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Field Safety Notice (FSN) 
 
 

CARDIOVIT CS-104 
manufactured by 

SCHILLER AG, Altgasse 68 CH-6341 Baar, Switzerland 
 

www.schiller.ch 
 

SRN: CH-MF-000012722 / CHRN: CHRN-MF-20000327 

 

 
Date: 2023-02-28 
 
  
Attention: SCHILLER AG authorized distributors and their customers 
 
A problem related to the description of the electrical safety class in the Installation and Service 
manual of the device CARDIOVIT CS-104 
 
This notice is intended to inform you about: 
• what the problem is and under what circumstances it can occur. 
• the actions that you as a distributor can take to minimize the effect of the problem. 
 
We kindly ask that you read this notice carefully and send us written acknowledgement by  
15th April 2023 that you have read and understood the contents of this notice. Written acknowledgement 
can be sent to SCHILLER AG to vigilance@schiller.ch. 
 
 
SCHILLER AG apologizes for any inconveniences caused by this problem. 
 
 
Sincerely, 
 
 
Eckard Glaser 
Head of Quality Management  
Altgasse 68, CH-6341 Baar, Schweiz 
vigilance@schiller.ch  
Tel.: +41 41 766 42 42 
 

mailto:vigilance@schiller.ch
mailto:vigilance@schiller.ch
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1. INFORMATION ON AFFECTED DEVICES 

COMMERCIAL NAME(S):  CARDIOVIT CS-104 

PRIMARY CLINICAL 
PURPOSE OF DEVICE(S)* 

The CARDIOVIT CS-104 is a 12-lead ECG and Spirometry (optional) system 
intended to be used by trained medical professionals in healthcare facilities for 
cardiological diagnosis in adult and paediatric patients. Analysis of the ECG and 
Spirometry is accomplished with algorithms that provide measurements, data 
presentations, graphical presentations, and interpretations for review by the 
user. 

MODEL/CATALOGUE/ 
REF NUMBER(S): 

0A.111000 (CARDIOVIT CS-104 (complete)) / 5.111001 (Standard SW CS-104) 
0A.111010 (CARDIOVIT CS-104 (system complete)) / 5.111001 (Standard SW CS-104) 
0A.111020 (CARDIOVIT CS-104 (UK version)) / 5.111001 (Standard SW CS-104) 
0A.111030 (CARDIOVIT CS-104 (update set)) / 5.111001 (Standard SW CS-104) 
0A.111040 (CARDIOVIT CS-104 (for replacement delivery)) / 5.111001 (Standard SW CS-104) 
0A.111100 (CARDIOVIT CS-104 (Spiro complete)) / 5.111001 (Standard SW CS-104) 

AFFECTED SERIAL OR 
LOT NUMBER RANGE: 

All distributed devices. 

UNIQUE DEVICE 
IDENTIFIER(S) (UDI-DI): 

0A.111000 (CARDIOVIT CS-104 (complete)): -  
5.111001 (Standard SW CS-104): 07613365003918 
 
0A.111010 (CARDIOVIT CS-104 (system complete)): - 
5.111001 (Standard SW CS-104): 07613365003918 
 
0A.111020 (CARDIOVIT CS-104 (UK version)): - 
5.111001 (Standard SW CS-104): 07613365003918 
 
0A.111030 (CARDIOVIT CS-104 (update set)): - 
5.111001 (Standard SW CS-104): 07613365003918 
 
0A.111040 (CARDIOVIT CS-104 (for replacement delivery)): - 
5.111001 (Standard SW CS-104): 07613365003918 

0A.111100 (CARDIOVIT CS-104 (Spiro complete)): - 

5.111001 (Standard SW CS-104): 07613365003918 

DEVICE TYPE:  
 

Interpretierender Mehrkanal-Elektrokardiograph 

2. REASON FOR FIELD SAFETY CORRECTIVE ACTION (FSCA) 

PROBLEM DESCRIPTION  The description of the electrical safety test in the Installation and Service 
Instructions (Ref.: 2.540110, Rev: c) is described insufficiently and may lead to 
confusion regarding the electrical PROTECTION CLASS. 

HAZARD GIVING RISE 
TO THE FSCA 

The CARDIOVIT CS-104 (further called CS-104) is a software which is installed on a 
standalone PC/laptop, or on a PC incorporated in a device trolley. Installation of 
the CARDIOVIT CS-104 software is normally carried out by SCHILLER staff on site. 
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For all configurations, an independent compatible SCHILLER recording device is 
used that can be positioned in different ways for patient convenience. 
Users (health care facilities) can install, assemble, combine, and configure the 
devices on their site according to their internal requirements. Depending on 
installation of the CS-104 and further assemblies, chosen by a health facility, this 
device can be used in combination with other medical and non-medical devices.  
 
An installation and assembling involving compatible SCHILLER devices is verified 
and tested for safety and compatibility by SCHILLER AG internally.  
The CARDIOVIT CS-104 can be used e.g., in the following combination: a PC, 
monitor, CARDIOVIT MS-12 blue or CARDIOVIT MS-12 USB or CARDIOVIT FT-1, 
and Trolley:  
 

• SCHILLER medical devices / medical electrical equipment (e.g., CARDIOVIT 
MS-12 blue or CARDIOVIT MS-12 USB or CARDIOVIT FT-1), which can be 
used in combination with the installed CS-104 are classified as 
PROTECTION CLASS II or INTERNALLY POWERED.  

• A Trolley containing the PC and the power supplies is fully isolated. It is 
classified as a PROTECTION CLASS II. The internally used power supplies 
have an Earth connection, but this is NOT a protective earth it is a 
Functional Earth. All accessible metal parts during normal use are 
insulated.  

• A monitor (screen) is an ITE device and classified as a PROTECTION CLASS 
I equipment. The screen has accessible metal parts (connectors and 
screws). According to the IEC 60601-1 + AMD1:2012 + AMD2:2020, 
Chapter 16.1, the connections from the display and the display itself are 
“outside the patient environment”, and therefore, the requirements are 
sufficient according to the respective product IEC or ISO standards.  

 
Listed above SCHILLER ME equipment is tested according to the applicable safety 
standard IEC 60601-1 and is safe for use. According to IEC 60601-1 + AMD1:2012 
+ AMD2:2020 clause 6 the ME EQUIPMENT can have multiple classifications.  
The screen is a Non-ME EQUIPMENT and shall comply with IEC safety standards 
that are relevant to that equipment. The used screen complies with: IEC 62368-1, 
IEC 62311, IEC 62479.  
That means the omission of the tests according to PROTECTION CLASS I for the 
combination are not leading to a hazardous situation nor a harm for the user or 
the patient. Therefore, a test according to PROTECTION CLASS I does not seem to 
be necessary to maintain patient and operator safety. 

PREDICTED RISK TO 
PATIENT/USERS 

Testing the device to PROTECTION CLASS II instead of PROTECTION CLASS I poses 
no risk to the patient or user. 
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3. TYPE OF ACTION TO MITIGATE THE RISK 

ACTIONS TO BE TAKEN 
BY THE USER 

No actions to be taken by the USER. 

ACTIONS TO BE TAKEN 
BY AUTHORIZED 
DISTRIBUTOR / 
IMPORTER 

1) Always use the current installation and service instructions and follow their 
instructions. 
 

2) If customers have been trained in service, provide them with the latest 
version of the installation and service handbook. 

 
3) Send the signed ANNEX I – Distributor/Importer Reply Form back to SCHILLER 

AG by 15th April 2023 as confirmation that the content of this notice was read 
and understood. 

DATE FOR 
COMPLETION: 

15th April 2023 

IS THE FSN REQUIRED 
TO BE COMMUNICATED 
TO THE PATIENT / LAY 
USER?  

No 

FURTHER 
INFORMATION AND 
SUPPORT 

If you need any further information, please send your request to 
vigilance@schiller.ch.  

 
 
Transmission of this Field Safety Notice 
This notice needs to be passed on all those who need to be aware within your organisation or to any 
organisation where the potentially affected devices have been transferred. (As appropriate) 
Please transfer this notice to other organisations on which this action has an impact. (As appropriate) 
Please maintain awareness on this notice and resulting action for an appropriate period to ensure 
effectiveness of the corrective action.  
Please report all device-related incidents to the manufacturer, distributor or local representative, and 
the national Competent Authority if appropriate, as this provides important feedback. * 
 
The responsible National Authority has been informed about this communication of this field safety 
notice. 
 
Contact person of manufacturer: 
 
Eckard Glaser 
Head of Quality Management 
Altgasse 68, CH-6341 Baar, Switzerland 
vigilance@schiller.ch 
T: +41 41 766 42 42 
 
  

mailto:vigilance@schiller.ch
mailto:vigilance@schiller.ch
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ANNEX I - Distributor/Importer Reply Form 
 

1. Field Safety Notice (FSN) information 
FSN Reference number* SAGQI-631 
FSN Date* 2023-02-28 
Product/ Device name* CARDIOVIT CS-104 

 

2. Manufacturer Details 
Company Name SCHILLER AG 
SRN CH-MF-000012722 
CHRN CHRN-MF-20000327 
Address Altgasse 68 

6341 Baar, Switzerland 
Contact Name Eckard Glaser 
Email vigilance@schiller.ch 
Telephone Number +41 41 766 42 42 

 

3. Distributor/Importer Details 
Company Name*  
Account Number  
Address*  
Shipping address if different to above  
Contact Name*  
Title or Function  
Telephone number*  
Email*  

 
4. Distributors/Importers (Tick all that apply) 

☐ *I confirm the receipt, the reading and 
understanding of the Field Safety Notice. 

Distributor/Importer to complete or enter N/A 

☐ 
I have provided all service-trained customers 
with the latest version of the installation and 
service handbook. 

Distributor/Importer to complete or enter N/A 

Print Name* 
  

 

Signature* 
  

 

Date * 
  

 

 
Mandatory fields are marked with * 
 
It is important that your organisation takes the actions detailed in the FSN and confirms that you have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the corrective actions.  
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