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4.4 ESKA Adaptor (cementless) Femoral Stem Prosthesis 

4.4.1 The revision rate for the Adapter (cementless) at 3 years is 5.4% compared to 2.7% 
for other total conventional hips. Members expressed concerns over the high revision 
rates and noted the poor quality response :from the Company (for example the 
information provided by the sponsor does not relate directly to the Adaptor device). 

4.4.2 · The NJRR representative observed that the Adapter has exchangeable femoral necks 
which could be associated with an increased rate ofrevision. 

4.4.3 A member noted that the metal bearings for this impla,gtare made from a high carbon 
steel which is quite different to the materials used b:y:}§ifrtilar implants made by other 
compames. 

4.4.4 It was also noted that of the 567 implants there'Wgf~2).:r~visions and these were not 
common to one hospital or state indicating'tllaf the cauiid)tq;r revision iS"11ot surgical 
technique. . .. '"" ,. . ... _ ._._ 

4.4.5 The NJRR representative added that,Wliiie only the cementle~iiorp1 of the implant 
was identified in 2010, the cemented t8Hh.9 rthe impl~nt is also 6{¢qncern and this 
indicates that the revision rates are likely fo·Berela,t~dfo implant des1gn rather than 
surgical technique. · · > ·· ....... ·. •· •· ·. · ·. 

Advice: The Working Group ac1V1i;at11.~tJhe use ~ftli.ttESKA Adapter (cementless) 
Femoral Stem Prosthesis shqµld Ht!i,is~ontinu.Jd/,. 



r ,_-, 
J 
' ~-,.·· 



( 

( 

4.9 ESKA Bionik Resurfacing Femoral Hirtd when llied in conjunction with the 
Bionik Acetabular CompOill;llt · · · · · 

4.9.1 Members noted that this in1i}a11tiL~§J resurfaci1igclevice where only 175 were 
implanted. 6 out of the 9 revisions wefeJor Fernoi-BJ.and Acetabular, and 3 revisions 
were for Acetabularonly. .· · · · · · · 

4.9 .2 Members di~c~s~ecithe 111etal-01~~i11etal 9eai·ii1i e>pti9ps a~d the expertise of surgeons 
using these prnstheses. Members ag'r~~dtl1at the C61npany's response was 
inadequate ahd requesteclthat the TGAfaise concerns about the data provided with 
the <;01npany. · · · · · ·· 

4.9.3 'fhe'tbAdf\~Vvthehie111ber~'att~11t.i9ntothe summary of the Company's response. 
In its sununarytl1e SpOl1§0rasserts t:hafnone of the revisions repo1ied in the NJRR 
ag;ainst the Bionik implanfarerelated to the design of the implant. ESKA has also 
proyided papers m1tLCitations as evidence of implant perfonnance elsewhere in the 
world;.but the revisi6Ilrates repb1ied in the literature provided appears to be higher -
sometimes much higher than the revision rate reported by the NJRR for this implant. 

4.9.4 The TGAasl<:ed the \\'orking group to c01mnent on the observation made in one of 
the papers supplied by the Company- neck shaft angles must be greater than 130° -
Whether this affects all similar implants and whether this is c01mnonly known in the 
orthopaedics field. A member confirmed the importance of the neck shaft angle and 
that this is c01mnonly known. However, in this case the design of the femoral head 
does not lend itself to ease of use and the stem is noticeable smaller in diameter and 
therefore more difficult to seat with accurate alignment. This fact in combination 
with the implants being metal on metal is a cause for concern. 

Advice: For the reasons outlined above, the Working Group advised that the use of the 
ESKA Bionik Resurfacing Femoral Head when used in conjunction with the 
Bionik Acetabular Component is of concern. Consideration should be given to 
the discontinuation of this implant combination. 
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