
Urgent Field Safety Notice 

Commercial name of the affected product: EtCO2 module 

FSCA-identifier (e.g. date): 20160602 

Type of action (e.g. chapter 4 definition of a FSCA): replacement or 

re-calibration of EtCO2 module 

----------------------------------------------------------------------------------------------------------------- 

Date: July 1st, 2016 

Details on affected devices: 

The part number of the affected EtCO2 module is 02.01.210699, which is integrated 

into the following monitors: iM80, iM50, M50, iM60, iM8 Patient Monitors and iM60 Vet, 

iM70 Vet Veterinary Monitors. 

The detailed serial number and other tracking information, please see the attachment 

for < List of customer> 

 

Description of the problem: 

On June 02, 2016, we received a complaint for incorrect CO2 reading from China 

customer, and then we started to investigate, and discovered that there was an 

inaccurate calibration of CO2 performed at the factory. Due to the calibration gas 

having a higher concentration than expected. Therefore, all CO2 measurements will 

be low. 

The primary usage of the CO2 monitoring is to observe the shape of the CO2 traces, 

which are not impacted by the calibration. But there may be some risk when using 

absolute numerical CO2 value. 

 

Advise on action to be taken by the user: 

We suggest that end-users stop using the CO2 function of the affected monitors, or 

use the CO2 function with caution based on the doctors’ clinical judgment. The 

incorrect CO2 values do not affect Air Way Respiration Rate value or the trend and 

pattern of the CO2 waveform, the user can still find important information from the 

CO2 waveform and AWRR, but the monitor should not be used when the absolute 

numerical CO2 value is important. 

For customer who received affected Patient Monitors, there are two possible 

solutions: 

1. Re-calibrate the affected monitors:  

2. Replace the EtCO2 modules on the affected monitors: 

We notified our customers about this issue on June 23rd, 2016, and start sending out 
instructions or replacements to customers from July 1st, 2016, and plan to complete all 
the field correctives actions globally before Sept. 30th, 2016 

Transmission of this Field Safety Notice: (if appropriate) 

This notice needs to be passed on all those who need to be aware within your 

organization or to any organization where the potentially affected devices have been 



transferred. (if appropriate) 
 

Contact reference person: 
 

EDAN Instruments, Inc. 

Monday to Friday 09:00-17:00 (UTC +08:00) 

Tel: +86-755-26898321 

EDAN Instruments GmbH 

Monday to Friday 09:00-17:00 (UTC +01:00) 

Tel: +49 (0) 6103 202 0781 

 

 

Signature 

 


