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TO WHOM IT MAY CONCERN 
 
 
 

 Contact:  
 
Fon: 05661 71-xxxx 
Fax: 05661 75-xxxx 
Email: xxx.yyyy@bbraun.com 
Internet: http://www.bbraun.de 

    
  Date: December, 12, 2017 

 

Urgent FIELD SAFETY NOTICE 

Vasco-OP Sensitive Gr.7 Sterile – Surgical Gloves 

 
To whom it may concern, 
 
B. Braun Melsungen AG has decided to conduct a FIELD SAFETY CORRECTIVE ACTION for the following 
product: 
 
Article Number Article Name Batch 
REF 6081029 
PZN ????? 

Vasco-OP Sensitive Gr.7 17S0981 
17S0982 
17S0983 
17S0985 
17S0986 

 
 
Reason for the Recall 
In the course of our incoming inspections and further retests, we observed that the leakage rate of above 
mentioned batches exceed the given AQL-level.  
 
Due to the observed fault, leakage may occur and in the consequence sterility might be compromised. As a 
measure of precaution we have decided to recall the affected batches. 
 
We therefore advise the following actions:  
 
Our records have shown that your hospital has received Vasco-OP Sensitive Gr.7 of the affected batches as 
mentioned in the table above. 
 
We kindly ask you to initiate the following activities immediately and with priority: 
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 Identify and quarantine and return affected devices.  
 Do not use affected devices anymore.  
 Inform the responsible personnel/user staff in the affected facilities . 
 Confirm receipt of this information. 

 
 
If more information is needed, please contact 
 
Local contact 1 
Name 
Title 
Email 
telephone 

Local contact 2 

 
 
 
 
Kindly accept our apologies for any inconveniences. 
 
Yours sincerely, 
 
 


