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Tables 29 = 37........... Time Course of Radiographic Parémeter,s All Cases
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Metal/Metal Hip Reclassification Petition
Age Range by Device

- 13:36 Wednesday, June 14, 2000

Table 1
Age (Yéars)
Standard
# Mean | Minimum | Maximum [Deviation
Device Type
Metal Liner 403| 54.7 18 78 11
Poly Liner 303| 54.8 18 82 12

x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.sas




Metal/Metal Hip Reclassification Petition " 13:36 Wednesday, June 14, 2000
Distribution of Age by Device

Table 2
Age Decade (Years)
1-19 20-29 50-39 40-49 50-59 60-69 70-79 | 80-89 7 ‘Total
‘'n| % [n| % |n. % |nl| % .Vn % In| % |n| % |n| = n
Device Type |
‘Metal Liner : 1 0.2 4 1.0} 31 7.71 86} 21.3|145]| 36.0{103| 25.6f 33| 8.2 O 0} 403
Poly Liner 1| 0.3} 2| o.7| 38} 12.5] 60 19.8] 80| 26.4| 83| 27.4] 37| 12.2| 2| 0.7] 303

Bst

x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.sas
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Metal/Metal Hip Reclassification Petitioh
pistribution of Device by Gender

Table 3
Gendef
Female | Male Total
JCount { %  {Count: ‘% Count
Device Type |
‘Metal Liner 16561 40.9 2381 . 59.1 403
Poly Liner | 104 34.3| 199| e5.7| 303

x:\clinical\sasusers\mas\momreclass\saéprogs\demo-all.sas

13:36 Wednesday, June 14, 2000
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Metal/Metal Hip Reclassification Petition
Height by Device

Table 4
Height (Inches)
Standard
# Mean | Minimum | Maximum |Deviation
Device Type |
Metal Liner ' 396| 67.6 .52 82 4
Polvainer | 303| 69.2 56| 160 .8

‘x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all,sas

13:36 Wednesday, June 14, 2000
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Metal/Metal Hip Reclassification Petition
Weight by Device

Table §
Weight (Pounds)
‘Standafd
# Mean | Minimum | Maximum {Deviation
Device Type
Metal Liner | 402| 189.1 53 396 a3|
Poly Liner 303| 193.2 47 311 43

’x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.sas

13:36 Wednesday, June 14, 2000




Metal/Metal Hip. Reclassification Petition
Distribution of Device by Diagnosis

Table 6
Device Type
Metal
Lin'eri Poly Liner
Count Count
Diagnosis
AVAscuLAn NECROSIS 4| 47
CRYSTALLINE,ARTHRQPATHY B
DEVELOPMENTAL HIP DYSPLASIA 4l 8
I |brasTROPHIC VARIANT o
15 - -
LEGG PERTHES = 4
OSTEOARTHRITIS s3] 224
OTHER ‘ 1 4
OTHER - DETA;L B 4
POST-TRAUMATIC ARTHRITIS 18] 17
PROTRUSIO ACETABULUM " 2
(CONTINUED)

x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.

sas
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‘Metal/Metal Hip Reclassificatibn Petition
Distribution of Device by Diagnosis

Table 6

Device Type

Metal
Liner Poly Liner
Count - Count
Diagnosis
SLIPPED CAPITAL FEMORAL
EPIPHYSIS 4 5
SUBCAPITAL FRACTURE 1
Total 403

303

x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.sas
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Metal/Metal Hip Reclassification Petition

, pistribution of Cases by Study and Device

Table 7
Dévice Type
Metal Liner|Poly Liner Total
‘Count .~ Gount Count
Study
A 219 206 425
B 87 87
c 97| 97 194
ITotal 403 303 706

x:\clinical\sasusers\mas\momreclass\sasprogs\demo-all.sas
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Metal/Metal Hip Reclassification petition 13:36 Wednesday, June 14, 2000
Age -Range by Device for 24+ ) :
Table 8

Age (Years)

Standard
# -1 Mean | Minimum | Maximum Deviation

Device Type

Metal Liner 123| 52.6 26 77 11

Poly Liner 88| 52.1 18 75| 12

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas
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Metal/Metal Hip Reclassification_Petitioh
Distribution of Age by Device for 24+

13:367Wednes

Table 9
Age Decade (Years)
1-19 20-29 | 30-39 40-49 | 56‘59 60-69 A70-79 Te
n % % 1 n % n % n % n % n %
Device Type
Metal Liner 0’ oy 2} 1.6} 13 10;6 33 26.8> 41| 33.3| 28 22.8{ 6| 4.9
Poly’Liner 1 1;1 1 k1.1 16} 18.2| 16| 18.2| 29| 33.0f 19 21{67'¢6' 6.8

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas
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“Metal/Metal Hip Reclassification Petition
Distribution of Device by Gender for 24+

Table 10
Gender
Female .Male Total
,Counfrr % |Count | % Count
Device Type
Metal Liner 48] 39.0 751 61.0 123
foly Liner 25| 28.4} = 63| 71.6 "88

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas

13:36 Wednesday, June 14, 2000
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Metal/Metal Hip Reclassification Petition
Height by Device for 24+

Table 11
Height (Inches)
) Standard
# Mean | Minimum Maximum {Deviation
Device Type
Metal Liner 18] 67.7 52 78 4
Poly Liner 88| 68.8 59 77 4

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas

13:36 Wednesday, June 14, 2000




Metal/Metal Hip Reclassification petition
Weight by Device for 24+
Table 12

Weight (Pounds)

13:36 Wednesday, June 14, 2000

| Sténdard
#- | Mean | Minimum | Maximum {Deviation
Device Type |
|Metal Liner 122] 191.6 53 396 42
Poly Liner 88} 1924.9 47 311 46

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas
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Metal/Metal Hip Reclassification Petition 13:36 Wednesday, June 14, 2000
bistribution of Device by Diagnosis for 24+

Table 13
~ Device Type
Metal
Liner Poly Liner
6ount- Count
Diagnosis
‘AVASCULAR’NECROSIS 13 17
DEVELOPMENTAL HIP DYSPLASIA 4l 3
DIASTROPHIC VARIANT . ‘ N
LEGG PERTHES ' 3
OSTEOARTHRITIS o ~ ' 89 61
forien R o oy 1
|oTHER - DETAIL T s
POST-TRAUMATIC ARTHRITIS o 8 6|
| SLIPPED éAPITAL FEMORAL EPIPHYSIS | 1
{Total ’ ) 123 88

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25.sas
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Metal/Mefal Hip Reclassification Petition _ 13:36 Wednesday, June 14, 2000
Mean Harris Hip Pain Score (44 Points Max) Over Time

Table 14
‘Deviqe Type
Metal Liner Poly Liner
Pgin'Score 'Pain éc&re

# |Mean | STD | # {Mean | STD
Interval
Pre P 390 12.9} 6.7| 296} 14.1 7.0
6 Week | 264| 39.6 ve.ar 165 30.2| 6.9
6 Mos | 206! 40.6| 5.5"201 40.8| 6.5|
12 Mos | 237| 41.4| 5[9: 156] 41.7] 5.2
2 Mos { 107| 41.7| 5.5 81| 40.4| 7.5
24+ Mos 10| 42.3| 4.8| 85| 40.5| 7.2
36 Més _V 31 742.6' 2.9 21| 42.6 a.3|
48 Mos | 2 44;0’ 0.0| 2| a7.0| 9.9

x:\clinical\sasusers\mas\momreclass\tablés\evtab.sas




7251

Metal/Metal Hip Reclassification Petition
Mean Harris Hip Function Score (48 Points Max) Over Time
Table 15 :
Deviée Type

Metal Linéf V .Poly Liner

Funétibﬁ Score Functidn Score

# Mean STD | # | Mean STD
Intervél » |
Pre OP ago} 25.5| 8.4| 200| 25.3| 7.7
|6 week 251 | 28;4 8.3| 160| 26.2 8.6
6 Mos 1 201| 41,0 6.2 198l'§1.2 6.1
12 Mos '  222} 42;1 5;8 154: 42.6|- 5.5
24 Mos 101] 43.2| 4.9 81 42.3 5.5
24+ Wos 10| 40.3| 4.9| 86| 42.7] s.0|
36 Mos 26| 43.3| 4.1| 22| 43.5] 4.0
48 Mos ) 1] 46.0 2| s9.0 9.9

x:\clinical\sasusers\mas\momreclass\tables\evtab}sas
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Metal/Metal Hip Reclassification Petition

Mean Harris Hip Total Score (100 Points Max) Over Time

Table 16
Device Type
Metal Liner Poly Liner
Totél ébofe" Total Score
# |wean | 510 | # |Mean | sTD |
Interval | |
Pre OP 377 45.6 2.8 280| 46.8( 12.8
6 Week 5 éi1”,7efa ‘11.9| 186] 74.5| 11.2
6 Mos | ’2é6”'9121; io.4' 19§7”§1.5' 10.8
12 Mos 216 93.9 9.5 155 si0] 9.9
kg4 Mos |- 87] 05.3| 8.7 75 92.3} 11.0
|24+ Mos 90 95,9 7.9 73| 92.5| 10.4
36 Mos 20| 95.5| 6.8 16| 86.4| 5.0
148 Mos 0 1] 7200

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Device Type:

Met 1 Hin Reclassification Petition
Harris Hip Overall Rating Over Time
Table 17

Metal Liner

Overall Rating

0 - 69 70 -79 | 80 -89 |90 - 100 |Total

4 |pot | # |pot | # |pot | # |pct | #
‘Interval
re OF as4| 96.6 13| 3.4 377
6 Week 61 25.avk oo 28.6| 79| s32.8| 32| 13.3| 241|
5 Mos G348 28] o.1] 48] 16.8] 100| 69.6| 286
12 Mos To| 42| 14| 6.5 20| 0.3 173| 80.1| 216
24 Mos a| 48| - 10| 11.5] ‘73| es.e| 7
24+ Wos B IR Tal el 0.0 77| 85.6 90
és Mos 1 5.0'” a| 1s5.0f 16| 80.0| 20

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Overall Rating Over Time

Table 17

Device Type: Poly Liner

13:36 Wednesday, June 14,‘2000

Overall Rating

0 - 69 70 - 79 80 - 89 | 90 - 100 |Totall.

# Pct # Pét - # Vﬁéi # 7 Pet #
Interval |
Pre OP 279 e6.5| o 3.1 1| o.3f 289
6 Week - 50 2.1 s8] 37.2 'So» 19.2 18| 11.5| 156
6 Mos 1| s.6| 17| 8.7| 26 10.0| 142| 72.4| 196]
12 Mos 5 3l3 | 3.0 16| 10.5] 126| 82.4| 153
24 Mos o 80| s e7| 7| 93| s7 76.0| 75|
24+ Mos s| 6.8 s| 6.8 7| o.6 56 76.f“ 73
:ae Mos a| 12.5| 14| 87.5| 16
48 Mos 1{ 100,0 1

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition

13:36 Wednesday,
Harris Hip Pain Rating Over Time
Table 18
Device Type: Metai Liner
Pain Rating
Totally
Not Noted None Slight Mild Moderate Marked  Disabled |Total)
¢ lpor | # | pot | # | pot # |pot | # [Pt | # |Pet |# |Pet s
Interval |
Pre OP" 0.5 2 0.5 1 0.2 ,1Q 2.5 122 30.3| 238 59.1 28‘ 6.91 403}
6 Week 2.1} 137 48.97 84| 30.0} 36| 12.9: 16 5.% 1 ’70.4 280
6 Mos 2.01 189 ’ 61.8 ‘70 ’22.5, ;25’ 8;27 15 4.9 1 0.3 306
12 Mos 1.6 173> 70.3] 43 17.5 15} 6.1 11 4.5 246
24 Mos 1.8 ‘79  .2 22 19.8’ 3 2.7 5. 4.5 111
24+ Mps 1.6} 94 76;4 ‘é1 17.1 2 1.6 4 3.3f 123}
|36 mos 2a| 7a.2| 7| 22.6 1| 3.2 3t
48 Mos é '160.6 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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N o © Metal/Metal Hip Reclassification Petition ~ 13:36 Wednesday, June 14, 2000 -
Harris Hip Pain Rating Over Time : .
Table 18

Device Type: Poly Liner

Pain Rating
_ . : Tdtally
Not Noted --None ’ Slight Mild Moderate Marked Disabled |Total
# Pct # Pct # | Pct # Pect # Pet # Pct v# Pt #
Interval
Pre OP 1] e8] 3| 1.0 11| s.e| 109] 36.0 161| 53.1| 18| 5.9 303
6 Week 1| o0.5) o1| 49.2{ st| 27.6| 31| 16.8 11| 5.9 185)
6 Mos 1| 0.5| 140| 67.0| 36 Ca7.2| 21| 10.0] 8| 3.8 3| 1.4 : 20|
12 Mos_ 10| 70.1| 38| 228 5| 32| 6 2| | 1 1s7
24 Mos se| 71.1] 1é 14.5| 4 4.87 gl o8] | | i ,85
24+ Mos: 1 v1.{ 61| 0.3 T137 14.8| 6| e8] 7| 8.0 | 88|
36 Mos i| 4 16| 72.7| 4| 18.2] 1| 4.5 ' ' 22
48 Mos | v1  50.0/ I :’éo,o | 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclaésifiéatidn Petition 13:36 Wednesday, June 14, 2000
Harris Hip Limp Rating Over Time ~
Table 19

Device Type: Metal Liner

Limp Rating
. : Unable to
Not Noted | - None Slight Moderate Severe Walk Total
# Pct # ot ‘ # Pect l# - Pet # | Pet # Pct 7 #
Interval |
Pre oP 1.5 24 6.0| 75 718.6 ‘192 47.6| 103| 25.6 ' 3i 0.? 403
6 Week 11 3.9 | 677 23.9{- 127] 45.4] 68 24.3: . 7‘ 2.5 | 280
sMos | 8 2.6 02| e2.7| 77| 25.2| 20| 0.8 = E | | 306
Vf};ﬁﬁss - 12 4.9] 168| 67.5] 53| .21.5' 11 1774;5 - 47 71;6 7 : 1 246
24 Mos 4 3.6 92| 82.9 | 11 9.9 3 2.7 1 0.9 ’ 111
M+MM -’ 4 3.3[ 102}~ 82.9f 15 12.2p 1 OJ 1 0.8 rma
{36 wos 25 50.6| 6 19.4 | | ’ s
48 Mos 1| s0.0{ 1| 50.0} B 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas




Metal/Metal Hip néclaséifica{ion Petition - 13136 Wednesday, June 14, 2000
Harris Hip Limp Rating Over Time o
Table 19

Device Type: Poly Liner

Limp Rating
Unable to
Not Noted None Slight. | Moderate Severe walk - jTotal
4 |pPct | # Lpct | # [pPct |4 |Pet |4 Pci ' #",'Pct #
- jInterval | |
Pre OP x 13| 4.3 s2f 17.2| 1s8| s52.1| 79| 26.1| 1 0.3 303
|6 week a3l 1.e| 38| 19.5] /95 51.4| 45| 24.3 6| 3.2 B | 185
6 Mos s| 1.4 190 e2.2| 61| 20.2| 15 72| , 209
- 12 Mos ‘ 123| 78.3| 28| 17.8| 6| 3.8 | 157
24 Mos - 57| 68.7| 20| =2a.1| 6| 7.2 , 83
24+ Mos 65 73.5 16 20;5 5| 5.7 T v 88
36 Mos 19| 86.4| 73 | 13;6 ; | ' ' '22’1
148 Mos 1) 50.6 | 1] s0.0 | T2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition '13:36 Wednesday, June 14, 2000
Harris Hip Support Rating Over Time
Table 20

Device Type: Metal Liner

Support Rating
Cane,;ong _ :
Not Noted None _ walks Cane,mostly| Crutch 2 Canes |2 Crutches | Walker Total
# lpct |# |pot |# [Pt | # |pet | # [Pot | # [Pet | # |[Pet |# |Pet | #
iInteEVaik | |
Pre OP 17] 4.2{ 198 49.1»v 55 13.2) ool 22.3| 13| 3.2| 6| 1.5] 22| s.5{ 4f 1.0 403
C 16 Week | '6 2.1 40| 14.3 V 41‘ 14.8{ 63] 22.5] 21 7.5] 14 5.0 69 2f.1 - .36f -12.9 280
6 Mos | s 2.6] 233 76.1» 35] 11.49 .20 6.5 4 1.3 2] 0.7 3 1.0 1 0.3 v 306
12 Mos © 3| 1.2| 208] 83.3] 22| 8.9/ 13} 5.3 1| 0.4 o "2‘ 0.8 246
24 Mos a| 2.7| 94| sa7| 9| 8. 5 a5 o } ! f 111
24+ Mos 5 ’ 4.1} 105] 85.4 8’ 6.5 5 4.1 . ) 123
36 Mos 1 : 3.2| 27} s8r.1] -8 »9.7 | ; | N 31
48 Mos B 1 ‘ SC.O 1 50.0} - : ) 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Device Type: Poly Liner

e o et ot i A 50

Metal/Metal Hip Reclassification Petition
Harris Hip Support Rating Over Time

Table 20

13:36 Wednesday, June 14, 2000

Support Rating

Cane, long , o ’
Not Noted None walks Cane,mostly| Crutch 2 Canes |2 Crutches | Walker Total

# Pct # Pct # Pct # Pct # Pct Pct # | Pct # Pct #

Interval

Fre OP 15 k5,0> 169 562.5{ 42| 13,9] 64| 2t1.1 7 2.3 3 1.0 -10 3.3 3 1.0] 303
6 Week 32 17.3 13 7.0] 39 21.1» 15 8.1 1 0.5| 55} 29.7| 30| 16.2| 185
6 Mos 7 3.3] 1741 83.3{ 10{ 4.8] 10| 4.8 1 0;5 1 0.5 3 1.4 3 1.4 209
12 Mos 1| o0.8| 143 o1.4| 8 s.4| 4 2.5 1  0.6 157
124 Mos 1| 1.2| 77| o2.8] 4| 4.8 1 1.2| 83
24+ Mos 84j 95.5 3 3.4 1 1.1 ‘88
36 Mos " 22| 100.0 22
46 qu 21 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Métél/Metaerip Beclassification Petition 13:36 Wednesday, June 14, 2000
Harris Hip Distance Walked Rating Over Time ' ' '
Table 21 )

. Device Type: Metal Liner

Distance Walked
) , IndBors ;
Not No;ed Unlimited | 6 Blocks |2-3 Blocks only Bed & Chair |Total
g lpot | # |pot | # |pot | # |pot |# [Pt | # | Pct  8
‘JInterval
vPre oP 2 0.5 58  14.4| 98| 24.3{ 169| 41.9 764 18.9 4 403
6 Week 7 2.51 105 37.5 75 ' 26.8 721 25.7 21 7.5 V - 28Q ’
6 Moskr 7 10 2.6] 228 74.5 4é 13.% 26 8.5‘ ‘2 » 0'7; 306
12 Mos . & | 2.0] 19% ) 80.{ 726  10.6}f 16 i 6.5 2 O.é ‘ - ¢:246>
24 Mos ; 4 3.6| "86{ 77.5 14} 12.6« 5 4;5 2 : 1;8 | ' 111
24+ Mos 5| 4.1| 96| 78,0/ 13} 10.6| 7 "5;7 2| - 1.6 ' 123
36 Mos 1| s.2| 24| 77.4| 4| 1290 2| 6.5 | , a1]
48 Mos 7 2| 100.0 ' , _ 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Hecléssification‘Féfitioh
Harris Hip Distance Walked Rating Over Time
Table 21

Device Type: Poly bLiner

13:36 Wednesday, June 14, 2000

Distance Walked
. . Indoors
Not Noted | Unlimited | 6 Blocks |2-3 Blocks only Bed & ChairjTotal
# | Pt |4 |per | & | Pt ¢ ot | # | Pt |# Pot | #
- |Interval

Pre OP 22| 7.3| 57| 18.8] 167 55,1 55} 18.2 0.7 303
6‘Week 1.4+| 49| 26.5| 47| 25.4| 71| 38.4| 18| 8.6} | 188
6 Mos 2;9 159{ 76.1| 23 1.0 7] 8.1| a4l 1.9 ' 209
12 Mos 126| 80.3 | 13| 8.3 715 é.er 3l 1.9) 157
24 Mos 67| 80.7| 7 7~8.4 - 8] 9.6 1] 1.2 83
24+ Mos 71| s0.7 77 | 8.0| 9 id.z 1 1. 88
36 Mos 17| 77.3] 1| 4.5, 4 ia.é : 22
48 Mos { 50.0 B 1 50;0 2

x:\clinical\saéusers\mas\momreclass\tables\evtab.sas
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Device Type: Metal Liner

Metal/Metal Hip Reclassification Petition

Harris Hip Stair Rating Over Time
Table 22

13:36 Wednesday, June 14, 2000

Sfair Rating
: Normally

Not Noted | Normally with rail {Any method Unable Total

¢ lpot | # |pot | # |pot | # |Pot |# |Pot | #
interval
Pre OP 3| - 0.7| 28| 6.9| 155| 38.5| 200 49.6| 17| 4.2 403|
6 Week 8| 2.9 37| 13.2] 108] sé,é 122| 43.6| 5| 1.8f 280
6 Mos 7| 2.3 18? 61.1| 87| 28.4| 24{ 7.8 1| 0.3 206
12 Mos 3l 1.2| 177] 72.0 ss| 23.6| 8| 3.3 246
24 Mos 2| 1.8] 83 74.87 19| 17.1] 7| 6.3 111
24+ Mos 2| 1.6| o8| 7.0 18| 14.8] 7| 5.7 123|
36 Mos 26| 83.9 ks i6.1 31
48 Mos 2| 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition = 13:36 Wednesday, June 14, 2000
Harris Hip Stair Rating Over Time
Table 22

Device Type: Poly Liner

Stair Rating
i Normally -

Not- Noted { Normally with rail |Any method | Unable Total

# |pet | # |Pot | # | ot |4 | Pt # | pet | #
Intérval - 1
Pre OP | 18] se0 122 40.3| 159 | 5g.5 7| 2.3] 303

o week | 2| 14| 18| 10.3] s6| 30.3 17| s7.8| 1| 0.5 18s

6 Mos 6| 2.9| 18] 56.5 | 73| a4 12| 8.7 ’ 200
12 Mos I 114} 72.8| 36| 22.9 7 45 | | as7
24 Mos "ol 72.3| 19| 22.9] 3| a6 1| 1.2 8
24+ Mos |- 67| 76.1] 17] 10.3] a| s.4| 1| R vae'i
36 Wos ] 20| 09| 2| o.1 o 22
48 Mos. 2| 100.0 ‘ 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Device Type: Metal Liner

Metal/Metal Hip Reclassification Petition

Harris Hip Socks/Tie Shoes Rating Over Time

Table 23

Socks/T@e Shoes
With
Not Noted | With ease [difficulty Unable Total
4 |eot |# |pot [# [Pot | # |pet | 4

‘Ihterval
Pre OP 3| 0.7 62| 15.4| 284] 70.5| s54 13.4 403
6 Week 13| 4.6/ 99| 35.4 89| 31.8| 78| 28.2| 280
6 Mos o| z2.0f 20| 71.8] 71| 23.2] 7| 2.3 306
12 Mos al " 1.2 195 79.3| 45| 18.3] avk 1.2] 248]
24 Mos 2| 1.8 96| 86.5] 13| 11.7 ]
24+ Mos sl a.3] 106| s6.2| 13| 10.6| 123|
36 Mbsv 2| 6.5| 24| 77.4] 5| 16.1 31
48 Mos 2| 100.0 2

-x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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' Metal/Metal Hip Reclassification Petition
Harris Hip Socks/Tie Shoes Rating Over Time
Table 23

Device Type: Poly Liner

Socks/Tie Shoes
With
Not Noted | With ease |difficulty Unable Total
# ’ Pct 1 # Pgt L o# Pct # Pct #
{Interval
Pre OP 1 0.3| 27| 8.9 227 '»74.9k 48 15;8 303)
6 Week 6| 3.2| 31| 16.8 76| 41.1 72| 38.9|. 185
6 Mos 6] . 2.9] 155] 74,2] 41] 19.6 | 71 3.3 béog
12 Mos : 127| so.o| 26| 1t6.6] 4| 2.5 157
24 Mos 63| 75.9] 20| 24.1 83|
24+ Mos | ea 71.6| 25| 28.4 88
36 Mos | 15| 68.2) 7| 31.8 22
48 Mos | 1l s0.0}. 1| 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Sitting Rating Over Time

Table 24
Device Type: Metal Liner
Sitting
High
Comfortable| chair,1/2
Not Noted 1 hour hour Unable: Total
# [pct | # |pot | # |Pot |# |pet |
Interval
Pre OP 4l 1.0 193’ 47.9| 157| 39.0| 49| 12.2| 403
|6 week 7| 2.5) 218 7?.9‘ 53| 18.9 " 2| 0,7” 280
76 Mos 7 2.3| 277} 90.5| 22 7.2 306
112 wos 5| 2.0{ 226| o1.0| 15| 6.1 248
24 Mos 4/ 3.6] 99| 89.2| -8} 7.2/ 11i
»24} Mos | 7} 5.7/ 109 88.6( 7 5.7 123
36 Mos 2] 6.5 28 éd;é 7 17 3.2 a1
48 Moé 1 59.0 1| 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition

Harris:Hip Sitting Rating Over Time

Table 24
Device Typeﬁ Poly Liner
Sitting
High
Comfortable chgir,1/2

Not Noted 1 hour hour Unable Total

-# Fctr # Pct # Pct Pct. | #
 Interval
Rre OP’ 156| .51.2] 126} 41.6 22 7.3 '303 :
7 6 Wéek 1.6 143' 77.3 1;7 20‘.;0 2 1.1 185
6 Mos 2.9 190| 90.9] 13 6.2 209}
12 Mos 48| 94.3] o 5.7] 157|
24 Mos 79| 95.2| 4 4.6 83
24+ Mos ‘83| 9a.3 s 5.7 88
36 MOS 21} -95.85 1 4.5} 22
48 Mos 2 100.07 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Public Transport Rating -Over Time
Table 25

Device Type: Metal Liner

Public Transport
. . Able to [Not éble to‘
Not Noted enter enter Total
# | Pt | # |pct | # |pot | #
Interval
reor | 4 1.0 372 02.3] 27| 6.7 403
6 -Week 10 a;é 268 95.7' 2 Vlo.7 280
6 Mos 9| 2.9 206 6.7l 1| 0.3| 306
62 : j —— —
] 12 Mos 10| 4.1| 235| e5.5| 1| o0.4] 246
24 Mos 4| a.8] 107 6.4 11
24+ Mos 6| 49| 17| 95.1 123
36 Mos 2| '6.5v' 20| 3.5 31
48 Mos 2| 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab,sas
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Metal/Metal Hip Reclassification Petition

N,

Harris Hip Public Transport Rating Over Time
Table 25

Device Type: Poly Liner

Public Transport
Able to ~ |Not able to :
Not Noted enter enter Total
# fpct | # |pPet | # |[Pet | #
Interval
|Pre oP 281 92.7| 22{ 7.3| 303
6 Week 2.2{ 178} 96.2| 3| 1.6 185
- 6 Mos 3.3 200 ¢5.7] 2 1.0| =209
s { v
[oe] - -
& 12 Mos 0.6| 156/  99.4 157
{24 Mos 82| ¢8.8] -t| 1.2 a3
{24+ Mos 88| 100.0 88
36 Mos 22| 100.0 22
48 Mos 2| 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Métal/Metal Hip Reclassification Petition
Harris Hip Deformity Score Over Time

Table 26

Device Type: Metal Liner

befdrmity Scoré
Absence of
Not Noted | Deformity | Deformity |Total
# |pet | # [Pt |# |Pot | #
Infervai
Pre OP 11} 2.7\ e5| 16.1| 327| 81.1| 403]
6 Week 18 6.4| 10 3.6 25é 90.0| = 280
6 Mos 7| 2.3] 8| 1.6] 204] 96.1| ace
12 Mos s| 20 2| o 20| 07.2| 246
24 Mos 5| 45| 1| o0.9] 10s| oa.6| 11|
‘2é+ Mos 1 .8.9' 1 0.8} 111 90;2 123
36 Mos 5 16.1 26 | 83.9| 31
48 Mos 1| s50.0 1| s0.0 ,é

xi\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition

Harris Hip Deformity Score Over Time
Table 26

Device Type:. Poly Liner

Deformity écore
Absence of
Not Noted | Deformity | Deformity {Total
# Pctr . VPct # | Pet #
'VInfefval |
Pre OP 7| 2.3| 44 ’{4.5, 252| " 83.2 303
6 Week 25| 13.5| 6| 3.2| 154] 83.2| 185
6 Mos 10| 4.8 4| 1.9] 195| 93.3| 209
£ — : . + —t— -
a 12 Mos 2| 1.3 1] o0.6] 154] 98.1| 157
24 Mos - 8| 9.6 75| 90.4 83
24+ Mos 14| 15.9 }4, 84.1| 88
38 Més' 7 5 :”52;7 '17  77.3f 22
48 Mos. 1| 50.0 '{ 50.0 v2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Device Type: Metal Liner

Metal/Metal Hip Reclassification Petition
Harris Hip Range of Motion Score Over Time
Table 27

13:36 Wednesday, June 14, 2000

Ranée of Motion Score

“Not Noted 1 S 2 3 7 4 5 6 ‘Total

# Pct # Pct # Pct # ‘Pct # Pct } #; Pct # Pct #
Interval 7
Pre OP 14| 3.5 2 0.5 18| 3.7| 67| 16.6| 202| s0.1| 84| 20.8/ 19 4.7| 403
6 Week - 27 9.6 4| 1.4] 65| 23.2|'119) 42.5 65 25.2 280
6 Mos 15} - 4.5 ‘ ool 9.5| 3| 30.4 169] 55.2| 306
12 Mos 14| 5.7} 16| 6.5 52| 21.1] 1647 ;66.7' 246
24 Mos 19 1?.{ al a3.6| 18| 1e.2| 70| e3.1] 111
é4+ Mo§ 28| 22.8| 2 ,1.67:'17'7713.8 76| 61.8| 123
36 Mos 10{ 32.3 | s2| 1| a.2| 19| et.a a
k48 Mos 1 50.0 1| 50.0 2

x:\clinical\sasusers\mas\momreclaés\tablés\evtab.sas
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Device Type: Poly Liner

Metal/Metal Hip Reclassification Petition
Harris Hip Range of Motion Score Over Time

Table 27

13:36 Wednesday, June 14, 2000

Range of Motion Score

Not Noted 1 2 3 Total

# et | # |pet |# | Pt | # | Pt # | pet Pct | # | Pt | #
Interval | | | | 7 1 |
|pre op 7| 2.3] 3| 1.0 o 3.0 47| 155 151| 49.8| 64| 21.1| 22| 7.3 303
6 Week 2 11.9 o | | 48 25.9| 82| 44.3| 33 1%;8 185
6 Mos 8| 3.8 1| 0.5 ‘ 15| 7.2| 55| 26.3| 130| e2.2| 200
12 Mos 2| 1.3 10| 6.4 42| 26.8] 108 5.6 157
24 Mos 5;, 9.6 1 1.2’ 1é“ 22.0| 55| e6.3| 83
é4+'Mos 14| 15.9 1| 1.1| 18| 20.5| 55| e2.5| es
36 Mos 5| 22.7 2| 9.1 15| e8.2] =22
48 Mos 1| s50.0 1| s0.0| 2

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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‘Metal/Metal Hip Reclassification Petition -
Harris Hip Range of Motion Degrees Qver Time

13:36 Wednesday, June 14; 2000

Table 28
Device Type
Metal Liner Poly Liner ALL
Flexion Flexion Flgxion
# | Mean | STD | # | Mean | STD- | # | Mean | STD
vInterval

Pre OP ~400| 81.6/ 17.9/ 303| €3.1| 17.9 703} 82.2| 17.9
|6 week 261 “94.1| 13.3] 168 - 84.2] 11.3 4297f’94{2_ 12.5;
6 Mos “205| 101.6| 13.3| 207| 99.4 13.4 502| 100.7| 13.4]
52 Mos | 237) 104.9 14.8| 157| 102.6] 14.4| 394| 104.0| 14.7
724‘Mos 95 104.6” 14.5 7},7162;377.13.3' 172{ 103.3| 13.9
24+ Mos ioo':1os.5. 15.0| 76| 102.8 12.2  176| 104.5 13.9
36 Mos 23} 161;3 17.3| 17| es.0| s5.6| 40| es.s| 13.9
48 Mos 1:: 95.0 o 1] 95.0f 2| e5.0] 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas




Metal/Metal Hip Redlassification Petition

Harris Hip Range of Motion Degrees Over Time

13:36 Wednesday, June 14, 2000

-Table 28
DeVice Type
Métal Liner Poly Liner ALL
Abduction Abduction Abduction
# Meén STDv - # Méan | §TD # Mean | STD
Interval .
|Pre OP 39s| 20.8| 16.4| 300| 21.8| 16.2| e96| 21.3 _16.3
6. Week V'é59 54;2 714.7 1677 34.5' 15.1 426 34.3 14.9
" ,6‘ Mos | 295/ 40.2| 14.7 205 ;40.? 14.5 50'0  40.4 14,6
3 : «1_2'Mo‘s | 287| 42:4] 14.5| 157] 41.8] 1a.2 394. 42,1 14.4
24 Mos 95 45'.75 ”15‘;5 77 " 44.0 15.9"‘172 ""45.ov 15.7
|24+ Mos 100] 46.4| 15.1 776 43;9 15.7} 176} 45.3 i5.3
36 Mos 23| 49.3| 12.8 17‘v 49.4 12.9] 40| 49.3 7 12.7
48 Wos 1| s9.0 1| se.0 2| s9.0] 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas




Metal/Metal Hip ReclassificéfidnﬂPetifioh' 13:36 Wednesday, June 14, 2000
Harris Hip Range of Motion Degrees Over Time o
Table 28

861

Device Type
Metal Liner . Poly Liner- ALL
Adduction Addu¢tion . Adduction
# Mean | STD | # Mean | STD # Mean | STD
{Interval
Pre OP - 392 12.3 | 9.9| 296 13.1] 9.9] 688 12.7 99
6 Week 1 ase| 1e.5 - 8.8 163| 18.5| 8.5| 418] 19.1 8.7 7,
6 Mos 21| 23.3) e.7 202~ 7273.5 1»o,»77k' 493| 23.4 1,0.1;;’
12 Mosb | 233| -26.1| 10.5| 155| 25.0 | 10.3/.388| 25.7| 10.4|
24 Mos 92| 27.2| 11.9| 75| 27.0| 1a3.0] 167 J 27.1| 12.4
24+ Mos - 95 28.2 12.3] 74 26;.2”"5 12.6 169177 27.37 12.4
|36 Mos ‘2* 35;9’ 15.2 177' 30.5| 14.6] 38| 33.5| 15.0 »
48 Mos 1 59.0 1] 59.0 | 2  59.0 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time

13:36 Wednesday, June 14, 2000

Table 28
Device Type
Metal Liner ﬁoly'Liner ALL
Externalvnotatién .Externél‘Rotétion rExtérnal'Rotation
4 | Wean | 50 | # | wean | 510 | # | Mean | sTO
Interval
Pré oP 399| 16.6 {2.6 302 18.3 12.8| 701| 17.3| 12.7
6 Week 261 24.1- 10.3| 167| 23.6| o©.9| 428 23.9| 10.1
E Mos 7_7;957‘ 30.9 .11.577204 3513— 10.8| 499| 31.9| 11.3
{12 Mos 237 33.1 1.9 157 34.6] 12.7| 394/ 33.7] 12.3
24 Mos os| a7.8| 12.3| 77| 36.8| 12.3] 172| a7.4] 12.3
|24+ Mos 100 »35.37 12;0 - 76| a6.6| 12.2| 178| a7.8| 12.1
36 Mos 23| 42.1| 13.3 17 ' 38.5| 14.8| 40| 40.6| 13.9]
4§7Mos 1 59.0’ 4] s9.0] é» 59.0| 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas
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Metal/Metal Hip Reclassification Petition 13:36 Wednesday, June 14, 2000
Harris Hip Range of Motion Degrees Over Time

Table 28
Device Type
Metal Linér 7 Pdly Linef ALL
Internal Rotation internal Rotation Internal Rotation
# | Mean | STD | # Mean“,STD' # | Mean | STD
Interval
ore op 396 3.8 12.5| s02| 4.4] 1303 698  4.0] 12.8
16 Week 260] 14.5| s.9] 169 15.5] 10.4] 420 ‘14.1’ 9.6
6 Mos 203| 19.6] 11.4 »205 21.3'7712.7' ags| 20.3] 12.0
12 Mos 202| 23.1| 1a:5| 1s5| 23.2| 14.1| s87| 23.2] 1a.7
24 Mos | 2| 27.1| 14.4| 75| 26.4 13.0| 167 26,7 13.8
24+ Mos 96| 26.0 14.2 74| 27.0 13.9| 170 27.5| 14.1
36 Mos 22| s3.8] 16.0 17 32.6/ 15.8| 39| 33.3| 15.7
48 Mos R 59;0 1| ss.0 2| 59.0 'ro.o,

x:\clinical\sasusers\mas\momreclass\tables\evtab.sas




Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem

Table 29

Device Type: Metal Liner

Femoral Stem Subsidence
th Noteé No Yés Total
# Pct‘ # | Pct | # Pct ‘ #
Interval
{6 Week 120| 83.1] 242 66.7] 1| o.3| 363
6 Mos 1| 0.3 281 97,9 5 1.7) 287
112 Mos 3| 1.3| 203| 97.5| 3| 1.3| 239}
2 24 Mos 99| 07.1| 3| 2.9] 102
w N - g 3 B B
24+ Mos 10| 88.2) 2| 1.8 112
36 Mos 24| 96.0] 1] 4.0 | 25
48 Mos 11100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas'
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
" Table 29

Device Type: Poly Liner

Femoral Stem Subsidence
Not Noted No Yesr {Total
# Pct ‘# Pct ‘Pct #
TInterval |
6 Wsek 93 33.57 185} 66.5 278
6'Mos 2 -1.0. 20? '98.71 2 t.0 ‘ 207
f112 Mos | 1. / ‘0.6'7 1651 98.1 7 2 1.73 158
= 24 Mos 78| 98.7| 1| 1.8] 78|
= ] .
24+ Mos 2| 2.4| 78| e5.1 2| 2.4] 82
‘36 Mos 2} 12.58{ 13 81;3 5‘ 6.3 16§
48 Més 1 100.0 1

x;\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 30

Device Type: Metal Liner

Femoral Radiolqcency fAP View)
Not N;ted No~ 7 VYes ~ |Total
# | Pct|# |Pct|# |Pct| #
Intefval
6 Week 33| 9.1} 323} se.0} 7| t.9| 363
6Mos | ’2 0.7 278| 96.9| 7| 2.4 ée7
12 Mos 3| 1.3| 226/ 94.6| 10 a.2| 239
@ 24 Mos ‘2| 2.0\ 92| 90.2| 8| 7.8] 102
ol v - o A
‘ 24+ Mos 2 1.8/-103] 92.0{ 7/ 6.3| 112
36 Mos | 23] 2.0 2| 8.0 25
48 Mos | 11100.0 R 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition - 13:37 Wednesday, June 14, 2000
Radiographic Evaluation of the Femoral Stem
Table 30

Device Type: Poly Liner

Femoral Radiolucency (AP View)
Not Noted |  No Yes Total
# | Pet | 4 |Pot |4 |Pct)| # |
Interval -
6 Week 1| 0.4| 270 97.1| 7| 2.5 278
6 Mos R 1] 0.5 200| 96.6| 6 2.9 207
12 Mos B | V148‘ 93.7 10| 6.3 158
24 Mos 69| 67.3] 10| 12.7;,'»79
24+.M9s 14l 1.2] 71] ee.6] 10 12ié 82
|36 Mos 1| 6.3| 10| 62.5| 5| 31.3| 16
48 Mos . | | | 1r00.0 Tl

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas,



Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 31

Device Type: Metal Liner

"Femﬁral Radiolucency (Lateral
- View)
Not Noted No Yes:  |Total
# | pet | # | Pot Pet | #
‘,Iﬁte rval
6 Week 75| 20.7| 287 79.1| 1| o0.3| 363
6 Mos 59{-20.6 22#‘>79.1 1] 0.3] 287
. 12 Mos ‘63| 26.4| 172 P 1.7| 239
= 24 Mos 32|-31.4| 66| 64.7| 4| 3.9 102
24+ Mos 3s| 34.8| 70| 62.5| 3| 2.7] 112
36 Mos 10| 40.0| 14 s6.0/ 1| 4.0/ 25
748 Mos 1/100.0 1

Xi\clinical\sasusers\mas\momreclass\tables\xrtab,sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 31

Device Type: Poly Liner

Femoral Radiolucency (Lateral
View)
Not NotedA. No Yes Total
# | Pt | # | Pot Pet | #
Interval
6 Week 0.7|:275| 98.9| 1| o0.4] 278
6 Mos. 1.0 20a{ 98.6{ 1| 0.5/ 207
12 Mos 0.6| 152| 96.2| s5{ 3.2| 158
ca |24 Mos 1.3 74| 93.7| 4| 5.1 .79
|24+ Mos _8.7] 77| e3.9] 2| 2.4] @2
36 Mos 18.8| 11| es.8] 2| 12.5| 16
48 Mos 1/100.0| 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 32

Device Type: Metal Liner

Resorption of Shaftv(APVView)
Not Notedr No Yes Totai
# | Pct | # | Pot Pet | #
”Intérval
6 Week 119 32.8| 243| 66.9{ 1| 0.3 aea'
6 Mos 284| 99.0 ‘3 1.0 287
,1é Mos 3| 1.3] 235| 98.3] 1] 0.4| 239
24 Mos 1} 1.0} o7 és,i' sl 3.9 102
24+ Mos 1| o.8 08| 96.4] 3| 2.7 112
|36 Mos " 25]100.0| 25
48 Mos R 106.0; 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/ietal Hip Reclassification Petition ' 13:37 Wednesday, June 14, 2000
Radiographic Evaluation of the Femoral Stem
Table 32

Device Type: Poly Liner

Resorption okahaft (Aﬁ View)
Not Noted No | Yes = |Total
# Pcf # Pct | # Pet #
Interval
6 Week | 96 34.5| 182 65.5 | 278
véMos 11l o 205( 99.0 1| 0.s| 207
12 Mos 158 j00.0] - 158|
24 Mos ; 76(100.0 B 79
= _ ,
24+ Mos 1| 1.2 81| 98.8| .82
36 Mos 1} 6.3] 15[ 93.8 16
48'Mos T 1 1760.70 i

xi\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal'Hip Reﬁlassificafion Petition
Radiographic Evaluation of the Femoral Stem
Table 33

Device Type: Metal Liner

Resorption of Shaft (Lateral
View)

Not Noted 7 No . Yes Total

# | pet "# pot | # | Pct | #
Interval | 7
6 Week 168 46.3| 104} 53.4] 1| 0.3 '36.*:5'
6 Mos 59| 20.8| 227| 79.1| 1| 0.3 : 287
12 wos | 64| 26.5 175| 78.2| Vvk | 298
24 Mos | 32 31.4 69 67.6| 1| 1.0 102
24+ Mos 39| 34.8| 73 vss;a‘ | T e
36 Mos "'107 a0.0{ 15| 60.0| 25
48 Mos 1_{09.0 1 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition 13:37 Wednesday, June 14, 2000
Radiographic Evaluation of the Femoral Stem :
Table 33

Device Type: Poly Liner

Resorption df Shéft (Laterai
View)

Not Noted |- No Yes | Total

# lect | # |pot|# |Pet| #
Inter’val
6 Week 96| 84.5| 182| 65.5 1 278
6 Mos 2| 1.0 204| 98.6] 1| 0.5 207
12 Mos » “1s8|100.0| -  >153
24 Mos 1v: 1.3| 78| 98.7 79
24+ Mos al 3.7| 79| 96.3 SR B 11
3 Mos | 3| 18.8| 13| 81.3 ; 16

{48 Mos 1{100.0 1

x:\clinical\sasusers\mas\momredlass\tables\xrtab.sas



€82

Metal/Metal Hip Reclassificatiﬁn‘Petitioh»
Radiographic Evaluation of the Femoral Stem
Table 34

Device Type: Metal Liner

Hypertrophyvof Sh;ft (AP View)

vNot Noté& ’ No ers Total

4 {pot|# pet|# |Pot]| #
Intervall

|6 week 120{ 33.1| 242} €6.7] 1| 0.3] 363}

6 Mos 280| o7.6| 7| 2.4| 287
12 Mos al 1.3 225‘294.1 11| 4.8 éas
24 Mos 1| 1.0] 96| 94.1 5| .4.8] 102
24+ Mos 1| o.e| 104] 92.9| 7| 6.3] 112
36 Mos 23| 92.0| 72 8.0] 25
48 Mos 1{100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 34

Device Type: Poly Liner

Hypertrophy of’Shaft (AP View)

Not Notéd “ No Yes Total

# 4Pcf 4 | pot | pot | #
Interval "
6 Week 96| 34.5| 182| 65.5 275'
6 Mos‘ 1| o0.5| 203| 98.1| 3| 1.4} 207
12 Mos 1 o.er'iso 94.9|- 7| 4.4 158
24 Mos | | 75| 94.0| 4| 5.1 7
24+ Mos 1| 12| 78 es.a| 3 a7 e
aé'Mos 1} 6.3 14} 87.5| 1 6;3 16
48 Mos 1]100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition

iti
-Radiographic Evaluation of the Femoral St

-Table 35

Device Type: Metal Liner

(9144

em

Hypertrophy of Shaft (Lateral
i View)
Not Noted No ~ Yes Total
# Pet | # Pct‘ Pct #
VIntepVal |
6 Week 169| 46.6| 194| 53.4 363
| 6 Mos . 59f 20.6| 226 78.7| 2| o0.7| 287
o (12 Mos 64| 26.8| 173| 72.4] 2| o.8| 220
& 24 Mos 31| 30.4 ';70"68.6  1| 1:.0] 102
24+ wos | 38| 33.9| 72| ea.a| 2| 1.8] 112
36-Mos 10{ 40.0| 14| s6.0] ~ 1| 4.0f 25
48 Mos ©1]100.0 1|

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 35

Device Type: Poly Liner

Hypertrophy of Shaft (Latéral
View)
Not Noted No Yes Total
# | Pét # | Pet [ Pot | #
Interval |
16 Week 96| 34.5| 182| 65.5 | 278
|6 Mos 2 1.6 204| 98.6] 1| 0.5| 207
12 Mos t| o0.6{ 156 98.7| 1| 0.6 158.
24 Mos 1| 1.8{ 78] 98.7 79
24+ Mo al 3.7} 79| 96.3 82
36 Mos a| 18.8| 12| 75.0f 1| 6.3 16
48 Mos 1]100.0 1

x:\clinical\sasusers\mas\momreclass\tables\Xrtab.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
: Table 36

Device Type: Metal Liner

Endosteal Cavitation - 'Lysis (AP
View)

Not Noted No ' Yes Total

- # Pct | # Pct | # Pét k#
Interval
6 Week 121| 33.3| 242| 66.7 I | 363
6 Mos | 288] 9.3 2 70.7'1 267|
12 Mos o 0.4 206] 08.7] 2| o.8| 239
l2ams | | i‘1oo 98.0| 2 ”'2.ovr 102
24+ Mﬁs 1 :119 oa.2| 2| 1.8] 12|
36 Mos ' 25 100.0 ' 25
§8~Mos ‘ 1]100.0 | 1

x:\clinical\sasusers\mas\momreclass\tables\xrtabjsas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 36

Device Type: Poly Liner

Endosteal Cavitation ; Lysis (AP
View)
‘Not Noted | No Yes Total
4 | pot | # Pot | # | Pot | #
Interval | -
6 Week 96| 34.5| 182| 65.5 ; 278
6 Mos | 7nﬂ 76:5i 205| 99.0{ 1 0.5| 207
|12 Mos ] 'i1577 99.4| 1| 0.6]. 158
‘24 Mos | 78| e8.7| 1 131 79
|24+ Mos 70| 06.3| 3| 3.7 82
36 Mos ] e 67.5| 2 12.5| 16
48 Mos » 1/100.0 7 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas




Metal/Metal Hip Reclassification Petition 13:37 Wednesday, June 14; 2000
Radiographic Evaluation of the Acetabular Cup
Table 37

Device Type: Metal Liner

‘Acetabulér Radiolucency (AP
View)
) Not Noted No Yes Total
| # Pct | # | Pet # Pct #
Interval
6 Week | 13| 8.6 331| 91.2| 19 5.2 363
:6 Mos - | 27 6.5/ 10| 38.5| 287
. ‘2Mos | o 1.3] 222| o2.9| 14 7'5;94 239
& 24. Mos | so| 87.3| 13| 12.7| 102)
par wos | 1| 0.0] 97| e.s| 14 12.5] 112
|36 Mos 1| 4.0| 18] 72.0 ol 20.0] 25
48 Mos 1{100.0] 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab.sas
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Metal/Metal Hip Reclassification Petition 13:37 Wednesday, June 14, 2000 '
Radiographic Evaluation of the Acetabular Cup
Table 37

Device Type: Poly Liner

Acetabular Radioludency (Aé
View)
Not Noted No Yes  |Total
| # 7 Pct | # Pet | # fctv #
Interval |
6 Week 3| 1.1 25? 90.6| 23| 8.3| 278
6 Mos a| 1.4 196| 94.7| 8| 3.9| 207
112 wos 1| 0.6 145 91.8] 12 | 7.6| 158
24 Mos { 71| so.9| 8| 10.1} 79
24+ Mos | ! 76| 92.7| 6| 7.3| 82
26 Mos | 15| 93.8| 1| 6.3 16
48 Mos li00.0] 1
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