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Over the past years, we have regularly kept you informed of our experiences with failure cases of 

the modular titanium adapters in the form of user information. To inform all users once again 

about the current situation, we are sending you a further Field Safety Notice. 

Based on the total number of implanted titanium cone adapters and the failure cases known to 

date, the current average failure rate for all article numbers is 6.74% for the entire period since 

the first breakage event in 2006. 

Based on the data available to date relating to the Metha titanium cone adapter breakages, the 

failure rates of the titanium cone adapters with different CCD angles are currently as follows: 

CCD angle Failure rate 

METHA NECK 12/14 130' 12.87% 

METHA NECK 12/14 135' 4.17% 

METHA NECK 12/14 140' 0.66% 

Figure 2: Failure rates of Metha titamum cone adapters according to CCD angle 

At 12.87%, the adapters with a CCD angle of 130' show a significantly higher breakage rate than 

the variants with angles of 135' and 140'. 

The entire risk population concerned includes a high proportion of male patients with an average 

body weight of 100 kg. The proportion of female patients with an average body weight of 92 kg is 

currently 10.43% of all patients affected to date. Patients of a normal weight have also been 

affected by breakages of the Metha titanium cone adapter, meaning that body weight cannot be 

regarded as the sole risk factor in terms of implant load. 

Based on the data currently available, we recommend that users inform their patients treated with 

Metha titanium cone adapters of the risk, even though early detection of potential failures 

through radiology is not possible. 









HOSPITAL________________________________  TOWN  __________________________________ 

 

 

 

NAME__________________________ DEPARTMENT ____________ TELEPHONE ______________ 

 

 

 

 

SIGNATURE______________________________  DATE __________________________

T T T T T

T T T T

TITANIUM


	DOC000



