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Distributor`s Field Safety Corrective Action Response Form FSCA 2019-
002 (for non-EEA countries). 
 
 

 
 

Details on affected parts and products: 

 

Commercial Name Catalogue number 
Hardware 

Generation 
Serial number (SN) prefix 

bellavista 1000 ventilator 301.100.000 

G6 
See attachment B in the 

FSN 
bellavista 1000 NEO ventilator 301.100.060 

bellavista 1000e 17,3" ventilator 301.100.100 

Bellavista 1000 Set ventilator 301.100.200 

 

 

The FSCA was reported to the local authority by: 

  distributor: in this case please give the reference number / confirmation of the local 
authority for this FSCA 

 
 has to be reported by IMT MEDICAL 

 
Check the applicable box below. 
 

 The Field Safety Corrective Action (FSCA 2019-002) have been distributed to all affected 
customers.  

 
 The Field Safety Corrective Action (FSCA 2019-002) have not been distributed to all 

affected customers.  
 

 Provide rationale below: 
  

 
Affected Country:  

Name of Distributor   

Target Response Rate set IMT Medical  100%  
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Please mention how many affected devices you have on: 
 

 The market: ______________ 
 

 In your warehouse: ____________ 
 

Distributor  

Address of Distributor  

 

Email address  

Telephone number  

Name of person completing form (Please Print)  

 
By signature completion of this form, I certify the following: 

 I have read and understand the contents of this Field Safety Notice and confirm that I 
understand all instructions noted within the notification. 

 I have performed a 100% physical inventory inspection and I have accurately reported the 
quantity in stock above.   

 I confirm that the software update will be downloaded from iVista and installed on the affected 
devices as soon as it is available. 

 I certify that I have further notified my end user customers (indicate method below) and I’ll 
provide the required evidence, if needed. 

 
 ☐Mail          ☐ E-mail        ☐ Phone       ☐ Other: ______________ 

 

Signature of person completing form  
And date 

 

 
PLEASE SEND THIS RETURN FORM TO THE FOLLOWING ADDRESS: 

GMB-AMS-FSCAresponsecentre@Vyaire.Com 

 

PLEASE PROVIDE IN ATTACHMENT TO THIS RESPONSE FORM A FULL SERIALISED LIST 
OF EQUIPMENT IN YOUR CONTROL WHICH ARE INDICATED WITHIN THE AFFECTED 
DEVICE POPULATION. 

Model / Part 

Number 
Description Quantity (Units) 

   

   

   

 




