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Field Safety Notice (FSN) 
 

SpiroScout“SP Plus” 
 

manufactured by 

GANSHORN Medizin Electronic GmbH, Industriestraße 6-8, D-97618 Niederlauer, Germany 
 

website  www.ganshorn.de 

 
SRN: DE-MF-000006566 

 
Date: 2023-02-16 

 
Attention: Ganshorn authorized distributors and their customers 
 

A problem related to accuracy of volume calibration during volume verification procedure which 
is obliged prior to use of the SpiroScout SP PLUS spirometry sensor has been reported to 
Ganshorn. The spirometry-sensor SpiroScout SP Plus is used exclusively with, CARDIOVIT AT-102 
G2, SPIROVIT SP-1 G2 and CARDIOVIT CS-104. 

 
The described error pattern shows an inaccuracy of the volume measurement outside the given 
specifications. In case the described error pattern occur and user ignore error message of “the 
verification has failed, it might lead to the false volume measurement results and finally, this could 
lead to misdiagnosis and overtreatment of respiratory diseases.         
 
Please check the user manual for trouble shooting” and further use the device, this might lead to 
conduction of measurements with false volume measurement results. Therefore, it could be 
possible that physician make his decision for a diagnosis based on false volume measurement 
results. Finally, this may could lead to misdiagnosis and overtreatment of respiratory diseases.          
If User / Authorized Distributor followed the recommended FSCA the risk as described above could 
be eliminated completely. 
   
The actions that you as a distributor/customer can take to minimize or eliminate the residual risk 
is to check your potentially affected device on-site remotely with an error pattern correction 
software. This software can check whether the error pattern is present and if so, directly makes a 
correction of the gain factor. To perform the action, please follow the manufacturer's instructions 
for installing the error pattern correction software and checking your potentially affected device. 
 
We kindly ask that you read this notice carefully and send us written acknowledgement by 01.03.2023, that 
you have read and understood the contents of this notice. Written acknowledgement can be sent to 
SCHILLER AG and Ganshorn via the contact details listed below. 
 
If you need any further information or support concerning this issue, please do not hesitate to contact 
SCHILLER AG Customer Services: 
 

 
SCHILLER: support@schiller.ch  
Ganshorn: support@ganshorn.de  
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PROBABILITY OF 
PROBLEM ARISING 

Probability is evaluated and is stated with Occasional.  

PREDICTED RISK TO 
PATIENT/USERS 

Risk for user and patient is evaluated and is stated S1 – Lowest level of 
severity. (The error pattern may result in reversible impairment or injury 
that is transient and that does not require medical intervention.) 

BACKGROUND ON 
ISSUE 
(if not applicable – 
remove this row) 

The error pattern described has the following root cause determined by 
Ganshorn. There is a drift of the gain factor for the reference breathing 
tube, which is used for the factory setting of the gain factor. The gain 
factors obtained with this reference breathing tube in the root cause 
analysis are not in the mean compared to batches that were manufactured 
and measured later. Thus, the error can be eliminated by calculating an 
average value for the gain factor used for the factory setting. 
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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: 

 
Felix Ciokan, Head of Quality Management, PRRC 
Industriestraße 6-8, D-97618 Niederlauer, Germany 
quality@ganshorn.de  
T +49 9771 6222-0   
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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.  

 
 
  








