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How do we react on the  
FDA-report on alloplastic materials ? 





Implantatchirurgie  

Linda Gross received 
11,1 Million Ή 

compensation for a mesh 
complication 

http://www.rotlaw.com/transvaginal-placement-of-surgical-mesh/free-surgical-mesh-lawsuits-informational-brochure/?l=bnr


I understood from  my good friend Metil  Itil  
that  medicolegal problems are important   

in Turkey  - as they are in Germany 
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There is no 
condition or  
disease that 
cannot be  

made worse by 
surgery ! 



aim of old surgeons: 
 
Å patient should survive 
Å patient should not have  
      an infection 
Å patient should not be 
      worse than before surgery 



What are the expectations  

of our patients? 
Robinson et al (Kings College Hospital London)2013 

38 % accept a minor procedure with a 85 % success rate  

and a 2% risk of side effects  

(e.g. self catheterisation) 

57 % are happy with a 60% improvement without side effects 

23 % accept a major operation with a  85 % success rate 

and a 2% risk of side effects   

(e.g. self catheterisation) 



A womanôs estimated lifetime risk of POP is 30-50 percent, with 

2 percent of women becoming symptomatic. Symptomatic POP 

can be managed conservatively with either pelvic floor muscle 

exercises or vaginal inserts to support the prolapsing tissue 

(pessaries). Surgical correction is also an option, although not 

all women will have long-term improvement in symptoms from 

traditional surgical correction without mesh . In total, women 

have an estimated 11 percent lifetime incidence of surgery to 

repair POP or SUI . 



Urogynaecological  
surgery? 
 

very simple: 

stress urinary incontinence : TVT/TOT 
prolapse : alloplastic mesh 



If You have a new  
hammer,  
every problem  
looks like a nail ! 
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apparently sometimes  
dangerous and too  
close cooperation !? 
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12 papers and posters discussing products  
taken from the market at that time ! 



 >  5 000 000 implanted worldwide  

    TVT  (Gynecare)   SabreTM (Mentor)  
üLIFTTM  (Cousin Biotech)               IVSTM (Tyco) 
üSerasisTM (Serag Wiessner)              SPARCTM (AMS) 
üObtapeTM (Mentor)                 PelviLaceTM (Mentor)  
üUretexTM (Sofradim)   TordynexTM (Tulip) 
üMonarcTM (AMS)   Pro Surg-BioslingTM 
üT-SlingTM (Herniamesh)                 RemeexTM (Neomedic) 
üStratasisTM (Cook)                SafyreTM (Promedon)  
üUratapeTM (Porges)                TOBTM (Porgîs) 
üI.STOPTM (CL Medical)  Swing-bandTM (Text.HI-TEC)  
üLynxTM (Boston Scientific)               ObtryxTM (Boston Scientific) 
üVeritasTM Collagen Matrix               EmeraldTM (Gallini) 
üSynovis                                                   TVT-O (Gynecare) 
üDynaMesh (FEG-textile)                    TVT-Secur (Gynecare)  
üMiniArc (AMS)                                     MiniArc Pro (AMS) 
ü!ÄÊÕÓÔȟ3ÕÒÇÉÍÅÓÈȟ!ÓÐÉÒÁȟ/ÐÈÉÒÁȟ 'ÙÎÅÍÅÓÈȟ %ÌÅÖÁÔÅȣȢ 
 



The New 510(k) Paradigm - Alternate Approaches to 

Demonstrating Substantial Equivalence in Premarket 

Notifications  
An alternative approach may be used if such approach satisfies the requirements 

of the applicable statute, regulations, or both. 

many of the ȵnewȰ slings and meshes did not have to  
provide any data, because they fulfilled  the 510(k) 
conditions  - apparently not ! 



ñIn God we Trust, all others bring Data.ò 

W.E.Deming 

W.Edwards Deming 1900-1993 









500 reoperations after  
alloplastic slings/meshes 
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penetration urinary tract 

hematoma 

abcess main problems are not the 
materials and kits, 

but, wrong application  in wrong 
indications and surgical 

technique ! 

Mesh-associated complications are 
not rare. The most common mesh-

related complication experienced by 
patients undergoing transvaginal 

POP repair with mesh is vaginal mesh 
erosion .Based on data from 110 
studies including 11,785 women, 

approximately 10 percent of women 
undergoing transvaginal POP repair 

with mesh experienced mesh erosion 
within 12 months of surgery . 



Mesh contraction, causing 
vaginal shortening, 

tightening, and/or vaginal 
pain in association with 
transvaginal POP repair 

with mesh, is increasingly 
reported in the literature . 


