatric, adult). The device is intended for volume or pressure control ventilation by 

a clinician qualified in the administration of general anesthesia.  

  
Product 
Correction 

GE Healthcare will correct all affected products at no cost to you. A GE Healthcare 
representative will contact you to arrange for the correction. 

  
Contact 
Information 

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

Healthcare Service at 1-800-437-1171 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 us immediately per the contact information above. 

 
Sincerely,  

                                                                                                             
                    
                                      
Laila Gurney                                                                                         Jeff Hersh, PhD MD 
Chief Quality & Regulatory Officer                                                 Chief Medical Officer  
GE Healthcare                                                                                      GE Healthcare 
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                                                                  Appendix A  
 
Affected Serial Numbers 
 
Avance CS2 and Avance CS2 Pro: 
 
Serials starting with APKA  
00101 through 00105, 00107 through 00165, 00167 through 00176, 00178 through 00218, 00220 through 
00767, 00776 through 00836, 00838 through 01081, 01084 through 01150, 01152 through 01467, 01469 
through 01532, 01537 through 01541, 01543 through 01809, 01811 through 01894, 01921 through 
01961, 01965 through 01985, 02009 through 02013, 02016 through 02029 
 
Serials starting with APKB 
00101 through 00108, 00110 through 00121, 00123 through 00265, 00269 through 00293, 00295 through 
00417, 00422 through 00438, 00441 through 00452, 00462, 00464 through 00473, 00478, 00480 through 
00487, 00490 through 00492, 00495 through 00513, 00515 through 00517 
 
APKZ00247, 00506, 02331, 02336, 02337, 02510 through 02569 
 
Aisys CS2: 
 
Serials starting with APWA 
00101 through 00176, 00185 through 00697, 00700 through 00763, 00768 through 01013, 01016 through 
01216, 01218 through 01223, 01225 through 01596, 01601 through 01683, 01685 through 01805, 01808 
through 01960, 01964 through 01999, 02003 through 02021, 02026 through 02168, 02175, 02182 
through 02308, 02311 through 02361, 02376 through 02405, 02424 through 02429, 02450 through 
02456, 02519 through 02531, 02533 through 02539 
 
Serials starting with APWB 
00101 through 00151, 00154, 00155, 00162, 00163, 00169 through 00199, 00201 through 00336, 00338 
through 00373, 00378 through 00644, 00647 through 00684, 00686 through 00689, 00691 through 
00743, 00746 through 00750, 00754 through 00756, 00770 through 00818, 00823 through 00828, 00838 
through 00842, 00905 through 00931, 00944 through 00952 
 
Serials starting with APWZ 
03034 through 03037, 03053 through 03056, 03060, 03062 through 03066, 03071 through 03075, 03164 
through 03171, 03311 through 03314, 03319, 03320, 03381 through 03415, 03420 through 03422 
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GE Healthcare  
 
 
 
GEHC Ref. # 34129 

 
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.  
 

*Customer/Consignee 
Name:  

Street Address:  

City/State/ZIP/Country:  

*Customer Email Address:  

*Customer Phone Number:  

 
We acknowledge receipt and understanding of the Medical Device Correction Notice and have 
executed the instructions as provided in this notification and below are the results of our testing 
based on the instructions provided. 
 
Please see the next page to document additional Anesthesia System Serial Number information. 
 

Anesthesia System 

Serial Number 
Pass or Fail Date of Test 

ABCD123456 
 

DD-MMM-YYYY 

   

   

 
 
 

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

Signature:  

*Printed Name:  

*Title:  

*Date (DD/MM/YYYY):  

*Indicates Mandatory Fields 

 

 

 

 



GEHC Ref#34129-FSN-EN_US                                                                                                                               Page 5 of 5 

 

 

 

 

Anesthesia System 

Serial Number 
Pass or Fail Date of Test 

ABCD123456 
 

DD-MMM-YYYY 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 

 

Please return completed form by scanning or taking a photo of the completed form and email 
to: FMI34129.AisysTransducer@ge.com 

You may obtain this e-mail address through the QR code below: 
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