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1996

(injury),

1996

427,837 (2003/01/13

MB
FDA
Code

1993

(death),
(malfunction)

)

553

Product

HRR 1 SCISSORS, ORTHOPEDIC, SURGICAL 888.454
HRS 2 PLATE, FIXATION, BONE 888.303
HRT 1 STRIPPER, SURGICAL 888.454
HRW 1 DYNAMOMETER, NONPOWERED 888.125
HRX 2 ARTHROSCOPE 888.11
HRY 2 PROSTHESIS, KNEE, FEMOROTIBIAL, SEMI-CON 888.353
HRZ 3 PROSTHESIS, KNEE, HINGED (METAL-METAL) 888.348
HSA 3 PROSTHESIS, KNEE, HEMI-, FEMORAL 888.357
HSB 2 ROD, FIXATION, INTRAMEDULLARY AND ACCESS 888.302
HSD 2 PROSTHESIS, SHOULDER, HEMI-, HUMERAL, ME 888.369
HSH 2 PROSTHESIS, KNEE, HEMI-, TIBIAL, RESURFA 888.359
HSN 2 PROSTHESIS, ANKLE, SEMI-CONSTRAINED, CEM 888.311
HSP 1 SPLINT, TRACTION 888.589
HSQ 1 BELT, PELVIC, TRACTION 888.589
HSR 1 UNIT, TRACTION, HIP, NON-POWERED, NON-PE 888.589
HSS 1 HALTER, HEAD, TRACTION 888.589
HST 1 APPARATUS, TRACTION, NON-POWERED 888.585
HSX 2 PROSTHESIS, KNEE, FEMOROTIBIAL, NON-CONS 888.352
HSZ INSTRUMENT, SURGICAL, ORTHOPEDIC, PNEUMA

HTG 2 PROSTHESIS, KNEE, HEMI-, PATELLAR RESURF 888.358

Regulation Number

Code

219



prosthess,

() Mdertificalion. A Rip joim melalpokmensnetal sem-constrainsd
porcis-coated encemented prosthesis is a devics imended 1o be implamted
12 replace a Bip joint. The davice kmis Irarsliation and rotation in
one or more planes wa the geometry of its anticelating surfaces. |t kas
no inkage across the jim, This gessris fype of device has a femors
pospaset made of 8 cobal-chramius mokhddenus (Co-Cr-Mo) aloy o &
thanius-akminum-vanadiem (THEALEY 2oy and an acefabular coenponem
compersad of an shrd-high mokcuiar weight polethyiens amcdalieg
bearing serface fed in a metal shell made of Co-Cr-Mo or TRSAL4Y,

The fersaral shent and acelabular ahell Bave & porous costing made of in
the case of Co-Cr-Mo substrales, beads of e same alioy, and in Ehe
exad of THEAHIY sibsiratas, oarms of commercially pure fEaskns o
Ti-BAk4 alicy. The porous coaling Bas a wolums porcesity betwiean 30 and
70 percent. an average pore sie between 100 and 1,000 mizroms,
mlarcieneding porosily, and @ porows coating Wickness belvsesn 500 and
1,800 microns. The generiz type of device Bas a design bo achieve
bisdogieal Teeation ba boss withaul 188 use of bone cament

Iby Classification. Cass 1.

Sec BEA.335E Hip jolst setabpolymerimalal semi-consimined pormus-casted uncamentad

Cap)

Code

Regulation
Class 1| Class 2|Class 3
2046| 1995 612| 395 5048
63 77 45 34| 219
Implant 1 73 43 19] 136
Implant 1.6%| 94.8%| 95.6%|55.9%|62.1%
(Bone

Product
Code Device Name Class
JDT CAP, BONE 1]
LRN WIRE, SURGICAL
LWJ HIP, SEMI-CONSTRAINED, METAL/POLYMER, UNCEMENTED
TOE (METATARSOPHALANGEAL), JOINT, METAL/POLYMER,
LZJ SEMI-CONSTRAINED
LZN CEMENT OBTURATOR
HIP, SEMI-CONSTRAINED, METAL/CERAMIC/POLYMER,
LZO CEMENTED OR NON-POROUS, UNCEMENTED
MAI FASTENER, FIXATION, BIODEGRADABLE, SOFT TISSUE
MAT ORTHOSIS, FIXATION, SPINAL CERVICAL INTERVERTEBRAL BODY
MAX ORTHOSIS, SPINAL INTERVERTEBRAL FUSION
HIP, SEMI-CONSTRAINED, UNCEMENTED, METAL/POLYMER,
MEH NON-POROUS, CALICUM-PHOSPHATE
MIW SUBTALAR, PLUG, POLYMER
MOO ORTHOPEDIC IMPLANT MATERIAL
MPK SEMI-CONSTRAINED METAL/POLYMER FINGER JOINT PROSTHESIS
MQO PROSTHESTIC DISC NUCLEUS DEVICE
MQP SPINAL VERTEBRAL BODY REPLACEMENT DEVICE
MQV FILLER, CALCIUM SULFATE PREFORMED PELLETS
HIP, SEMI-CONSTRAINED, METAL/CERAMIC/CERAMIC/METAL,
MRA CEMENTED OR UNCEMENTED
APPLIANCES AND ACCESSORIES, FIXATION, BONE,
MRY ABSORBABLE SINGLE/MULTIPLE COMPONENT
KNEE, JOINT, PATELLOFEMORALTIBIAL, SEMI-CONSTRAINED,
NCN CEMENTED, CERAMIC/POLYMER/METAL
NDX SPACER, CEMENT, ARTHROPLASTY, TOTAL JOINT
Product
Code Device Name Class
HRX ARTHROSCOPE 2
JDX INSTRUMENT, SURGICAL, SONIC AND ACCESSORY/ATTACHMENT 2
LBB DYNAMOMETER, AC-POWERED 2
GR TESTER, STIFENESS, CARTILAGE, ARTHROSCOPIC 2
CJ PUMP, VACUUM, ELECTRIC, SUCTION-TYPE ELECTRODE 3
MHH BONE ANALYZER, SONIC, NON-INVASIVE 3
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Text 2%

(breakage:break 7%
breakfast ( ) 8.4%
breakage breakage break
2/3 )
breakage
« )
17
(Lo 18 21
osening) (Wear) ( )
( 15)
( 14)
Total |Breakage| % [Loosening| % | Wear| % ( 15)
22,157 717 | 3.2% 819 |3.7%|2,146 | 9.7%
Implant | 16,620 454 | 2.7% 774 | 4.7%| 2,045 | 12.3%
Implant 5,537 263 | 4.7% 45 08w 101 | 1.8%
Implant 75.0%  63.3% 94.5% 95.3% ( 19)
breakage| % |loosening| % | wear % ( 11)
4,349 76| 1.7% 365|8.4% 404 | 9.3%
6,618 90| 1.4% 349| 5.3%| 1,548 |23.4%
3314 239| 7.2% 18/ 0.5% 22 | 0.7%
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Code Device Name Class | L510k [ Regulation REEIEER

HRZ |HINGED (METAL_METAL) - 3 | _N_| 888.3480

KRN [FEMOROTIBIAL. CONSTRAINED, CEMENTED. METAL . , 3 | _N_| 888.3480
NON-CONSTRAINED (METAL-CARBON REINFORCED T PE, )

KMB | b oL YETHYLENE) CEMENTENTED 2 | N | 8883490 | wipE-
FEMOROTIBIAL, NON-CONSTRAINED, , ) )

KTX | METAL/COMPOSITE CEMENTED / , 2 | N | 8883490 | wpE-
FEMOROTIBIAL, SEMI-CONSTRAINED, CEMENTED, , ) ,

KYK | METAL/COMPOSITE / 2 | N | 8883500
FEMOROTIBIAL, CONSTRAINED, CEMENTED, — )

KRO | OO , 2 | N | ses3s10 , UHMWPE
FEMOROTIBIAL, NON-CONSTRAINED, CEMENTED, ‘ ) ‘

HsX [ RO X , 2> | N | 883520 , UHMWPE
FEMOROTIBIAL, SEMI-CONSTRAINED, CEMENTED, ‘ ) ‘

HRY [ oROT B =t , 2 | N | 8883530 , UHMWPE
FEMOROTIBIAL, SEMI-CONSTRAINED, CEMENTED, ) ) )

LGE [ O BE AN 2 | N | 8883530 , UHMWPE
PATELLO/FEMORAL, SEMI-CONSTRAINED, CEMENTED, 7 ‘ )

KRR [FATELLO/PEMORS p 2 | N | sss3s40 , UHMWPE
PATELLO/FEMOROTIBIAL, CONSTRAINED, CEMENTED, 7 , )

KRP | poL YMER/METAL/METAL /7 2 | N | 888.3550 » UHMWPE
PATELLOFEMOROTIBIAL, SEMI-CONSTRAINED, ) )

IWH | CEMENTED, POLYMER/METAL/POLYMER /7 2 | N | 8883560 » UHMWPE
PATELLO/FEMOROTIBIAL, SEMI-CONSTRAINED, 7 ) ,

MBV |UHMWPE, UHMWPE, 2> | N | 8883560 , UHMWPE
PEGGED, UNCEMENTED, POLYMER/METAL/POLYMER , ,

HSA [HEMI-, FEMORAL Z 3 | _N_| 8883570

HTG [HEMI-. PATELLAR RESURFACING, UNCEMENTED Z 2 | _N_| 888.3580

HSH [HEMI-. TIBIAL, RESURFACING (UNCEMENTED) - 2 | _N_| 888.3500

Lxy |PATELLO/FEMOROTIBIAL, SEMI-CONSTRAINED, 7 ‘ ‘ s | o
UNCEMENTED, POLYMER/METAL/POLYMER ,
PATELLO/FEMOROTIBIAL, SEMI-CONSTRAINED, 7 ‘ ‘

MBA | UNCEMENTED, POLYMER/METAL/POLYMER, , 3 [ N
OSTEOPHILIC FINISH I/ ,
PATELLO/FEMOROTIBIAL, UNCONSTRAINED, 7 , ,

MBD | UNCEMENTED, POROUS, COATED, , 3| N
POLYMER/METAL/POLYMER .

/5 |FEMOROTIBIAL, UNCONSTRAINED, UNCEMENTED, , ) , 5 |~
UNICONDYLER, METAL/POLYMER 7
PATELLO/FEMOROTIBIAL, SEMI-CONSTRAINED, 7 , ,

MBH | UNCEMENTED, POROUS, COATED, , 3| N
POLYMER/METAL/POLYMER L

Code Device Name Class | L510k | Regulation Regulation
CONSTRAINED, CEMENTED OR UNCEMENTED,

kwz [SONSTRATED. CF L 2 | N | sssast0 . UHMWPE
SEMI-CONSTRAINED

JOL ["METAL CEMENTED ACETABULAR COMPONENT) ' 2 [ N | 8883320
SEMI-CONSTRAINED

KWA ["(METAL UNCEMENTED ACETABULAR COMPONENT) ' 8 | N | 8883330

KMC |SEMI-CONSTRAINED, COMPOSITE/METAL , / 2 8883340 | |\ nioe

ID1 [SEMI-CONSTRAINED, METAL/POLYMER, CEMENTED 7 7 | N[ 8883350 UHNWPE
SEMI-CONSTRAINED, METAL/POLYMER. —7 “OHMWPE,

LPH |"50ROUS UNCEMENTED , 2 | N | 8883358 Coating
SEMI-CONSTRAINED, UNCEMENTED, - ) ~UHMWPE,

MBL |'METAL/POLYMER, POROUS / , 2 | N | 8883358 Coating

JDD |UPPER FEMORAL 2 | N [ 8883360

JDG |FEMORAL COMPONENT, CEMENTED, METAL ) ) 2 [ N [ 8883360

KWL [HEMI-, FEMORAL, METAL — 2 T N | 8883360

KWB [HEMI-. ACETABULAR, CEMENTED, METAL = 3 | N [ 8883370

LZY |HEMI—. FEMORAL, METAL BALL = 3 | N [ 8883370
HEMI-. TRUNNION-BEARING, FEMORAL, - )

JDH | METAL/POLYACETAL / 8 | N [ 8883380 '
HEMI-, FEMORAL, METAL/POLYNER,

KWY | CEMENTED OR UNCEMENTED - ! 2 | N | 8883390 » UHMWPE

KXA [FEMORAL. RESURFACING ) 7 | N [ 8ssaa00

_ b |SEMI-CONSTRAINED, METAL/CERAMIC/CERAMIC, ) s
CEMENTED / / ,

U3 [SEMI-CONSTRAINED, METAL/POLYNER, , "
UNCEMENTED '

70 |SEMI-CONSTRAINED, METAL/CERAMIC/POLYMER, p p "
CEMENTED OR NON-POROUS, UNCEMENTED '

72 | SEMI-CONSTRAINED, UNCEMENTED, METAL/POLYMER, ) "
NON-POROUS, CALICUM-PHOSPHATE / ‘ CaPO4

7 |SEMI-CONSTRAINED, ) "
METAL/CERAMIC/CERAMIC/METAL, / / /

10 -




Code Device Name Class| L510k | Regulation R
JDO |CERCLAGE, FIXATION 2 | _N_[ 8883010
ROD, FIXATION,
HSB | NTRAMEDULLARY AND ACCESSORIES 2 [ N ] 8883020
HRS [PLATE, FIXATION, BONE 7 | N[ 8883030
HTN |WASHER. BOLT NUT 2 | N[ 8883030
JDO |FIXATION, PROXIMAL FEMORAL. IMPLANT 2 | N [ 8883030
IDP [FIXATION DEVICE, CONDYLAR PLATE 2 | N [ 8883030
JDR [STAPLE, FIXATION, BONE 2 | N [ 888.3030
IDS [NAIL_ FIXATION, BONE 2 | N[ 8883030
FIXATION, NAIL/BLADE/PLATE COMBINATION,
KTT [ MULTIPLE COMPONENT d 2 [ N ] 8883030
FIXATION, NAIL/BLADE/PLATE COMBINATION,
KTW ['SINGLE COMPONENT ' 2 [ N ] 8883030
NAIL/BLADE/PLATE COMBINATION,
KWK SINGLE COMPONENT 2 [ N ] 8883030
FIXATION. NAIL/BLADE/PLATE COMBINATION,
LXT | MULTIPLE COMPONENT, METAL COMPOSITE 2 [ N ] 8883030
MNU [STAPLE, ABSORBABLE 2 | N | 8883030
HTY [PIN, FIXATION. SMOOTH 2 | N[ 888.3040
HWC [SCREW, FIXATION. BONE 2 | N[ 888.3040
JDW |PIN, FIXATION, THREADED 2 | N[ 8883040
JEC [COMPONENT, TRACTION, INVASIVE 2 | N[ 8883040
FASTENER, FIXATION, NONDEGRADABLE,
MBI [FESTENER, Y 2 | N | 8883040
LTO [SPACER, CEMENT 2 | N | 8883320
LRN [WIRE, SURGICAL N
\ial |FASTENER, FIXATION, BIODEGRADABLE, \
SOFT TISSUE
‘15 |FASTENER, FIXATION, BIODEGRADABLE, s | o
HARD TISSUE
MOO [PROSTHESTIC DISC NUCLEUS DEVICE N
iy |FIXATION, BONE, \
ABSORBABLE SINGLE/MULTIPLE COMPONENT !
NDX [SPACER. CEMENT, ARTHROPLASTY, TOTAL JOINT N
Regulation 3030
10
FDA
MAUDE
10
Regulation

11




( 24 47)

0.02%| 54.70% 13.25%) 1.31%| 30.72%
0.00%| 86.67% 4.44% 5.56%f 3.33%
0.00%| 66.48% 1.72%) 0.57%| 31.23%
0.00%| 67.25% 1.74%] 0.65%| 30.36%
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