


Petition Sponsors: Orthopaedic Surgical Manufacturers Association (OSMA) 

Date: July 2 1, 2005 

Device: Metal-on-Metal Semiconstrained Hip Joint Prostheses with Cemented or 
Uncemented Acetabular Components 

Use Categories: J Diagnostics d Monitoring d Prosthetic 

x Surgical d Therapeutic d Other 

Regulatory Level: II Special Controls 

Specitic Device Problems: No 
-______ 

Classification System 
I Is thedewce custotn madt’ 

rtandards he apphed“ 

the dcvlce potentially hazardous to hfe or good 
health when properly used” ___-___- 
5 Is the dcv:ce of such a nature that (a) 
sufficient wentlfic and lned cal data ewts 
from whrch adequate standards govtmlng the X 
devxe safety and efficacy cculd not be 
cstabhshed, and (b) developtnent and 
apphcatwn of such a standard would be 
adequate to control the debice” --- 
6. 1s the dewce currently In use and Inarketed X 
In the Unltcd States? 
7 -When the deuce 1~ used, 1s It rcnwte fioln 
the body’ 
8 
external 01 internal source? I 

-__- 
Is the tlewce powered by a non-nlanual or 

9 WIII the use of the device or fallwe of 
power or &VKX power source present a 

potential hazwd to the patlent? ~. -__ 
IO Does the device elnlt a&or uxtect any c 

No 
X 

Not Applicable Do Not Know - 

X I 



Classification System Yes No Not Applicable Do Not Know 
12 Wtll malfunctton of the device result m  safe 
energy levels3 

X 

13 Does the devtce use materral for contact 
with the body whrch IS genetally acceptable or 
has known and acceptable ptoperttes whtch can X 
be provtdcd wtth no addtttonal control 
requtrements3 
14 Does the devrce have any known hazards, 

__~ 

hmttattons, or shortcommgs which can be 
avoided by promulgatton of Federal regulattons X 
apphcable to the devtce m questton? 
I5 If the device pcrfonns some measurement 
functton, should the accuracy, reproductbthty, 
or hmttattons of the mforma! ion supplied be X 
clearly mdtcated to the user iby appropnate 
labehng. mstructtons or precauttons’7 
16 Does the dcvtce have performance 
charactertsttcs whtch should he mamtamed at a 
sattsfactory level, such level havmg general X 
agreement among user groups? -- 
I7 Is the devtce used wtth other devtctu: m  
such a way that the system m whrch tt IS used 
can be hazardous tf the system is not 
assembled, used or mamtamxi m  a sattsfactory 
fashton’ 
IX Is the devtce potenttally hazardous to the 
fetus or the gonads when 


