
        

   
   

   
   

  

 
  

  
    

   

 
  

    
   
   

  
        

        

  

          

              
            

             
               

              
              
               

            
         

           
             

                 
             

                 
         

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

             
               

            
             

              
           

               
           

                
           
             

   
            

            
      

    
      

             
           

         

 

 
   

   
  

   
     

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

     

  

  

              
         

      

           

       

   
  

    

      

 
        

              
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        
   

     
  

       

     

                

            

                

               
              

        

           

               

             

          

          

     

          

                  

        

      

  

                

   

                    

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

    

     

   

   
   

 

  
       

                

               

              

          

 

       

         

 

  
   

 
  

 
        

              
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



       

    
  

   

  

   

 

  

       

                

              

              

          

 

   

 

 

  
   

   

 
        

              
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



     

  

   

 

       

  

   

  

     

 

    

             

    

  

    
    
  

            
           

     

              
       

 
        

              
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

               
    

      
    

           
       

      

              
        

 
              

         

 
         
          

        
        
          

          
 

    
   

 

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



                
                         

                         
 

           
        
          

   
         

             
        

            
       

                       
                 

  

           
         

          
                   

             
    

             

                 
          

        
   

             
             

              
       

          

        

             
    

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

    

  

  

            
       

           

       

    

      

 
        

              
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



     

  

   

 

         

  

   

  

     

 

     

             

    

  

    
     
   

            
           

     

              
       

 
        

             
   

       
 

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

     

  

  

            
       

           

       

    

      

 
        

             
   

       

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

               
    

      
    

           
       

      

              
       

              
         

 
         
          

        
        
          

           
   

 

    

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    
           

                          
                         

 

           
        
          

   
         

      
            

        

            
       

                       
                  

  

           
         

          
                   

             
     

             
                 
          

        
   

             
             

              
       

            

        

            
    

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



     
 

 

   

     

    
  

    
   

     

    
  

    
   

    

    

  

   

  

    
     

   

         
       
        

     

             
        

     
      

   

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

   
  

  

  

  
 
  

    
   

 
  

    
   
  

  
   

   

  

             
            

             

               
              

              
               

            
         

                
             

                 
          

             
               

            
              

             

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

               
           

               
             

             
     

                
             

            
             

           
       

 

  
 

   
  

   
   

 

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

    

  

  

              

          

         

          

       

    

      

   

    
  

   

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

   
   

 
   

  
  

 

  

            
              

      

             

             
 

  
 
 

 

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

E ME MHERNIAMESHHERNIAMESH    SSSSRLRL    

Sede legale  Via Fratelli  Meliga 1/C – 10034 Chivasso (TO) 
Cap. Soc. €  98.800 i.v. – P.I. 02791540616 – C. F. 02245180613  - N. Iscrizione  Rea  Torino  TO-960622 

Tel. +39-0119196236 – fax +39-0119196239  
Mail: info@herniamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com 

1/2 

 
 

510(k) SUMMARY OF SAFETY & EFFECTIVENESS 

 

Submitter:                 Herniamesh SRL 

                                       Via Fratelli Meliga  1/C 

                                       Chivasso, Italy 

                                       Tel +39 011 9196236 Fax + 011 550 40 85 

 

Contact:                     Lorena Trabucco 

           540 MUTTONTOWN EASTWOODS ROAD 

                                     Syosset, NY 11791 

                                       Tel 516 987-9364 – 516 584 6818 

  e-mail: lorenat63@aol.com 

 

     Date Prepared:           December 20th, 2013 

 

Classification: Polymeric Surgical Mesh (product code FTL) Class II device per 21 CFR 87.8.330   
 
Common Name: Polymeric Surgical Mesh 
 
Proprietary Name: T-Sling 
 
Predicate Devices: K020652 T-Sling (Herniamesh) 

K010035 IVS Tunneller (Tyco Healthcare)  
K012628 TVT (Ethiconl) 

 
Device Description: The T-Sling is made of monofilament polypropylene warp knitted into composite 

mesh construction. The T-Sling is a sterile, single-use pubourethral sling for the 
treatment of stress urinary incontinence (SUI). 

 

Intended Use: T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI) 
resulting from urethral hypermobility and/or intrinsic sphincter deficiency. 
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Indications for Use Form 

 

 

510(k) Number (if known) K050516 

Device Name: T-Sling 

 

Indications For Use:  

 

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI) 
resulting from urethral hypermobility and/or intrinsic sphincter deficiency. 

 
 
 
 
 
 
 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

      

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)  

 
 
 
 

 

 

Prescription Use__x OR Over-The-Counter Use 

(Per 21 CFR 801.109)    (Optional Format 1-2-96) 
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T-Sling

Manufactured by: 
Herniamesh S.r.I.
Via Fratelli Meliga 1/C
10034 Chivasso (To) - Italia

Distributor: 
Coloplast A/S 
Holtedam 1 
DK-3050 Humlebaek
Denmark

70002112 Rev. A  is a registered trademark of Coloplast A/S. vT-Sling is 
manufactured by Herniamesh and distributed by Coloplast Corp., © 2009-04. All rights 
reserved Coloplast Corp., Humlebæk, Denmark. 

English

T-Sling

REF 519400

Caution: Federal (USA) law restricts this device to sale by or on the order of a 
physician or properly licensed practitioner.

Description 
Non-absorbable knitted monofilament polypropylene mesh provided with  
protective sheaths and pre-assembled sutures.

Indications
T-Sling is a pubourethral sling for the treatment of stress urinary incontinence 
(SUI) resulting from urethral hypermobility and/or intrinsic sphincter  
deficiency.

Sterilization
The T-Sling is sterilized with ethylene oxide. 

Packaging
Each T-Sling sling is packed in a double blister, both shell are sealed by a 
Tyvek® film. Only the inner blister is sterile. 

Storage
This product must be stored at room temperature, in a clean dry place. Do not 
expose the product to direct sunlight, humid environments or extreme  
temperatures.

Adverse Reactions
Potential adverse reactions are similar to those associated with other  
surgically implanted materials or devices. This may include infection, acute and 
chronic inflammation with possible functional alteration of the organs  
involved, adhesions, fistula formation, erosion and rejection. Perforations or  
laceration of blood vessels, nerves, bladder, bowel and uterus may occur  
during passage of needles and might require open surgical repair. 

Fold
Fold
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Contraindications and Warnings

1.T-Sling will not stretch significantly and therefore this product should not be 
used in patients with potential growth and in women who are planning future 
pregnancies.

2.As with any suspension procedure, this product should not be used on  
patients who are taking anti-coagulants or anti-aggregating drugs, non- 
steroidal anti-inflammatory agents, or in patients that have any blood disease 
with hemorrhagic  
tendencies.

3.The T-Sling must not be used in contaminated wounds; in presence of infec-
tions the removal of the sling may be required.

4.The T-Sling must not be placed in contact with the bowel or other  
viscera.

5.Excessive tension on the sling can cause obstruction of the urethra or of the 
lower urinary tract that, even if transitory, could result in postoperative urinary 
retention (anterior approach).

6.Surgeons who intend to use T-Sling must have experience of the different  
surgical techniques regarding the vaginal vault and bladder neck suspensions.

7.As in all suspension procedures, retropubic haemorrhaging may occur if 
the transvaginal approach is used. It is therefore necessary to monitor all the 
patient’s symptoms relating to this phenomenon before her release from the 
hospital.

8.After positioning the sling with the anterior approach (transvaginal retro 
pubic), a cystoscopy must be performed in order to confirm the integrity of the 
bladder to locate a possible perforation. In the transobturator and posterior  
approach cystoscopy is at the discretion of the surgeon.

9.The vaginal vault suspension by posterior approach can be performed  
simultaneously with cystocele, rectocele and enterocele repair. 

10.Do not implant using staples or clips this may cause mechanic
al damage to the sling.

11.Do not use in patients that have known allergies to polypropylene. 

12.The T-Sling is a single-use product. Do not resterilize

13.Do not use the product if the Tyvek® pouch package has been opened or 
damaged, or after expiration date.

Product Traceability
Product traceability labels are included in every package and are used to  
identify type and lot number of the prosthesis. The label should be applied to 
the patient’s medical records in order to clearly identify the product that was 
implanted.

Product Evaluation
Please contact Product Evaluations Department, Coloplast, 1601 West River 
Road North, Minneapolis, MN 55411; Toll-free 800-338-7908.

Product Order Information or Returned Goods Authorization
Please call Customer Service Department, Coloplast, 1601 West River Road 
North, Minneapolis, MN 55411; Toll-free (800) 258-3476.

References
Literature references are available upon request from:
Coloplast Customer Service
1601 West River Road North
Minneapolis, MN  55411 USA
Toll-free telephone (800) 258-3476

Sterilized Using Ethylene Oxide
Caution: Consult Accompanying Documents
Do Not Use If Package Is Damaged
Do Not Resterilize
Do Not Reuse
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