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URGENT MEDICAL DEVICE CORRECTION 

Eclipse Pro & Eclipse Mini Serial Number Mismatch 

At Spacelabs Healthcare, we take pride in delivering products that meet the highest standards of 

excellence. To this end, we employ strict quality control processes to ensure that every product 

meets our specifications. An Eclipse device manufacturing process defect has been identified 

that has impacted the accuracy of a small quantity of device serial numbers loaded into the 

device. All serial numbers on the device label are accurate. 

Product Description: The Eclipse Pro & Eclipse MINI are cardiac Holter monitors, portable 

devices that continuously monitor and record the heart's electrical activity. By continuously 

recording the heart's activity, a Holter monitor provides a comprehensive view of the heart's 

electrical function, aiding in accurate diagnosis and effective management of heart conditions. 

 

Reason for Correction: Some Holter devices (Eclipse Pro 98700 and Eclipse Mini 98900 referred 

to as “devices” in the rest of this document) may have mismatched serial numbers between the 

label and what is programmed in the devices. This is due to a process error on the 

manufacturing line, which has resulted in an incorrect serial number being set in a small number 

of the devices. We are notifying all customers using the devices and providing simple guidelines 

to ensure this mismatch does not result in any unreasonable risk. 

 

Hazard Description: There is a possibility that some devices may have mismatched serial 

numbers between the label and what is programmed in the device. This results in a mismatch 

between the serial number that appears in Sentinel and the serial number physically printed on 

the back of the device. Multiple customers have notified us that they have a mismatch in serial 

numbers. There have been no accounts that any harm or unintended clinical impact has 

occurred. 

 

Potential Harm: When using the below-defined specific workflows, the Holter scan may be 

associated with the incorrect patient record.  Depending on how the Holter scan is being used, 

this may result in serious injury to a patient. Incorrect patient association could lead to a false 

negative, which could result in no or delayed clinical follow-up to a patient requiring clinical 

intervention for a serious arrhythmia. A false positive, if not additionally confirmed, could result 

in unnecessary clinical intervention. There have been no accounts of either occurring.   
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Actions Required 

Please complete the following steps for each Eclipse device under your control. 

 

Following these steps will allow you to check if your device is affected.  The results of the check 

will be automatically collected by Spacelabs so we can identify which units are affected.  

 

Prerequisites: 

• Computer with access to the internet with at least one usable USB port. 

• Chrome, Edge or Opera based browser installed (Note: the site linked below will not 

work with Safari or Firefox). 

• USB-C Cable. 

 

1. Visit https://eclipseutils.cardiology.spacelabs.com/  

2. The first time you use this site you will need to register for an account.  Click “Register” 

and create a username and password: 

  
 

3. Plug your Eclipse (Mini or Pro) device into the computer via USB 
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10. Repeat the previous steps for all your eclipse devices. 

 

ANY serial numbers do NOT match 

 

If ALL device serial numbers match 

 

Action required: please contact your service 

representative and they will update the serial 

number loaded in the device remotely for 

you.  

No further action is required. Spacelabs has 

automatically been notified of the result of all 

the checks carried out. 

 

Temporary workaround for affected devices 

If you wish to continue to use your affected devices in the interim before they can be corrected 

the following workarounds can be used. 

 

Eclipse Pro 

If you are using the Eclipse Pro, and do not configure the device in Sentinel prior to each test, 

simply use the serial number on the display at this stage (see image below) and do not use the 

serial number printed on the back of device: 

 

This serial number on the display will match with what will appear in Sentinel. 

Eclipse Mini 

If you have Eclipse Mini devices, then ensure that the devices are always configured in Sentinel 

and set up with a patient ID prior to placement of the device on a patient.  In this workflow the 

serial number is not required for correct patient identification. 
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Further assistance 

If you require further assistance, then please contact ITEMEDICAL B V., DE OOYEN 5 A, GELDERMALSEN, 

4191 PB, NETHERLANDS, Tel. + 31 344 663 930 or visit us at https://spacelabshealthcare.com/support/ 

 

Your satisfaction and trust in our products are of the utmost importance to us. We apologize for 

any inconvenience this may cause and appreciate your understanding and cooperation in 

resolving this matter. We remain committed to delivering products of the highest quality, and 

we appreciate your patience as we address this issue. 

Best Regards, 

 

 

 

 

 
 

 




