
 
 

 

Vascular Solutions, Inc. 

6464 Sycamore Court    Minneapolis, Minnesota  55369 

PHONE:  763/656-4300  FAX: 763/656-4253  www.vascularsolutions.com 

July 18, 2014 
 
Ms. Anna Maria Rita Bonaventura 
Ministero della Salute  
Viale Giorgio Ribotta, 5 – 00144 Roma 
Tel. 06. 5994 3676 – fax 06. 5994 3812 
amr.bonaventura@sanita.it 
 
RE:  Your ref. 51991 – 30/06/2014 

Manufacturer ref. 2134812-05/23/2014-01R  
(Langston Dual Lumen Catheter, Model Numbers 5540, 5550) 

  
Dear Ms. Bonaventura,  
 
Vascular Solutions, Inc. (VSI) received your request for information dated July 10, 2014 regarding the 
Field Safety Corrective Action for the Langston dual lumen catheter.  Please find your requests in bold 
below, with VSI’s answers below each question.  As requested I have copied the address 
dgfdm@postacert.sanita.it.      
 

1) FSN in Italian Language. 
 
VSI has one distributor in Italy, N.G.C. Medical s.p.a., address of Strada Provinciale, Novedratese 
35, Novedrate (CO), Italy 22060.  This distributor provided an Italian language translation of the 
FSN.  The translation is attached to this response. 
 

2) Data on the quantities sold in Italy. 
 
VSI distributed thirty (30) devices affected by the recall to one distributor in Italy.  The 
distributor indicated it carried out the recall instructions and that 29 of the devices will be 
returned to VSI.  VSI is arranging for the immediate return of the devices. 
 

3) Other distributors (if any). 
 
VSI confirms it did not distribute affected devices to other distributors in Italy. 

 
 
 
Please do not hesitate to contact me if you have any questions about the information contained in this 
communication.       
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Sincerely, 
 
 
 
Paul Campbell 
Regulatory Operations Associate 
Vascular Solutions, Inc. 
Phone: 763-762-2560 
Fax:  763-656-4250 
pcampbell@vasc.com 
 
 
cc: Damian Kelly      Wioletta Labus 
 Director of Technical Operations  Sr. QA/QS Associate  

Vascular Solutions Zerusa Limited (VSZL) Vascular Solutions Zerusa Limited (VSZL)  
 dkelly@vasc.com    wlabus@vasc.com 
 vszlreg@vasc.com    vszlreg@vasc.com 
 
cc: Lisa Gallatin 
 Director of Regulatory 
 Vascular Solutions, Inc. (VSI) 
 lgallatin@vasc.com 
 
 
 Italian Ministry of Health 
 dgfdm@postacert.sanita.it 
 
 
attached: FSN in Italian language  
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