Metal/Metal Hip Reclassification Petition
Age Range by Device

09:29 Wednesday, November 15, 2000

Table 1 '
Age (Years)
Standard

# Mean | Minimum | Maximum |Deviation

STUDY' Device Type
A Metal Liner | 219| 55.7 18 75 12
rPoly Liner 206] 57.0 30 75 12
B Metal Liner - 87| 6&7.4 37 77 | 9

Poly Liner
C " |Meta1 Liner 97| 49.8 26 78 10
Poly Linerr 9? 50.3 18 82 13

‘
,‘/
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Metal/Metal Hip Reclassification Petition 09:29 Wednesday, NoVember 15, 2000
Distribution of Age by Device ‘
Table 2

Age Decade (Years)

1-19 20-29 30-39 | 40-49 | - 50-59 60-69 70-79 80-89 {Total

n % n % | n % n % nl % ni|-'% n % n' % | n

STUDY Device Type

A Metal Liner 11 0.5] 2| 0.9] 17{ 7.8} 39} 17.8] 76| 34.7| 59 26.9] 25{ 11.4| 0 0| 219

Poly Liner 0 0] 0 0] 22] 10.7| -34] 16.5} 47| 22.8] 70| 34.0 33] 18,04 © 0| 206

B Metal Liner 0 0] o 0] 3y 3.4] 13] 14.9] 33| 37.9{ 33| 37.9| 5| 5.7 0 0 871

Poly Liner 0 0] 0 o 0 (V] ) ol o 0o O 0] 0 01 0 0 0

c Metal Liner 0 0] 2| 2.1 11} 11.3] 34| 36.1] 38| 37.1| 11} 11.3] 3} 3.1 0 0 97

Poly Liner 1{ 1.0] 2| 2.1| 16{ 16.5{ 26| 26.8{ 33| 34.0f 13| 13.4] 4| 4.1| 2| 2.1 97
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Metal/Metal Hip Reclassification Petition 09:29 Wednesday, November 15, 2000 A
Distribution of Device by Gender ' ,
Table 3
Gender ‘
Female Male Total
Count v% Count % Count
STUDY Device Type
A Metal Liner | 104] 47.5] 115| s52.5| 219
Poly Liner 79] 38.3 1271 61.7 206
B Metal Liner 351 40.2 521 69.8 87
Poly Liner o
[=2]
- . , ' in
C Metal Liner 26 26.8 71 73.2 97
Poly Liner 26 25.8 72] 74.2 97
s
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Metal/Metal Hip Reclassification Petition
Height by Device
Table 4

09:29 Wednesday, November 15, 2000

)

Height (Inches)
; ) Standard l
# Mean | Minimum | Maximum [Deviation
STUDY ‘ Device Type
A Metal Liner 219 67.3 52 78 4
Poly Liner 206 69;0 56 160 10
B Metal Liner 80f 66.0 59 75 3
Poly Linér |
¢ Metal Liner | = 97| 69.6 60 82 4
Poly Liner . 97 69.7 59 81 4
P
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Metal/Metal Hip Reclassification Petition
Weight by Device

09:29 Wednesday, November 15, 2000

Table 5
Weight (Pounds)

, Standard
# Mean | Minimum | Maximum |Deviation

STUDY Device Type
A Metal Liner | 219| 188.4 53 330 47
Poly Liner 206| 189.3 47 311 43
B Metal Liner | 86| 175.5 110 240 28

Poly Liner
c Metal Liner 97| 202.6 125 396 44
Poly Liner 97| 201.7 95 300 43

P
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Metal/Metal Hip Reclassifidation Petition - 09:29 Wédhesday, November 15, 2000

Distribution of Device by Diagnosis
Table 6
STUDY
A B E c
Device Type | Device Type » Device Type
Metal v Metal N Metal
Liner Poly Liner} Liner Poly Liner| Liner Poly Liner
Count - Count Count ' Count ’ 00unf Count
Diaghoéis |
AVASCULAR NEGROSIS 29 33| o o2l 14
CRYSTALLINE ARTHROPATHY : 1 .
DEVELOPMENTAL HIP DYSPLASIA 8 8 ]
|D1ASTROPHIC VARIANT ) o o
LEGG PERTHES | ' 2 2
OSTEOARTHRITIS P 164]. 152 74 ] B
OTHER | 1 1 |
OTHER - DETAIL ' ’ 4
(CONTINUED)
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Metal/Metal Hip Reclassificétion'Petition 09:29 Wednesday, November 15, 2000

Distribution of Device by Diagposis
Table 6
STUDY
A ' B c
Device Type Device Type Device Type

Metal Metal :  Metal

Liner Poly Liner| Liner Poly Liner| - Liner Poly Liner

Count Count | Count Count | Count Count
Diagnosis
POST-TRAUMATIC ARTHRITIS . 11 10 : 1 6 7
PROTRUSIO ACETABULUM 2 |
SLIPPED CAPITAL FEMORAL : _ o
EPIPHYSIS 3 2 ’ ‘ 1 : 3
SUBCAPITAL FRACTURE | | N | 1
Total | P 219 | 206 87 - 97 97
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Metal/Metal Hip Reclassification Petition . 09:29 Wednesday; November 15, 2600
Distribution of Cases by Study and Device : ‘
Table 7 :
Device Type
Metai Liner|Poly Liner Total
Count Count Count
Study ;
A ' 219 | 206 425 | v %
B 87 87 |
C ‘ 97 97} 194
Total _ 403| 303 706

64
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Metal/Metal Hip Reclassification Petition -
Age Range by Device for 24+

09:47 Wednesday, November 15, 2000

Table 8
Age (Years)
. Standard
Mean‘ Minimum | Maximum |Deviation
STUDY Device Type
A -{Metal Liner 41 | 52.7 29 74 12
Poly Liner 46 55,4 a1 75 12
B - Metal Liner 43| 56.1 37 77 9
Poly Liner
e Metal Liner | 30| 48:7 26| 68 9
Poly Liner | 42| 48.6 18 66 1

x:\clinical\sasusers\mas\momreclass\sasprogs\dem025_2.sas
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Metal/Metal Hip. Reclassification Petition 09:47 Wednesday, November 15, 2000
Distribution. of Age by Device for 24+ : : :
Table 9 i

Age Decade (Years)

1-19. 20-29 30-39 40-49 50-59 60-69 70-79 |Total
n % n % Vn’ % nji % n % n %’ n % : h
STDY = |pevice Type
A Metal Liner | 0| o 1| =2.4| 6| 14.6| 10| 24.4] 11| 26.8] o] 22.0] 4| 9.8 41

Poly Liner 0 0f o 0] 8y 17.4} 7| 15.2{ 11} 23.9| 14| 30.4| 6| 13.0 46

B Metal -Liner 0 0} .0 0ol 21 4.7y 7| 16.3] 18] 41.9] 14| 32.8| 2 4.7 43

Poly Liner | o] of of of o ol o] of of o] of o] of o o

c Metal Liner 0 0y 1] 2.6 5] 12,8| 16| 41.0{ 12| 30.8| s&| 12.8{ © 0 39

Poly Liner 1| 2.4] 1] 2.4] 8] 19.0 9| 21.4) 184 42.9] 5] 11.9] o0 0 42
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Metal/Metal Hip Reclassification Petition
Distribution of Device by Gender for 24+

Table 10
o Gender

Female ' Maie TOtél
Count % Cbunt % Coﬁnt

STUDY Device Type
A Metal Liner 26 48.8 21 61,2 41
Poly Liner 16| 34.8| 30| es.2| a6
B Metal Liner i? 39.5 26A 60.5 43

Poly Liner
C Metal Liner 11 28.2 V 28| 71.8 39
Poly Liner ol 21.4] 33| 78.6] a2

P
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Metal/Metal Hip Reclassification Petition
Height by Device for 24+
Table 11

09:47 Wednesday, November 15, 2000

Height (Inches)

] ) -|Standard

Mean | Minimum | Maximum Deyiation
|sTUDY Device Type

A Metal Liner 41| 67.2 52 78 5

Poly Liner as| 68.2| 59 76 4

B Metal Liner | 38|  66.2 61 73 3
Poly Liner

c Metal Liner | 39| 69.7 62 77 3

Poly Liner 42| 69.5 60 77 4
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Metal/Metal Hip Reclassification Petition
Weight by Device for 24+

Table 12

09:47 Wednesday, November 15, 2000

Weight (Pounds)

Standard

# Mean | Minimum | Maximum |Deviation
STUDY Devicé Type

A Metal Liner 41) 189.6 53 283 48
v Poly Liner 46| 189.4 47 311 48
B Metal Liner 42] 178.3 12{ 238 24

Poly Liner |
c Metal Liner 39} 208,1 138 396 47
Poly Liner 42{ 200.9] 95 300 45
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Metal/Metal Hip Reclassification Petition . 09:47 Wednesday, November 15, 2000

Distribution -of Device by Diagnosis for 24+
Table 13
STUDY
A B‘ 7 Cc
Device Type , Device Type De?ice Type
Metal  Metal | Metal
Liner Poly Liner| Liner Poly Liner| Liner Poly Liner
Count Count Count Count Count Count
Diagnosis
AVASCULAR NEGROSIS 9 9 | ) 4 8
DEVELOPMENTAL HIP DYSPLASIA 3 3 1
DIASTﬁOPHIC VARIANT : i | : 1
LEGG PERTHES ' | U _ 2
OSTEOARTHRITIS ‘ 25 31 A 38 | 26 30
OTHER ' . 1 1
OTHER - DETAIL o ' 3
POST-TRAUMATIC ARTHRITIS : 3 2 5 4
(CONTINUED)
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Metal/Metal Hip Reclassification Petition 09:47 Wednesday, November 15, 2000
Distribution of Device by Diagnosis for 24+ - :

Table 13 ' !
STUDY
A -B ) . C
Device Type Device Type - Device’Type
Metal Metal Metal
Liner Poly Finer Liner Poly Liner{ Liner Poly Liner
Count Count Count }Couht : Count Cbunt
Diagnosis
SLIPPED. CAPITAL FEMORAL EPIPHYSIS . 1'
Total ‘ 41 46| 43| 39 42

x:\clinical\sasusers\mas\momreolass\sasprogs\dem025_2.sas
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Metal/Metal Hip Reclassification Petition

Mean Harris Hip Pain Score (44 Points Max) Over Time

Table 14

Device Type
Metal -Liner v Poly Lihér
Pain Score Péin Score
~# (Mean | STD | # |[Mean. | STD
Interval
Pre OP 208| 12.3| 5.9} 199| 12.9] 6.5
6 Week 185| 30.0| 7.6| 165] 39.2 6.9
16 Mos 145| 40.4| 7.2| 120 40.9| 6.4
12 Mos 107| 41.3| 6.2| 103] 41.5| 5.6
24 Mos 37| 42.0| 5.0| 44| 30.6| 8.5
:/'24+‘Mos - 88| 42.1| 5.8| 44| 39.6] 8.5
v’36~Mos 1] 44.0 L

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition ‘ 10:20 Wédnesday, November 15, 2000

Mean Harris Hip Pain Score (44 Points Max) Over Time
Table 14
------------------------------------------------------------ BTUDY=B - - e e e e ettt
Device Type
. ‘Métal Liner
Pain'écofe
# |Mean | STb‘
Interval
Pre OP 86| 10.8{ 6.0
6 Week 79 40.9| 4.2
6 Mos 66| 40.2| 6.5
12 Mos 63} 41.0] 6.4]
24 Mos 36| 42.8{, 4.2
} 24+ Mos - 42| 42.8| 3.9
Ve = !
36 Mos 10] 43.2] 1.7

X:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Mean Harris Hip Pain Score (44 Points Max) Over Time »
Table 14
------------------------------------------------------------ L3 e
Device Type
_ Metal Liner ‘ Paly Liner
Pain Score Pain Score
# |Mean | sT0 | # |mean | s7D
Interval
Pre OP : 961 16.2y 7.7( 97| 16.5] 7.5
6 Mos 85 41.1 4.9 72| 40.6 6.8 <
: - ™~
12 Mos 671 41.8) 4.7| 53 42.2 4.3
24 Mo | 34| 0.5 6.3 37| 41.4] 6.2
24+ Mos '39’ 2.0/ 4.5| 41| 41,5 5.5
- |36 Mc.is’ 20 .42.3 3.4 21} 42.6| 3.3
s
48 Mos - 2] 44,0} 0.0 é 37.01 9.9

x:\clinical\sasusers\mas\momreclaés\tables\evtabz.sas




- Metal/Metal Hip Reclassification Petition

Mean Harris Hip Function Score (46 Points Max) Over Time

Table 15

Device Type
Metal Liner Poly Linér
’Function Score | Function Score
7# Mean | STD | # [Mean | STD
Interval
Pre OP 208| 24.8 7.7| 199] 24.4| 7.6
6 Week 177| 26.7 77.7;7160 26.2] 8.6
| 6 Mos 144 40.4| 6.7 128 41.0] 6.1
12 Mos 107| 42.5| f5§o' 102| 42.1] e.0
24 Mos 37| 43.3] 4.7| 44] 42.2 5.5]
. |24+ Mos s8| 43.3] 4.6 44| 42.2| 5.5
’/
36 Mos 1] 43.0
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Metal/Metal Hip Reclassification Petition
Mean Harris Hip Function Score (46 Points Max) Over Time

Table 15
------------------------------------------------------------ STUDY=B - vvmeomicmeitianiiaans
Device fype
. Metal Liner
Function Score
'# Mean | STD
Interval
Pre OP | 81] 26.3) 9.0
6 Week | , 74} 32.5f 8.3
6 Mos 64} 41.3] 5.5
12 Mos 481 39.6| 7.4 .
724 Mos . 32| 42.8]. 6.2
- 24+ Mos 37| 43.3| 5.9
- .
36 Mos 8} 46.0f 0.0 '

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassificétion Petition

Mean Harris Hip Function Score (46 Points Max) Over Time

Table 15
STUDY=C
Device Type
Metal Liner Poly Liner
Function Score | Function Séore,
# lmean | sT0 | # [Mean | sTD
Interval
Pre OP ,' 91| 27.0] e.0| o1 27.2| 7.6
6 Mos 83| 41.8| 6.2| 70| 41.7| 6.2
12 Mos 67 43.1| 6.2 52| 43.7| 4.0
24 Mos 32| 43.8| 3.6 a7| a2.5| s5.7|
24+ Mos 34| 43.3| 3.8] 42).43.2] 4.4
. |36 Mos 177 a2.0] 4.5| 22| 43.5] 4.0
Ve ~ -
48 Mos 1| 46.0 2| 39.0f 9.9

x:\clinical\sasusers\mas\mqmreclass\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition ~ 10:20 Wednesday, November 15, 2000

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

Table 16 -
------------------------------------------------------------ BTUDY=A - - oo mn e e e
Device Type
Metal Liner Poly Liner
Total Score | Total Score
_# Mean | STD.| # |[Mean | STD
Interval
Pre OP 205| 44.1{ 12.4{ 199{ 44.6| 12.6
‘|6 week 160| 74.6| 11.9] 156] 74.5] 11.2
eMos | 144] 90.a3| 11.7) 127| e1.3] 6.0
12 Mos 107] 93.4 - 9.7 101} 83.1f 10.0
24 Mos 07| 95.0| 9.6 44| 91.5] 11.1
- |24+ Mos 38| 95.1 9.5| 44| 91.5( 111
e
36 Mos 1] 97.0
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000

Mean Harris Hip Total Score (100 Points Max) Over Time
Table 16
------------------------------------ ) -
Device Type
Metél Liner
Total'Score
# |Mean | STD
Interval
Pre OP : 81} 44.4] 11.7
6 Week 721 82.0f 10.2
6 Mos 61) .90.3| 9.4
12 Mos 42| 90.7| 10.8
24 Mos 20{ ¢8.4}. 3.5
.- 24+ Mos ‘ 261 .98.4f 3.2
e - +
36 Mos 6] 98.7] 2.1

X:\clinical\sasusers\mas\momreclass\tables\evtab2,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
Total Score Total Score
’# Mean STD # |Mean | STD
Interval N
Pre OP 91| 61.1] 13.4] 90f 51.7| 12.0
6 Mos 81| 9a.2| 6.3 ool o1.8] 12.3
12 Mos 67 '94,6 8.1| 52 v95.7 7.3
|24 wos 30 93.5 9.7 31| 93.5| 10.9
24+ Mos 27| 94.7{ 8.3] a9} 94.1| 9.2
- 136 Mos 13| 93.8| 7.9| 16 96.4] 5.0
rd
48 Mos 0 1{ 72.0

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Device Type: Metal Liner

Table 17

Metal/Metal Hip Reclassification Petition
Harris Hip Overall Rating Qver Time

10:20 Wednesday, November 15, 2000

Overall Rating

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

# Pct Pct | # Pct # Pct #
Interval
Pre OP 202| 98.5{ 3| 1.5 205
6 Week a9 20.0| s8| 34.3] 46| 27.2] 18] 9.5 160
6 Mos 8| 5.6 16| 11.1] 21| 14.6| oo| es.8| 144
12 Mos 6| 4.71 e 5.6 7| 6.5 89| s3.2| 107
24 Mos 2| 5.4 s| 13.5| 20| s1.1] a7
24+ Mos 2| 5.3 5| {3.2 at| e1.6] 38
36 Mos 1| 100.0] 1|

Xi\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Harris Hip Overall Rating Over Time
Table 17 :

Device Type: Poly Liner

STUDY=A

Metal/Metal Hip Reclassification Petition

10:20 Wednesday, November 15, 2000

Overall Rating
0 - 69 70 - 79 80 - 89 90’-'100 Total
# | pot |4 et |4 |[Pot |# |Pot |
Interval
Pre OP 196{ 8.5/ 3] 1.5 199
6 Week 50| 32.1| s8] 87.2] 30| 19.2] 18| 11.5{ 166
' 6 Mos 5| 3.9| 14} 11.0} 19| 15.0| 89| 70.1} 127
12 Mos 4] 4,0 5| s5.0f 12 i»11.9 8o| 79.2] 101
24 Mos sl el 4l o1 8| 6.8 s3] 75.0] a4
24+ Mos 4 9.1| 4| 9.1} 3| s6.8] 33 75.0] 44}
’/
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Metal/Metal Hip Reclassification Petition
Harris Hip Overall Rating Over Time
Table 17

Device Type: Metal Liner

10:20 Wednesday, November 15, 2000

Overéll Rating
' 0 - 69 70-70 | 80-88 |90- 100 Total
# Pect 'v# Pct’_ # Pct v# Pct #
Interval
Pre OP 81| 100.0 81|
6 Week 12| 16.7] 11| 15.3| s3] 45.8] 16| 22.2| 72
6 Mos 3| 4.9 s 8.2| 15| 24.6| 28| e2.3] e |
12 Mos al 74| s| 11.9] 8| 7.1 a1] 73.8| 42
24 Mos 1 5.0f 19| 95.0[ 20
24+ Mos | 7 1| 4.0 24| g6.0] 25
36 Mos + | ' ' 6| 100.0] o

xi\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Métal Hip Reclassification Pétition

Harris Hip Overall Rating Over Time

Table 17

Device Type: Metal Liner

10:20 Wednésday,

Overall Rating

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

# Pt | # |Pot | # |Pct |# [Pot | #
Inte rvai
Pre. OP 81| 89.0 10| 11.0 9
6 Mos 2{ 2.5] s 6.2| 12| 14.8 62 76.5( 81
12 Mos Af 1.8 8} 4.5 10| 14.8] 53| 79.1| 67
24 Mos 2 6.77 4| 13.3[ 24| s0.0 30|
24+ Mos 11 870 1] a7 3] 11| 22| s81.5] 27
36 Mos 1 7.7 3 éa.j 9 69.2 15

-
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Metal/Metal Hip Reclassification Petition
Harris Hip Overall Rating Over Time
Table 17 )

Device Type: Poly Liner

10:20 Wednesday, November 15, 2000

OVerall Rating
' 0- 69 70 -79 | 80 -89 | 90 - 100 |Total
# Pct # Pct # Pct # Pct #

Interval
Pre OP 83| -92.2| 6 6.7 1| t.1] 90
6 Mos 6 8.77 3 4.3 7 10.1 53| 76.8| 69
12 Mos 1) t.el 1] 1.9 4l 7.7 46| eé;s 82
24 Mos 2| 6.5 1l 82| 4| 12.9) 24f 77.4] 31
24+ Mos 1] 3.4] 1} 3.4 4f 13.8] 23] 79.3] 29
36 Mos ' 2| 12.5] 14| er.5 16
48 Mos + 1] 100.0 1

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Device Type: Metal Liner

Metal /Metal Hip Reclassification Petition

Harris Hip Pain Rating Over Time
Table 18

10:20 Wednesday, November 15, 2000

Pain Rating
' B : Totally‘ ,
Not Noted None Slight Mild Moderate Marked VDisabled Total
# | pot | # | Pt | # | pot | # |pot |# Pot | # |Pot | # |Pot | #
Interval
Pre‘OP 4 1.8] 65 29.? 134 61.2 16 | 7.3’ 219
16 Week 101 : 51.8] 47} 24.1 | 31 16.9f 15 7.7 1 0.5 195
6 Més 1067 71.4 | 19} 12.8] 14 9.4 9 6.0 1 0.7 149
12 Mos | 81 72.3] 18 16.1‘ 7 6.3 6 5.4 112
24 Mos 1 2.5{ 32 60.0 4 10.0 1,’ 2.5 + 2 5.0 40
24+ Mos 1 2.4f 33{ 80.5 4 9.8 1 '2.4 2 4.9 41
36 Mos ’ i} 100.0 l 1

x:\clinical\sasusers\mas\momreclass\tahles\evtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Pain Rating Over Time
Table 18
------------------------------------------------------------ STUDYSA = v v c e mmm s e e oottt e

Device Type: Poly Liner ' : ' é

Pain Rating
' "Totally

Not Noted - "None Slight Mild Moderate Marked Disabled |[Total

# Pot # ot | # Pct # éét # Pct # Pct # Pct # |
Interval | }
Pre P , | os| 4| o8| 2| 1.0 eo| sa.5| 116] se.8] 17| e.3| 208 ;
6 Week 1| o.s| 91| 40.2| s1| 27.6] 81| 1e.8] 11 s.9] B 185, g i
6 Mos i 0.7 o1| ee.4| 24| 17.5| 13| 9.5 6 4.4 2| 1.5 | 137{ ®
12 Mos ‘ 71| 68.3] 25| 24.0] 3| 2.9 5| 4.8 ' 104
24 Mos a1| e7.4| 7| 15.2] 2| 4.3 .| 13.0 _ 46
24+ Mos 81| e7.4] 7| 1s.2] 2| 4.3 8] 13.0| , 46
36 Mos ) ;

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Métal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Pain Rating Over Time

Table 18

Device Type: Metal Liner Lo !

x:\clinical\saéusers\mas\momreclass\tébles\evtab2.sas

Pain Rating é
Totally §
Not Noted None Slight Mild Moderate Marked Disabled‘ Total %
# |pot | # [Pt | # [Pet |8 |Pet | # | pet Pot | # | Pot | #
Interval |
Pre OP 1 14 tf 1.1 16| 18.4f s8] e6.7{ 11| 12.8/ 87
6 Week 6| 7.1 38| 42.4| 37{ 43.s] 5| 5.9| 1 1.2 85 ° |
6 Mos 6/ 8.3 33| 45.8| 26| ae.1| 2| 2.8 sl 6.9] 72 °
12 Mos 4l 6.0| 44| es.7] 12| 17.9] 3| 4,8] 4| 6.0 67 :
24 Mos 1| 2.7 28 75.} 7| 18.9f cA 2.7 ar|
24+ Mos il 2.3 ~34] 79.11 7| 16.8 i| 2.3 43
36 Mos ) 8 80.0f 2{ 20.0 10




Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 A :
Harris Hip Pain Rating Over Time
Table 18 .
------------------------------------------------------------ STUDY=C - s s e e e s e e e e e et et e e e e et ;
Device Type: Metal Liher ’ . ;
Pain Rating : : :
: . Totally E
Not Noted None Slight Mild Moderate Marked | Disabled |Total 3
# | Pet | # Pt | # [Pt | # | Pt | # [pot | # |Pct | # |Pot | # {
Interval

Pre OP 1t 1.0 2 2.1 1 1.0 5 5.2 41) 42,3| 46 47.4 1 1.0 97 . . i
6 Mos : 50| 68.8| 25| 29.4] 9| 10.8] 1 1.2 85 ' f
12 Mos 481 71.6f 13| 19.4 5 7.5 1 1.5 - 67 ¥
24 Mos 19| s5.9| 11| 32.4] 2| 5.9 2| s.9] 7 34 ;
24+ Mos 27| 69.2] 10 25.6] 1 2.6] 1 2.6 ‘ 39 i
36 Mos 14| 70.0f 5| 250 1| 5.0 ' ' , 20

48 Mos 1 2| 100.0 , I ' 1 2

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



Metal/Metal Hip'Reclassification Petition
Harris Hip Pain Rating Over Time
Table 18

Device Type: Poly Liner

10:20 Wednesday, November 15, 2000

Pain'Rating
. Totally
Not Noted None Slight Mild Moderate Marked Disabled |Total
# | pot | # | Ppot | pot Pt | # | Pot Pot | # | Pot | #
Interval
Pre OP 2l 2.4 ol" 9.3 40| 41.2] 45| 46.4 ; 1.0 97
6 Mos 49 es8.1| 12 16.7{ 8| tt.1] 2 2.8} 1 1.4 72
12 Mos 39| 73.e] 11| =20.8f 2| 3.8 1 1.9 53
24 Mos 28| 75.7| 5| 18.5| 2| 5.4 2| 5.4 37
24+ Mos 1 2.4| 30| 71.4| 6| 1431 4] 9.5] 1 2.4 42
136 Mos t|  4.5] 18] 72.7) 4] 18.2] 1| 4.5 22
48 Mos 1| s0.0 1l 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 -
Harris Hip Limp Rating Over Time
Table 19

Device Type: Metal tiner

Limp Rating ?
Not Noted Nqne ] Slighf Moderate Severe Total
# | Pct | # JpPet |# Pc.t # | Pet | # | Pot # ,;
Interval |
Pre dP 7| 3.2} 28| 12.8] 127 56.0 57| 26.0f 219
6 Week 1 0.5| 42 21.5/ 98f 50.3| 52 26.7 2| 1.0 195
6 Mos a9l 0.7 ea| es.i| a7 24.8] 17| 11.4 149 o
12' Mos 82| 73.2| 26| 23.2| a| 2.7 1| o.9| 112
24 Mos 1 2.5/ as| s82.5| 6| 15.07 | 40
24t Mos | 1| 2.4| s3] so.s| 7| 17.4] | B 41
36 Mos ;/ 1} 100.0 | ' 1

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas




Metal/Metal Hip Reclassification Petition

Harris Hip Limp Rating Over Time
Table 19

Device Type: Poly Liner

Limp Rating

Not Noted None Slight Modefafe Severe Total

# Pot # Pct # | Pot # Pct # Pct #
Interval
Pre OP 71 3.4 20| 14.1| 114 s55.3| s6| 27.2| 206
6 Week al 1.6] 36| 19.5| 95 51,4 45| 24.3] 6| 3.2| 185
6 Mos ‘2| 1.5 82| se.0| 45| s2.8| 8| .8 137
12 Mos 8o| -76.9| 18] 17.3] 6| 5.8 104
24 Mos 30| e5.2) 13| 28.3| 3| 6.5 46
24+ Mos so| 65,2} 13| 28.3] 3| 6.5 46
36 Mos g

x:\clinical\sasuéers\mas\momreclass\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition

Harris Hip Limp Rating Over Time
Table 19

Device Type: Metal Liner

10:20 Wednesday, November 15, 2000

Limp Rating

'Not Noted None Slight Modergte Severe Total

# | Pot Pct | # | Pot | # | Pet | # | Pot #
Interval
Pre OP 6| 5.7 7| 8.0 16 18.4 a2| se.8| 27| at1.0 8%
6 Week 10[ 11.8] 25| 20.4| 20| 34.1| 16| 18.8) 5| 5.9\ 85
6 Mos 7| 9.7 43| s9.7| 17| 23.6| 5| 6.9 72
12 Mos 12| 17.9] 30| 44.8| 17| 25.4| 5| 7.5; 3 45| 67
24 Mos 3| 8.1) o1] s38l 1| 27| 1| 27| 1| 27| a7
24+ Mos o| 47| s8] es.a| 1| 2.3 1| 23] 1| 2.3 aa
36 Mos P | 10| 100.0 10

x:\clinical\sasusers\mas\momreclass\tables\évtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday,. November 15, 2000.
Harris Hip Limp Rating Over Time
Table 19

Device Typé: Metal Liner

Limp Rating
‘ : o : v : Unable to

Not Noted None Slight Moderate Severe Walk Total

# |pot | # |pot | # |pPot | # |Pot | # [Pet |# |Pot | @
Interval
Pre OP 11 t.0f 10 16.3 31| 32.0{ 33| 34,0 18| 19.6] 3| 3.1} 97
6 Mos 55| 64.7| 23| 27.1| 7| 8.2 85 <
12 Mos - 54| 80.6| 10| 14.9] 3| 4.5 ' 67|
'24v Mos - 28| 82.4| 47 11.8] 2| 5.9 34
24+ Mos 1 2.6| 31| 79.5} 7| 17.9 ~ , 39
36 Mos - 15 75.0 5| 25.0 20

. .

48 Mos 1] 50.0] 1| 50.0 : o . 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas




Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 16, 2000
Harris Hip Limp Rating Over Time
Table 19

Device Type: Poly Liner ’ v '

Limp Hating
« Unable to
Not Noted None -8light Moderate Severe ‘ Walk “{Total
# |Pot | # | Pet | # |[Pot | # |Pct | # |Pot | # |Pot | #
Intepval
Pre OP o| 6.2| 23| 20.7| a4 as.a| 20| 207 1.0 o7
8 Mos- 1] 1.4 a8 ee.7| 16| 22.2f 7| 9.7 | 72
12 Mos 43| 81.1| 10| 18.9 ‘ ‘ T =
24 Mos | 27| 73.0f 7| 18.9] 3| 8.1 | ‘ 37
24+ Mos 35| 3.3 5| 11.9] 2| 4.8 : 42
36 Mos ; 19| s6.4| 3| 13.6 | 22
£ .
48 Mos 1| 50.0 1| 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Support Rating Over Time o
Table 20

Device Type: Metal Liner

Support Rating
Cane,long 1 .

Not ‘Noted None walks Cane,mostly| Crutch 2 Canes |2 Crutches Walker Total

# | Pot # Pot # Pct # Pét # Pct # Pct’ # Pct # Pct #
Interval
Pre OP 109| 49.8} 27| 12.3] 62{ 28.3 5 2.3 1 0.5 12 5.5 3 1.4] 219 :
6 Week . 28] 14.4 18 9.2] 51  26.2 10 5.{ 2 1.0 56 - 25.6] 36 i8;5 195 © ;
6 Mos 1 0.7] 116 77.9. 13 8.71 15| 10.1 1 0.7 ‘ | 2 1.3 1] 0.7 149 2 %
12 Mos 100| e0.3| 6 s.4] 6 5.4 ’ : b 112
24 Mos 1| 2.5 84| es.0] 2| 5.0 3| 7.5 ‘ ’ ' A 40
24+ Mos 1| 2.4 35| 85.4] 2| 4.9 3] 7.3 ' 41 B

. P ,

36 Mos 1| 100.0 7 ‘ 1

'x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Support Rating Over Time
Table 20

Device Type: Poly Liner

Support Rating |
, Cane, long ,

Not Noted None walks Cane,mostly| Crutch 2 Canes |2 Crutches Walker . |[Total|

# {pot | # |pot | # |Pot |# |Pot | # |Pot | # |pct | # | pot | # | pot | 4
Interva1  ’ ‘
Pre 0P | ‘ 99| 48.1| 28| 13.6] e4| 31.1| 3| 1.5 1| o5 8 39| 3| 1.5] 206
6 Week ' s2| 17.3| 13| 7.0 se| 21.1] 5| s.1| 1| o.5| 85| 20.7] 0| 16.2 185 | -
6 Mos 3l 2.2f 111 1.0 7| s.af 10l 7.8l 1| o7 1} 0.7 1] o.7] 3| 2.2 137 e
112 Mos | 94| 90.4| 5| 4.8/ 4| 3.8 ; 1] 1.0] 104
24 Mos | 43| o3.5] 2| a3 . 1] 2.2| 46
244 Mos | 43| g3.5| 2| 43| | o1 2.2f 4s

. ) v

36 Mos

x:\clinical\sasusers\mas\momreclass\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Support Rating Over Time ' . ‘
Table 20 : ‘ i
N STUDY=B - - e cremmmummenecainmeane. T T T

Device Type: Metal Liner

Subport'Réting
' - | Cane,long ‘ .

Not Noted None walks - |Cane,mostly]| Crutch 2 Canes |2 Crutches |Total

# Pot | # |Pct | # |Pct | # |Pot | # |Pot |4 - Pot | # | Pot | #
Interval
Pre OP | 1 1.1 30 34.5 13 14.9] 28| 32.2 7 8.0 ‘3 3.4{ b 5.7 87
6 Week 6 7.1 12 14.1 23} 27.1 12 14.1 11 12.9‘v 12 14119 10.6 85 o
6 Mos 6 8.3 42| 658.3 17| 23.6 5 6.9 2 2.8 72 B
12 Mos . 3 4.5 46f 68.71 10| 14.9 71 10.4 1 1.5 67
24 Mos 2| 5.4} 30| 11| 3| 1] 2| 5.4 | | 37
24+ Mos 2 4,71 .36] 83.7 3 7.0 2 4.7 - 43

p

36 Mos ) 101 100.0] - 10

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Support Rating Over Time :
‘Table 20 ‘
R R LEEEE T LT L LT TR STUDY=SC - - - - m e e e e e e e et e e

Device Type: Metal Liner

Support Rating
' Gane, long
Not Noted None walks. Grutch © 2 Canes |2 Crutches Walker Total
# | pct | & |[Pct | # |pct | # [Pt | # [Pot | # |[Pct |[# |Pot | #
Interval
Pre OP - 16| 16.5| 59| 60.8{ 13| 13.4] 1 1.0 2{ =2.1] s} s.2{ 1} 1t.0] 97
8 Mos | 1 1.2 vs] s8s.2] s 5.9 3| 3.5 ' 1 1.2] , 85
: : : : Q.
12 Mos 59| 88.1 6/ 9.0 1 1.5 1 1.5 ; 67
24 Mos 30{ 8s.2| 4| 11.8] 34
124+ Mos 2| s5.1] 34| s7.2| 3] 7.7 . ' 39
36 Mos 1 s.0f 16} 80.0f 3| 15.0 ' , 20
A ' :
48 Mos 1| 50.0 1{ 50.0 , , -2

x:\clinical\sasusers\mas\momredlasé\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition .10:20 Wednesday, November 15, 2000
Harris Hip Support Rating Over Time
Table 20

Device Type: Poly Liner

Support Rating
' Cane,long .

Not Noted None walks Crutch 2 Canes. |2 Crutches Walker Total

# | pot #V pet | # Teet | # [pot | # |pot |# | et # Pct | #
Interval
Pre OP 16| 15.5| 60| 61.9] 14| 14.4] 4| 4.4 2| 2.4 2 é.1 o o7
6 Mos 4| 5.6| 63| er.5| 3| 4.2 | 2| 2.8 72 ' o
12 Mos 1| 1.9 49| 92.5{ 3] 5.7 : B | - 53 |
24 Mos | 1| 2.7 34| o1.9] 2| 5.4 ‘ ‘ 37 ‘
24+ Mos a1] o7.8] 1| 2.4 g ' ' 42
36 Mos ' 22| 100.0 | 22
48 Mos 2| 100.0 : ' ' T

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas



Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Distancé Walked Rating Over Time
' Table 21

101

Device Type: Metal Liner

Distance Walked : . !
. ’ . Indoors )
Not Noted | Unlimited | 6 Blocks }2-3 Blocks only Bed & Chair |Total
# | et | # éct # VPct # |pct |4 |pet | # |opet #
Interval %
Pée oP 17| 7.8 a1] 18.7] 126| s7.5 35 16.0 219f
6 Week 1| o.5| s6| 28.7| as| 25.1| 72| 3e.0| 17| 8.7 195 =
(=]
6 Mos 2| 1.3] 109| 73.2| 22| 14.8| 16| 10.7 149 -
12 Mos , ' 90| -80.4| 11 9.8 11 9.8 o 112}
24 Mos 1| 2.5 a1 77.5| 4| 10.0[ 4| 10.0 : | 40
24+ Mos 1| 2.4| 32| 78.0| 4| e.8| 4| e8| ” ' a1
36 Mos ’ 1| 100.0 1 . | R 1 ,

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Pefition 10:20 Wednesday, Novembér~15, 2000
Harris Hip Distance Walked Rating Over Time '
: Table 21
B Tkl T STUDY=A = - cnmmeeeecaaae oo S R LR R R L R e TR

Device Type: Poly Liner

Distance Walked
Indooré

Not Noted | Unlimited | 6 Blocks |2-3 Blocks only Bed & Chair|Total

# Pct # Pct # Pot # Pot # Fct # Pctr- #
Interval
Pre OP 12 5.8 37 18.0] 118 57.5 377 18.0] - 2 1.0} 206
6 Week 2t 1.1 49| 26.5 '477 25.4] 71| 38.4 716’ 8.6’ | 185 o
6 Mos 5 3.61 106 n 77.4 ~ 13 9.5] 10 7.3 3 2.2 137 "
12 Mos | 81| 77.9] o 87| 11| 10.6] 3 2.9 : 104 ~ , ’ |
24 Mos _ 38| 82.6 5] 10.9 2 "4.3 1 2.2 . 46
24+ Mos . 38} 82.6 5| 10.9 2 4;3 1 2.2 | 46
36 Mos

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 _
Harris Hip Distance Walked Rating Over Time o §
Table 21

Device Type: Metal Liner . .

Distance :Walked !
- i
Indoors %
Not Noted | Unlimited | 6 Blocks only Total %
# | pPet | # |[Pct | # | Pot | b | pot | #
Interval | é
Pre OP 1 1.1 30} 34.5] 37 42.5 19| 21.8 87 . | ‘ ,
6 Week 6 7.1} 49} 57.6| 26 30.6 4k 4,7 85 N |
A : v o
6 Mos ‘6 8.3] 564 75.0 .1é 16.7 : . 72 i
12 Mos 5 7.5} - 80 74.6 10 14.9 2 3.0 67
24 Mos 3| 8.1| 27| 73.0] | 13.5 2| 5.4 a7
24+ Mos 4 9.3 -32; 74.4 5 11.6 2 4.7 43'
36 Mos’ 1 10.0{ . 9} 90.0 . 10

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas



Metal/Metal Hip Reclassification Petition
Harris Hip Distance Walked Rating Over Time

Device Type: Metal Liner

Table 21

10:20 Wednesday, November 15, 2000

Distance Walked
. - Indoors

Not Noted | Unlimited | 6 Blocks |2-3 Blocks only Total

# Pct # , Pct # ‘Pct # Pct Pct #
interval' ‘
Pre OP 1 1.0 11 11.3F 201 20.6] 43| 44.3 '22 22.7 97
6 Mos 65| 76.5) 8 9.4} 10 11.8 2 2.4 85
12 Mos 57 85.1| 5 7.5 5} 7.5| 67
24 Mos 281 82.4 5} 14.7 1 l2.9 ; 34
24+>Mos‘ 32 ’ 82.1 4 10.3{ + 3 7.7 39
36 Mos .14 70.0 4 é0.0 2 10.0 20
48 Mos ) 2| 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition’ 10:20 Wednesday, November 15, 2000
Harris Hip Distance Walked Rating Over Time
Table 21

105

Device Type: Poly Liner

Distance Walked
] | ‘Indoors , : .
Not Noted | Unlimited | 6 Blocks (2-3 Blocks only Total
# | Pct | # PPct [# [Pct- | # |Pet | # | Pot #
Interval - , ‘ ; : - ‘ i
Pre OP 10| 10.3] 20| =20.6| 49| s0.5] i8] 18.6f 97 ' w
6 Mos 4| 14| s3] 7ae| 10| 13| 7| e7r| 1| 14| 72 "
, S
12 Mos 45| sa.9l 4| 7.8/ -4 7.5 53
1 24 Mos 1 20| 78.4| 2| s5.4] 8| 16.2 a7
24+ Mos 33| 78.6{ 2| 4.8/ 7| 16.7 42
36 Mos . 17y 77.3] 1 45| 4| 18.2 22
48" Mos ’ 1} s0.0f 1] s0.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip- Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Stair Rating Over Tim :
: ' Table 22 '

Device Type: Metal Liner -

Stair Rating
Normaliy‘ :
Not Noted | -Normally with rail JAny method Unable Total E
# | pot | # [pot |4 |pot |4 [Pot |4 |Pot | ‘
Interval
Pre OP | 12 5.5 77f 35.2 121 55.'3‘ 9 4.1 219
6 Week 1 2 1.0 15 7.7y 70f 35.9 104: 563.3 4 2.1} 195 b 8
6 Mos 17 0.7 85| 57.0f 42 728.727 21 14.1' 1 149 T
12 Mos | 83| 74,1 221 19.6 7 | .6.3 . : 112
24 Mos 1 2,51 3t 77.5 4 10.0 | + 41 10,0 40
24+ Mos 1 2.4 32| v78.0f- 4| 8.8/ 4] 9.8 41
36 Mos 1| 100.0 o 1

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas



Metal/Metal Hib Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Stair Rating Over Time
Table 22

Device Type: Poly Liner

Stair Rating
Normally
Not Noted | Normally with rail |Any method Unable |Totalf.
w |per | # por |4 |pet |# |pot |4 |pot |
Interval
Pre OP 10| 4.9] 62| 30.1| 120 e2.6] 5 2.4 206
|6 Week 2l 1.1] 19| 10.3] s6| s0.3| 107] s7.8] 1| 0.5 18
6 Mos 5| s.6| 73| sa.a| 48| ss.0] 11| 80| | 137
|12 mos 73 70.2| 26| 25.0] 5| 4.8 104
24 Mos a3l 77| 10| 21,7 8] e.s 46
24+ Mos . a3l 71.7| 1of 21.7] 3| 6.5 46
36 Mos ’ ‘

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Stair Rating Over Time

Device Type: Metal Liner

Table 22

STUDY=B

10:20 Wednesdéy, November 15; 2000

Stair Rating
‘ ‘ Normally :
| ‘Not Noted | Normally with rail [Any method Unable Total

# pot | # | pot | # | pot |4 | pot Pot #
Interval
Pre OP 1 11 8| 9.2] 81 35.6] 45| 5B1.7] 2 ‘2;3 87
6 Week 6| 7.1 22| 25.9| 38| a44.7] 18| 21.2] 1] 1.2/ 85
|6 Mos 6| 8.3| 45| 62.5| 19| 26.4] 2| 2.8 72
12 Mos 3] 4.5 44| 5.7 19{ 28.4] 1 1.5 67
24 Mos 1 2.7; 27| 73.0f 6| 16.2| . 3] 8.1 37|
24+ Mos 1] 2.8] 384f 79.1] s 31.6 3l 7.0 43
36 Mos ’ 10} 100.0 1 0

x:\eclinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition

Harris Hip Stair Rating Over Time
Table 22

Device Type: Metal Liner

10:20 Wednesday, November 15, 2000

1

DR I I R e R T T I A I P )

Stair Rating
: } Normally .
Not Noted | Normally with rail {Any- method Unable  JTotal
W et | # Pt | # | Pt | # | Pot et | #
Interyal
Pre OP 2l 241 8f 8.2| 47| 48.5{ 34| 35.1| 6 6.2 097
6 Mos 57| 67.1] 26 s0.6] 1| 1.2] 1| 1.2] es
12 Mos 50| 74.6| 17| 25.4 67
24 Mos 25| 73.5| 9| 26.5 34
24+ Mos | 7e.9| 9| 23.1] 39
136 Mos . 15| 75.0] 5] 25.0 20
k L
48 Mos 2| 100.0 2

X:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 =
Harris Hip Stair Rating Over Time '
Table 22
e e e e e e e e me e ceaecnaumna e me——an BTUDY S0 = - cecmmre e samacccccmcacamraaaanassracar e rr oo E

.- Device Type; Poly Liner

Stair Rating
. Normally ‘
Not Noted | Normally with rail |Any method Unable. = [Total
# | Pet | # |Pct |# | Pot # pct | # | pot # f
Interval J
Pre,ob _ 5/ 5.2/ 60| 61.9] 3sof 30.9] 2| 2.1 o7 ;
|6 Mos 1 1;4 45 62.5 25| 34.7( 1 1.4 72 o %
12 Mos a1| 77.4] 10| 18.9] 2| a.8) 53 B J
24 Mos 27| 73.0| 9| 24.3] - 1| 2.7 a7
24+ Mos 34| st.0] 7| 16.7f 1] 2.4 a2
36 . Mos g 20| 90.9| 2| 9.1 : _ 22
: P
48 Mos 2| 100.0 N 2

xi\elinical\sasusers\mas\momreclass\tables\evtab2.sas



Metal/Metal Hip Reclassification Petition _ 10:20 Wednesday, Novenber 15, 2000
Harris Hip Socks/Tie Shoes Rating Over Time
Table 23

111

Device Type: Metal Liner

Socks/Tie Shoes
with

Not Noted | With ease |difficulty Unable Total

# | Pot | # |Pct | # |Pct | # |pPct | #
Interval
Pre OP ' 22| 10.0| 161| 73.5| 96| 16.4| 219|
6 Week 7| a.e| 40| 20.5) 77| ase.s| 71 36.4| 195 ) ‘ e
6 Mos 3| 2.0l o9| 66.4] 42| 28.2 6| 3.4] 149 ' ! .
12 Mos 81| 72.0| 29| 25.0| 2| t1.8| 112
24 Mos | 1] 2.5] 34| s8s5.0f 5/ +2.5 : | 40
24+ Mos 1| 2.4] 35| 85.4] 5| 12.2 M
36 Mos 1| 100.0 1

x:\clinical\sasusers\mas\momreclass\tables\evtah2.sas




Metal/Metal Hip Reclassification Petition
Harris Hip Socks/Tie Shoes Rating Over Time
Table 23

Device Type: Poly Liner

10:20 Wednesday, November 15, 2000

Socks/Tie Shoes
: With : :
Not Noted | With ease |difficulty Unable Tatal
# Pet # Pct # Pt | Pot V#
Interval.
Pre OP 16| 7.8| 152 73.8] 38| 18.4 266
6 Week 6 '73'. 2 3t 16.8[ 76 41.1] ‘72 38.9 185
6 Mos 5| 3.8/ 97 70.8] 298] 21.2 6| 4.4 137
12 Mos 77 74.0] 23| 22.1 4 3.8 104}
24 Mos 31| 67.4] 15( 32.6 486
24+ M‘os. 31| 67.4] 15| 32.6 46
36 Mos‘

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Device Type: Metal Liner

Metal/Metal Hip Reclassification Petition

Table 23

Harris Hip Socks/Tie Shoes Rating Over Time

10:20 Wednesday, November 15, 2000

............................................................

Socks/Tie Shdes
! , with

Not Noted | With ease [difficulty Unable Total

# | Pet | # |[Pet | # |pPct | # | Pot #
Inter;val
Pre OP 1 1.1] 29| 33.3| 49| 56.3] 8| 9.2 87
6 Week 6] 7.1} 59 69.4f 12 14.1] 8| o.4| es
6 Mos 6| 8.3 so 8t.9| 6| 8.3 1| 1.4 72|
12 Mos 3| 4.5 60| so.s| 3 4.5 1| 1.5] 67
24 Mos i 2.7) a4l ere| 2| 5.4 87
24+ Mos 2| 4.7 | 40| 93.0] 1| 2.3 43

ra

36 Mos 1| 10.0{ 9] .90.0 10

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Socks/Tie Shoes Rating Over Time
Table 23
P STUDY=C «v-vmnmecmmmannnannns

Device Type: Metal Liner

10:20 Wednesday, November 15, 2000

Socks/fie Shoes
With ,
Not Noted | With ease [difficulty Unable Total
v | pot | # [ Pot | # \pot |4 [Pot | 4
[ Interval
pre op | 2 2.| 11| 11.3] 74 76.3 1o 10.3f o7/
6 Mos o1 71.8] 23| 274 1) 1.2[ 85
112 Mos - 54] "80.6 13| 19.4 67|
24 Mos 28 82.4] 6 17.6] 34
24+ Mos 1| 2.6 a1 70| 7 79[ - 39
36 Mos . 1| 5.0l 14| 70.0] s 25.0 20
48 Wos i ~ 2| 100.0 ‘ 2

x:\clinical\sasusers\mas\momreclass\tablés\evtab2,sas
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Metal/Metal Hip Reclassification Petition:
Harris Hip Socks/Tie Shoes Rating Over Time
Table 23

Device Type: Poly Liner

©10:20 Wednesday, Novgmber 15, 2000

Socks/Tie Shoes

With
Not Noted | With ease [difficulty Unable - |Total
# | pet [ # |pet | # | pot ”v Pct 'S

InterQal

Pre OP tl 1.0 11| 1.3) 750 77.3] 10| 10.3] 7
6 Mos 1| 1.4] s8] so.6| 12| 16.7] 1 1.4 72
12 Mos so| 904.3] 3| 5.7 53
124 Mos 32| 8.5 5| 13.5 a7
24+ Mos v 32| 7e.2| 10| 23.8 a2
36 Mos.. 15| 68.2] 7| 31.8| 22
l48 Mos | 1| s0.0] 1| s0.0 2

-
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
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 # Pct # Pct # Pct ‘#
interval
Pre OP 1 0.5{ 108] 49,3 90 41,1y 20 9.1 219
6 Week . 1 0.5| 167} -85.6] 25| 12.8 2 1.0} 195 -
6 Mos 1 0.7] 139 93.3 9 6.0 ) - 149
12 Mos 107| 95.5 5 4.5 112
24 Mos 1 2.5 36| 90.0 3 7.5 40
24+ Mog’ 1 2.4| ar] 90.2 3 7.3 o 41)
36 Mos 1] 100.0 ) 1

x:\clinical\sasusers\mas\momreclass\tables\evtah2.sas -




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

10:20 Wednesday, November 15, 2000

Table 24
------------------------------------------------------------ STUDYSA <= v v e cme e e e am e et e e e nemem s
Device Type: Poly Liner
Sifting
High
Comfortable| chair,1/2

Not Noted 1 hour hour Unable Total

# Pct # Pct # Pot Pct ’ #

Interval |
Pre OP 100} 48.5] 881 43,2 17 8.3} 206
' 6 Wgek 3 1.6} 143 77.3| 37 © 20.0 2 1.1 185
6 Mos 5| 3.e| 123| 9.8 o 6.6 137
12 Mos 96| 92.3 8 7.7 {04
24 Mos 42 .91.3 4 B.? 46
24+ Mos, 42| 91.3] 4| 8.7 26|
36 Mos

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
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 # Pct # Pct # Pct #
Interval : : !
Pre OP 1} 1.1] 28] s2.2| 42| 4s.3| 16| 18.4] @7
8 Week - 8| 7.1| s1} se0.0] 28] 32.9 85 . -
6Ms | 6| 8.3 57| 79.2| 9| 12.5 72
12 Mos 6| 7.5 54| so.6] 8] 1.9 ' 67
24 Mos 3| 8.1] 30f s81.1] 4| 10.8 37
24+ Mos” 4| 9.3 ae| 83.7] 3} 7.0] 43
36 Mos 11 10.0] 9] 90.0 10

x:\clinical\sasusers\mas\momreclass\;ables\evtabé.sas




Metal/Metal Hip Reclassification Petition 10:20
Harris Hip Sitting Rating Over Time
Table 24
el e et ieemeeeeeeqeseeammaeeoaenieaenaaaae STUDY=C
Device Type: Metal Liner
sitting
. High
COmfortable chair,1/2 .
Not Noted 1 hour hour Unable Total
# | Pot é pct | # | Pct | # | Pot #
Interval
Pre OP 2 2.1 57| 58.8 25 -25.8 13| 13.4 97
6 Mos —Bi 85.3} 4 4.7 85
12 Mos 65 ’797.07 2‘ 3.0 677
24 Mos 33 97.i 1 2.9 34
24+ Mos 2 5.1 Sé 92.3 1 ‘2.6 39
36 Mos 1| 0| 18] so.0] 1| s.0 20
48 Mos 1] 50.0 1 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtabh2.sas

Wednesday, November 15, 2000

119

119




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

10:20 Wednesday, November 15, 2000

Table 24 g
----------------------------- STUDY=C - m e e il
Device Type: Poly Liner

Sitting
High
1Comfortable| chair,1/2

Not Noted 1 hour hour Unable Total

# ?ct # Pct # Pect # Pct
Interval
Pre OP 86| 56.7/ 37| 38.1 50 5.2 97|
6 Mos ' 1 1.4 67 93.1 4 5.8 72
12 Mos | s2| esa| 1] 1.8 53
24 Mos _ 37f 100.0 | 37
24+ Mos 41| 97.6] 1 §.4 “42f
36 Mos « | 21 95,5/ 1| 4.5 22
48 Mos 2| 100.0 2|

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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Metal/Metal Hip Réclassification Petitidn
Harris Hip Public Transport Rating Over Time

Table 25

Device Type: Metal Liner

Public Transport
| 7 Able to - jNot éble to .
Not Noted enter enter Total
# Pct # Pct # Pct | #
Interval
Pre OP 215) 98.21 4 1.8] 219
6 Week’ 3 1.6} 191} 97.9 1 0.5f 195
6 Mos 2| 1.3] 146| s8.0] 1| 0.7] 149
12 Mos 112] 100.0 112
24 Mos 7 1 2.5| 39| 97.5| 40
24+ Mos 1 2.4] 40 97.6 41
36 Mos 1. 100.0/ 1’

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15; 2000
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Metal/Metal Hip Reclassification Petition
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

# [ Pet | # | Pot | # | Pct I#
interval
Pre OP 200{ 97.1] 6] 2.9] 206
6 Week 4] 2.2 178 96.2| 3| 1.6| 185
6 Mos 5| 3.6| 130 o4.9] 2| 1.5 137
12 Mos 1| 1.0{ 103 99.0 104
24 Mos 46} 100.0| - 46
24+ Mos 46] 100.0 46
»
36 Mos -

x:\cliniqal\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Heclassificafion Petition
Harris Hip Public Transport Rating Over Time
Table 25 ' '

................................................

Device Type: Metal Liner

Public Transport
Able to VNot able to :
Not Noted enter enter Total
1o |pret | # |pot | # | pot

Interval
Pre OP 2 2,3| 80} 92,0 5 5.7 .87
6 Week 7 8.2] 77] 90.6 1 1.2 85
6 Mos 7). 9.7 5| 0.3 72
12 Mos 10] 14.9] 56 83.6 1 1.5 67
24 Mos 3 8.1 34’ 91.9] 37
24+ Mos 4 9.31 39} 90.7 43
‘
36 Mos i 10.0 91 90.0 10

xi\elinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednésday, quembeh 15, 2000
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Metal/Metal Hip Reclassification Petition
Harris Hip Public Transport Rating Over Time

Table 25

Device Type: Metal Liner

Public Transpdrt
Able to |Not able to
Not Noted enter . ‘enter Total
# Pet | ¥ Pect # Pct
Interval
Pro 0P 7 2| 2.| 77| 79.4| 18| 18.6] 97
|6 Mos - 85| 100.0| 85
12 Mos 67| 100.0{ 67
24 Mos 34} 100.0 34|
24+ Mos 1| 2.6 38| 97.4 . 39
‘,‘,36 Mos 1| s.0] 19 95.0 20
48 Mos 2| 100.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition

Harris Hip Public

Device Type: Poly Linep

Transport Rating Over Time
Table 25

Public Transport
Able to |[Not able to

Not Noted ~enter enter Total

# Pct | A# Pct # Pct #
Interval
Pre -OP 81| 83.5] 16| 16.5{ 97
6 Mos 2.8] 70| 97.2 72
12 Mos 53{ 100.0} 53
24 Mos sl o7.3" 1 2.7 a7
24+ Mos 42| 100.0| . 42

|36 Mos 22| 100.0 22

:;8 Mos 2{ 100.0 2}

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

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Harris Hip Deformity Score Over Time

Table 26

Device Type: Metal Liner

Deformity Score
, -+ Absence of

Not Noted | Deformity | Defermity |Total

# Pct # .| Pct # Pet | #
Interval
Pre OP 11’ 5.0f 48} 21.9] 160} 73.1] 219
6 Weék'- 18 9,2 77 3.6f 1701 87.2{ 195
6 Mos 5 3.4 3 2;0 7141 94.6f 149
12 Mos s/ 4.5 2| 1.8] 105 e3.8| 112
24 Mos 3l 7.8{ 1| 2.5 88| 90,0/ 40
24+ Mos 31 7.31 1} 2.4f 87 90.2{ 41
i ‘ |
36 Mos 1] 100.0¢ 1

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Harris Hip Deformity Score Over Time -

Table 26 '
Device Type: Poly Liner
Deformity Score
| | Absence of
Not Noted | Deformity | Deformity Total
# Pct | # Pct # Pct #
Infe rval |
Pre OP 7| 3.4} 35| 17.0] 164| 79.6| 206
6 Week 25| 13.5| 6| a.2] 154] 8a.2{ 185
6 Mos 9f 6.6] -4 | 2.9 124 50.5 137
12 Mos 2 1.9 1 1.0f 101 97.1 104
24 Mos 2| 4.3 ‘-44 96.7] .46
24+ Mos 2| 4.3 aa] 95.7| 46
36 Mos

x:\clinical\sasusers\mas\momreclass\tabhles\evtab2,sas

10:20 Wednesday, Novémber 15, 2000
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000

Harris Hip Deformity Score Over Time

Device Type:

Table 26

---- STUDY=B

128

Metal Liner

Deformity Score
: Absence of
Deformity '| Deformity |Total
- # Pct # Pot #
Interval
Pre OP 9] 10.3] 78| '89.7 87
6 Week 3| 8.5/ 82| 96.5| 85| o
~N
6 Mos 2|  2.8] 70| 97.2| 72 =
12 Mos 67| 100.0 87
124 Mos 37{-100.0} - 37
R 24+ Mos 43| 100.0 43
Pl
36 Mos 10f 100.0 10

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas»



Metal/Metal Hip Reclassification Petition
Harris Hip Deformity Score Qver Time
Table 26

--------------------------------------------------- 11171 S

Device Type: Metal Liner

Deformity Score
Absence Qf

Not Noted | Deformity Deformity [Total

# |eot |8 |pet |4 | ot #
Interval
Pre OP ‘8' 8.2 89| -91.8 97
6 Mos 2 2.4 ‘63 97f6 85
12 Mos ' ’67 .100.0| 67
24 Mos 2 5.9 32 941 34
24+7Mos 8f 20.5 : | ‘31 79.5 39
86 Mos 5| 25.0 15| 75.0] 20
48 Mos » 1 50.0 ' 1 ‘ 50.0 2

x:\clinicél\sasusers\mas\momreclass\tables\evtabz.sas

10:20 Wednesday, November 15, 2000
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Métal/Métal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Deformity Score Over Time
Table 26

Device Type: Poly Liner ' .

Deformity Score ' : _ <
: Absence of
Not Noted | Deformity. | Deformity |Total
# Pct # Pot # Pot #
Interval
Pre OP 9 9.31 88| 90.7 97
8 Mos 1 1.4 71| 98.8| 72
‘ o
12 Mos 53] 100.0| - 53 -
24 Mos 6| 16.2 | 31| 83.8] a7
24+ Mos 12| 28.6] 0] 71.4| 42 j
36 Mos ) 5 22,7 17 77.3 22
48 Mos 1 50.0 1| 50.0 ; 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas




Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Range of Motion Score Over Time
Table .27

131

------------------------------------------------------------ STUDY=A - - wm e et e e ceee e

Device Type: Metal Liner

Range. of Mofion‘Score :

Not Noted 1 2 3 4 s 6 Total 3
B o Pct | # |Pct | # |Pet | # [Pt |# |Pet |4 |[Pot |# |Pot | #

Interval

Pre QP 13} s5.9) 2f 0.9} eof 4.4 35| 16.0} 114] s52.1} 34| 15.5/ 12| 5.5 219

6 Week 17]  8.7] 2 1.0 88| 20.0| oa| 4s.2| 43| 22.1| 195

6 Mos 3 2.0 o of 6.0 40 32.0| 88| 59.1| 149 55

‘12>Mos 3| 2.7 _ 4| 3.6| 26| 23.2| 79| 70.5{ 112

24 Mos 2 5.0 : 7 17.5 31 77.5 40

24+ Mos 2| »4.9 : ‘ 7 17.1] s2f 7s.0] a4

36 Mos P 1| 100.0 1

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclassification Petition 10:20 Wedhesday, November 15, 2000
Harris Hip Range of Motion Score Over Time
Table 27

Device Type: Poly Liner

Range of Motion Score
' Not Noted 1 2 3 4 5 8 Total
# Pct # Pct # Pct # Pct # Pct # Pct # Pct | #
Interval
Pre OP 6 2.9y 3| 1.5 8| 3.9 37| 18.0] 101| 49.0| 38| 18.4 13’ 6.3 206]
|6 Week 221 11.9 _ 48( - 25.9| 82| 44.3] 33| 17.8] 185

6 Mos 71 5.1 _ ; 8| s5.8| 44| s2.1| 78 56.9 137‘ E

12 Mos 2 1.9 ' ' o 7.7| 32| 30.8] 62| 59.6 04

24 Mos 2| 4.3 : t| 2.2| 13| 28.3] 30| es5.2| 46

24+ Mos 2 4.3 ' T 2.2 13| 28.3| 30| 65.2] 46

36 Mos ay

x:\clinical\sasusers\mas\momreclass\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition ' 10:20 Wednesday, November 15, 2000
Harris Hip Range of Motion Score Over Tim
Table 27 :
-------------------------------------------- T BTUDYEB e el e

Device Type: Metal Liner

Range of Motion Score
' Not Noted 2 3 a4 5 6 |totar
| # Pct | # Pect # Pct ‘# Pct # Pct # Pct #

Inferval P
Pre OP . 1 1] 8| 3.4f 23] 26.4] 47| sa.0] 13| 14.0 87
6Wweek | 10| 11.8 |2 2.4/ 26 30.6{ 25/ 20.4] 22| 25.9 85
6 Mos 10| 13.9 12| 16.7] 21 20.2| 20| 40.3] 72
12 Mos 1] 16.4 10| 14.9] 11| 16.4] 85 s2.2| or
{24 Mos 15| 40.5 : 1l 2,70 3] s8.1| 18| 48.8] a7
24+ Mos 17} 39.5 3| 7.0 23| s3.5| 43
36 Mos 4| 40.0 ' ‘ _ | 8] e0.0] 10

x:\clinical\sasusers\mas\momreclass\tables\evtqbz.sas
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- ‘Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Range of Motion Score Over Time
Table 27 !

134

------------------------------------------------------------ STUDYSG - - m e e e

Device Type: Metal Liner

Range of Motion Score

Not Noted 2 . 3 4 - 5 ‘ 6 Total

# { Pt | # |pct [# [pPet | # |Pot | # |pPet | # |pot | #
Interval | :

|Pre oP 3l 3.1] 9 | 9.3 41 423 a7 .1 7f 7.2 97 ;

6 Mos 2| 2.4 | | 8| 9.4] 23 27.1 s2| et.2 55 %
12 Mos | ' ' 2| a.0| 15| 22.4] s0 74.6| 67 EE ?
24 Mos 2| 5.9 ' 3| 8.8] 8| 23.5| 21| 1.8 34
24+ Mos 9| 23.1 | 2 7| 5.1 7] 17.9| 21| s3.8] a9l
36 Mos 6 aogo il s 1| .0 12| e0.0] 20
48 Mos 1| &0.0 : 11 500 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas



Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000
Harris Hip Range of Motion Score Over Time
Table 27 '
--------------------------------------------------------- e BTUDYSC v vcemme e e e it

Device Type: Poly Liner

Range of Motion Score

Not Noted 2 3 . 5 & |Total

# Pct # Pct # Pct # Pct # Pct # Pct #-
Infervai
{Pre opP 1| 1.0 1| 1.0| +to| 10.3| s0| s51.5| 26| 26.8/ .9/ 9.3 o7
6 Mos gl vl 1| 1 71 9.7{ 11| 15.3] &2 ’,72.2 72
12 Mos 1 - 2| a.8] 10| 18| 41| 77.4] s
24 Mos 6| 16.2 : | 6| 16.2| 25| e7.6[ 37
24+ Mos 12| 28.6 v 1 o 5| 1.9/ 26| 69.5| 42
36 Mos 5| 22.7 | 2| 94| 1s 'veé.z 22
48 Mos 1| s0.0 ' il 50.0 2

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas
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Metal/Metal Hip Reclgssificatibn Petition
Harris Hip Range of Motion Degrees Over Time

10:20 Wednesday, November 15, 2000

Table 28
------------------------------------------------------------ STUDYEA - e c e e et ierceiiataeae s
Device. Type
Metal Liner foly Liner ALL
Flexion ‘Flexion Flexion}rv
# |wean | sT0 | # | wmean | sTD | # | Mean | sTO

Interval )

Pre OP 217 81;9 18.2] 206! 85.0] 17.2| 423 83.4l 17.8

6 Week 184 | 94.6] 10.6| 168 794.2 11}37 352 7 94.41 10.9

6 Mos 149 164.0 10.8] 135] 102.2 | 10.7{ 284] 103.2| 10.8]

12 Mos 112 i07.6 12.1} 104 '104.7v 156.41 216} 106.2| . 13.8|

24 Mos 39} 106.5 9.3]{ 46} 105.9|. 13.0| 85 106.2 11.4

é4+ &dé . 401 106.4 g.2 ‘46_ 105.9 13.0| 86} 106.1 11.4
. 36 Mos ’ i 100.0 -1} 100.0

x:\clinical\sasusers\mas\momreclass\tables\evtab?2,sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Range of Motion Degrees Over Time

137

10:20 Wednesday, November 15, 2000

Table 28
BTUDY=SA ~ - o e m et et e e e e
Device Type
Metal Liner Poly Liﬁer ALL
Abduqtion Abduction Abduction
# | Mean | 5T | # | mean | sTD | # " Mean | STD
’Interval
Pre OP 213| 21.4] 18.2| 204| 21.1] 17.9] 417| 21.2] 18.0
6 Week 183| 5.3 15.8| 167| 34.5| 15.1] 350 34.9 15;5'2‘ S
6 Mos 1a0| a2.2| 16.1| 134| a0.7| 15.0| 283| a41.5| 15.6 -
12 Mos 112{ 42.7| 14.6] 104] 41.5] 15.0| 216 42.1] 14.8
24 Mos ao| 45.0| 16.1] as| 42.7|. 17.2| 85| 43.8| 16.7
24+ Mos 40| 45.0| 15.9 46k’ 42.7| 17.2| 86| 43.8| 16.6
36 Mos 1] 45.0 1| 45.0

X:\clinical\sasusers\mas\momreclass\tables\evtab2,sas .



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

10:20 Wednesday, November 15, 2000

138

Table 28
------------------------------------------------------------ STUDY A - e e e e e il
DeQice Tybe
Metal Liner Poly Liner ALL
Adduction Adduction Adddction‘
# Mean | STD # Mean | STD | # Mean | STD
Interval
Pre OP 209 12.2| 9.2! 200 12{4' 9.4] 409| 12.3 ,9'3
6 Week 179| 19.4| 8.5| 168 18.5| s.5| as 19.0( 8.5 o
| 6 Mos» | 146) 23.4 9'2; 151~ 22.6 9.4 277> 23.0 9.3 =
12 Mos 110] 24.5 8.01 102{ 24.6 9.6’ 2121 24,6 é.8
24 Mos ‘38| 23.4] 8.0 44| 24.1|, 8.8 82| 23.8 8.4|
24+ Mos g 39] 23.3 7.9 44j 24,1 8.8] 83] 23.7 84
36 Mos ’ il 20.0 1 20,0

x:\clinical\sasusers\mas\momreclass\tables\evtab2;sas




Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time

10:20 Wednesday, November 15, 2000

Table 28
------------------------------------------------------------ BTUDY=A - o e it
Device Type
Mgtal Linerb' Poly Liner ALL

Exterﬁal Rotationr Exfefnai Rﬁtation EXtérnal Rotation

# Mean | STD # Mean | STD. | # Mean: S§TD
|Interval 7
Pre OP. 216 17.6 12.7 206v 17.1 12.8 4?2 17.4 12.7
6 Week 184} 24.7] 10.3| 167 23.8 9.91 361} 24,2 10,1
6 Mos 149 '32.3 11.3] 133 v3§.7 10.1| 2821 32.5| 10.7 '
12 Mos 12| 34.1f 10.7f 104| 33.5 12.4] 216 33.8] 11.6
24 Mos 39| 38.3| 12.6 48| 35.0 . 9.5] 85| @6.5| 11.1
24+ Mos v; V 40] 38.3 12.4" 46| 35.0 9.5’ ’86 36.5] 11.0

7

36 Mos 1 35.0]( 1 35.0

x:\clinical\sasusers\mas\momreclass\tables\evtabz.sas
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Metal/Metal Hip Reclassification Petition
Harris Hip Range of Motion Degrees Over Time

10:20 Wednesday, November 15, 2000

Table 28
------------------------------------------------------------ T S S
Device Type
Metal Liner Poly Liner ALL

Intgrnal Rotation |Internal Rotation ‘Internal Rotation

# | Mean | STD # Mean { STD # Mean | STD
Interval |
Pre OF 213 -0.4} 11.4] 208 0.2] 10.0 419 -0.1 10.7
& Week 185) 13.8| 9.0 169| 13.6 10.4| 354] 13.7) 9.7
6 Mos 147 17.9 11.4] 134 19.1 t1.6{ 281} i8.5 11.5
12 Mos ] 109 21.6 12.6] 102{. 20.4} 1.1 211 21.0] 11.9
24 Mos 38 25.9 13,9 44] 24.2{ . 10.8] 82| 25.0] 12.3
24+ Mos . 39 | 26.4 14.1 44| 24.2] f0.8 83f 26.21 12.4
36 Mos 1| 5.0 R 1| 45.0

xi\clinical\sasusers\mas\momreclass\tabhles\evtab2.sas .
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Metal/Metal Hip Reclassification Petition-
Harris Hip Range of Motion Degrees Over Time

Table

STUDY=8

28

Device Type
Metal Liner ALL
Flexion Flexion
‘Mean | 1D Mean | STD
Interval
Pre OP 86| 81.8] 17.5| 8e| s81.8] 17.5
6 Week 77| e2.0] 18.2| 77| o2.0| 18.2|
8 Mos 63| 105.5] 16.1| 63| 105.5| 16.1
12 Mos 58| 109.9| 17.3] s8| 100.9] 17.3
24 Mos 24| 113.3] 15.5 24| 113.3] 15.5
24+ Mos 29| 116.6 14.3| 29| 116.6| 14.5
36 Mos 7| 123.6] 12.8| 7| 123.6| 12.8

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time
Table 28

Device Type
} Metal Liner ALL
Abduction Abduction
Mean | STD Mean V STD

‘Interval
Pre OP 88| 16.0{ 11.0[ 86 16,0 11.0
6 Week 76 a1.8| 11.4] 76| 31.8] 11.4
6 Mos 63| 36.8 13.2| 63| 36.8| 13.2
12 Mos 58| 41.0/ 15.5! 68[ 41,0 16.5
24 Mos 24| 48.3{ 14.5| 24| 48.3] 14.5
24+ Mos 29| 50.2) 13.5| 29| 50.2] 13.5(
36 Mos 7] 50.0| 14.7 7 .50.0 14.7

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas

10:20 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time

Table 28
STUDY=B
Device Type
Metal Liner ALL
Adduction Adduction
Mean | STD Mean | STD
Interval
Pre OP 86| 10.8| 8.1 ée - 10.8| 8,1
16 week 771 19.70 9.7 77| 19.7] 9.7
6 Mos 62| 23.5| 10.3] 62| 23.5! 10.3
|12 Mos 56]. 27.0 16.4 56 27.0 10.4
24 Mos 22{ 30.7| 8.2] 22| so.7] 8.2
|24+ Mos 26| a2.3| s.2| 26| s2.8| 8.2
56 Mos 6| 36.7] 5.2 6] 36.7] 5.2

x:\clinical\sasusers\mas\momreclass\tables\evtab2.saé

10:20 Wednesday, November‘15, 2000
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Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time

Table 28 -
Devicé TYpe
Metal Liner ALL
External Rotation [External Rotation
# Mean | STD # Mean | STD
Interval
Pre OP 86| 10.9| 9.5/ 86| 10.9] 9.5
6 Week 7| 22.7 10.2) 77 22.7{ 10.2
6 Mos 63] 26.4f 9.9 63| 26.4] 9.9
12 Mos 8] 26.1| 10.9| s8] 28.1 10.9
24 Mos é4 34.0/ 8.2 24| 34.0 8.2
24+ Mos 20| 34.8) 7.1 29  34,8/ 7.1
’36 Mos 7| 34.3; 6.7 7] 34.3] ‘6.7
-

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

10:20 Wednesday, November 15, 2000
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‘Metal/Metal Hip Reclassification Petition

Harris Hip Range of Motion Degrees Over Time

Table 28
------------------------------------------------------------ STUDY=B
Device Type
Metal Liner ALL
Internal Rotation Internal Rotation
# Mean | STD | # Mean STb
Interval
Pre OP 86/ 5.3 8.0| 88| 5.3 8.0
|6 week 75| 16.0f 8.7| 75| 16.0  8.7|
| 6 Mos 63| 18.2/ 9.8] 63 16;2 9.6
i2 Mgs 56 20.6 ”‘12;é>_ 56f 20.6] 12.8
24 Mos 2é .26.8 8.2 22| 26.8 8.2
24+ Mos 26} 27.5 6.8 26) 27.5] 6.8
56 Mos 6| 27.5 7.6]- 67 27.5 7.6

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

10:20 Wednesday, November 15, 2000
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Metal/Metai Hip Recléssi%ication Pétitidn | '16:20 We'dn’;éday, November 1‘5, 2060
Harris Hip Range of Motion Degrees Over Time .
Table 28 :
LR TR TN wsamene e STUDY=C = - v mmmemmmm e et e st
Device Type
, Metal Liner *  Poly Liner ALL
Flexion . Flexion _‘ vFlexioﬁ

# | Mean | STD | # | Mean | S0 | # | Mean | sTD

Interval
i

Pre op 97 80.5| 17.71 97| 79.0f 18.8] 184) 79.7{ 18.2
6 Mos ‘83 - 94.8 12;5 72 94.1 16.é 155| 94.3| 14.3
12 Mos 67 96;3 13.5 53 ’98.4 11.0[ 120{ 97.2 12.2 l
24 Mos 32’ 93;9 13.0}] 3t 97 .1 i2.1|, 63| - 95.5 ‘ 12.5
24+ Mos 31 93.9 » 13.5 30 9§.2 v 9.2 61‘7 96.01 11.7
36 Mos B 161 91.0 6.3 ‘17 95.0 5.6 321 93.1 ’ 6.2
48 Mos ’ 1 55.0 ‘ 1 95.0}" >2 95.0 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtah2,sas
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Metal/Metal Hib“aeciassifiéation Petition | 10:20 Wednesday, Novembef 15; 2000 '
Harris Hip Range of Motion Degrees Over Time .
Table 28 ,
e ;.e ............... memmaeamteeaeen g as STUDY=C .,..................;..--,.--.......---._.-,.-. -------------
Device Typer
. Metal Liner Poly Liner ALL $
Abduction Abduction Abduction’ :
# Mean | STD # Mean | 8TD # Mean STD 5
Interval %
Pre OP o 97 24,01 15.2| 96| 23.4] 11.5{ 193] 23.7 13.57
6 Mos 83 39.3] 12.5 71 "40,6 13.6 154 : 39.97 13.0 E;
‘12' Mos 671 43.3| 13.6] 53] 41.4 12.4} 120 42.4 13,1 5
24”Mos 32| 45.0f 15.8] 3 45.9 13.8] 63| 45.4 14.8
24+ Mos AN 44,7 16.2] 30| 45.71°* 13.1 61 45.2 14.1
36 Mos - 16| 49.2; 12.8] 17{ 49.4] 12.9| 32 ‘4§.3 12.7
48 Mos 1 59.0 1 59.0 | 2{ 59,0} 0'.0

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas



Métal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 | gg
Harris Hip Range of Motion Degrees Over Time ' .
Table 28 ,
------------------------------------------------------------ L 1 e ’
Device Type l
. Metal Liner ‘Poly Liner ALL
Adductiaon : Adduétion | Adducfion
# | Mean | STD | # |'Mean | SO | # | Mean | sTO
Interval
Pre OP 971 14.0]. 12.4 98| 14.5{ 10.6| 193] 14.3] .11.5
6 Mos . | 83} 23.2] 10.2 _ 711 25.04 12.6} 154] 24.1 11.4 2?
12 Mds 67{ 28.1 13.5] 53| 25.9 1116 120 . 27.14 12.7 ;
24 Mos 32] 29.4 16.2 33 31.é 16.6| 63] 30.3 16.3
24+ Mos 30| a1.0[ 17.2/ 30| 20.3[.16.2 60 .ao‘.z 16.6
36 Mos - 14y 36.6f 18.0f 17| .30.5 14.é 31 33.3] 16.3
48 Mbs ] 1h 59.6 7 177 59.0 ) 7 é V 69.0 -70.0

x:\clinical\sasusers\mas\momreclass\tables\evtab2,.sas



Metal/Metal Hip Reclassification Petition
- Harris Hip Range of Motion Degrees Over Time

10:20 Wednesday, November 15, 2000

Table 28
e i STUDYEG =« e e em e e s e e em e e e m e e mmeen e e e ee e eanas
Dévice Type
Metal Liner Poly Liner ALL
External Hotétion External Rotafion External Rotation
# Mean | STD # Mean | STD #- | Mean STb
Interval "
Pre OP 97 19,3' 13.5} 96] 21.1 12.7] 193{ - 20.2] 13.1
6 Mos 83] 31.6] 12.1 71 ' 34.5]  12.0 ‘1>54 32.9 12.‘1
12 Mos 67| 35.8| 13.5| 53 36.9| 13.1| 120| 36.3| 13.3
é4 Mos 321 40.2] 14.1} 3 ‘ 39.4) 15.,3] 63] 39.8] 14.6
24+ Mos a1| at.6| 14.2] 30| ass.0f. 15.3| 61| 40.3| 14.7
36 Mos 16} 46.2 14.3 i7 38.5( 14.8] 32| 42.1  14.9
48 Mos 1{ 59.0 1| 59.0 "I 2| s9.0] 0.0

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas
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"Metal/Metal Hip Reclassification Petition ) 10:20 Wednesday, November 15, 2000

5
Harris Hip Range of Motion Degrees Over Time . -
Table 28 |
------------------------------------------------------------ LD k
.. .
Device Type | » o c %
Metal Linerr | Poly Liner ALL
Internal Rotation- JInternpal Rofation Internal Rotation
# | Mean | STD | # | Mean | STD | # | Mean | STD i
InterQal ;
Pre oply 97 11.5/ 14.0{ 96 15,4 15.1| 190} 12.5 14.5 3
6 Mos 83| 23.7] 11.7| 71| 25.5| 13.6] 154| 24.5] 12.6 o
12 Mos o7 27.7| 14.7| 53| 28.6] 17.6| 120| 26.1| 15.9 -
24 Mos 32| 28.6| 18.1] a1 20.4| 15.2| 63 20.0| 16,6
24+ Mos 81| 30.4] 18.5{ 30| 31.0}, 17.0] 1] 30,7 - 17.6
36 Mos . 15 35.5 18.8| 17 32.61 16.8 32‘ 34,07 16.8
48 Mc;s . ‘ 1 59.0] . 1 59.0| . 21 59.0( -0.0

xi\clinical\sasusers\mas\momreclass\tables\evtab2,sas




Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 29

Device Type: Metal Liner

Femoral Stem Subsidence

Not Notedr No Yeé Total

# | Pot | # | Pot ot | #
Interval
6 Week 11 0.5].193] 99.0 11 0.5) 195
6 Mos 148 iéo.o 148
12 Mos 2| 1.8] 110 98.2 112
24 Mos *.38 10070 38
24+ Mos 39100.0 39
36 Mos 1 100.6 1

P

x:\clinical\sasusérs\mas\momreclass\tables\xrtabz‘sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition1
Radiographic Evaluation of the Femoral Stem
Table 29

Device Type: Poly Liner

Femaoral Stem Subéidence

Not Noted No Yes Total

# {pot |4 [pot|a |pot| &
Interval
6 Woek 2y t.1| 181| 98.9 183
6 Mos - 1 0.7] 139} 98.6] - 1 0.7 141

' 12 Mos 1 0.9 105 99,1 106
24 Mos 45,100.0 ,48
24+ Mos 481100.0 48
36 Mos f
P

x:\clinical\sasusérs\mas\momreclass\tables\xrtabz.sas

10:09 Wednesdéy, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 29

Device Type: Metal Liner

. Femoral Stem Subsidence
Not Noted No Yes Total
# Pct | # Pct | # Pet
Interval
6 Week | 25| 34.7| 47{ 65.3 72
6 Mos V s8| 98.3] 1| 1.7 50
12 Mos 1| 1.8 60| 8.4 61
24 Mos : 81{100.0 31
|24+ Mos ~a7|100.0| I 37
36 Mos 9{100.0 9
P

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

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 29

Device Type: Metal Liner

Fémoral Stem Subsidence
Not Noted No Yes  [Total
# Pect Pct Pot #

Interva;
6 Week 94| 97.9f 2| 2.1 96
é Mos 11 1.3] 75| 93.8 41 5.0/ 80
12 Mos 63| 95.5| 3| 4.5/ 68
24 Mos 30| 90.9] al 9.1] s
24+ Mos 34 54.4 2| 5.6 a6
36 Mos 14| 93.3 | 67 s
s Mos 1]100.0} 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Heclassification‘Petitidn - 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem -
Table 20 - i .
------------------- e iiliieiiiil.l.ll.. STUDY=G T et

Device Type: Poly Lirer

Fémoral Stem Subsidence
{Not Noted | No » Yes‘ Total
# Pct V'# Pet | # Pet | #.
Interva;

6 Week ot| 95.8] 4 4.2|- 95

6 Mos 1| 1.5 64 97.0] . 1| 1.5/ 68

12 Mos | "50{ 96.2] 2| 3.8] 52

24 Mos - | aof 96.8 1| 3.2 a1
24+ Mos 2| 5.9 30| 88.2| 2| 5.9/ 34 |

36 Mos . 2) 12.5) 13| 81.3] 1| 6.3 16

'248 Mos 11100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas
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Metal/Metal Hip Réclassificatidn Petition ©10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem
Table 30

156

Device Type: Metal Liner

Femoral,ﬁadiolucency (AP View)
Not Noted . No Yes  [Total
v | pot [ # | pot | # | pot #
Interval |
6 Week 1/ 0.5 192 e8.5| 2| 1.0 105
Temos | | | 146] 06.6] 2| 1.4 148
12 Mos 1l o 10| 98:2| 1| o0.0] 112 i |
24 Mos , 38/100.0 38 o ' o :
24+ os | | 39/100.0 | T ae
136 Mos 1|100.0{ 1

-x:\clinical\sasusers\mas\momreclass\tables\xrtabz.sas ' : !




Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 30 '

STUDY=A

Device Type: Poly Liner

Femoral Radiolucency (AP View)

Not Noted No | Yes Total

'# Pot | # Pé{ Pct #
'intervél
6 Week 1| 0.5 181} 98.9] 1| o.5| 183

. B Mos 1| 0.7] 128 7.9 2| 1.4] 141
12 Mos 102| 66.2| 4| 3.8 4108
24 Mos aa] 91.7] 4| 8.3| 48
24+ Mos 44| 91.7] 4| s.3| 48
36 Mos
P

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

10:09 Wednesday, November 15, 2000

157

157




Metal/Metal Hip Reclassification Petition

Radiographic Evaluation of the Femoral Stem
Table 30 :

10:09 Wednesday, November 15, 2000

T L STUDY=B -+ -veuoeiiinn ., e

Device Type: Metal Liner

Femoral Radiolucency (AP View)'
Not Noted No Yes Totai
# {pot | # |pet|w | ot
InterVal
6 Week 32| 44.4| 38| 52.8] 2| 2.8 72
6 Mos 2| 3.4] sa4] 01.5| 3| s.4| se
12 Mos 2} 3.3| 65{.90.2] - 4| 6.6] 61
{24 Mos 2| e.5| 27| 87.1] 2| 6.5| a1
24+ Mos 2| 5.4| 32| 86.5| 3| 8.1| a7
36 Mos 8| 88.9] 1] 11.1} B

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

.................................................

Device Type: Metal Liner

STUDY=C

Femoral Radiolucency (AP View)

Not Noted: No | Yes Tofal
# ’Pct Pct Pot | #
{Interval

|6 week 93| 96.9] 3| 3.1] 96
6 Mos 78| 97.5 2t 2.5 80
‘ 12 Mos 61 92.4| 5| 7.8] 66
247Mos 271781.8 “8{ 18.2 53
24+ Mos 321 88.9 41 111 36
736 Mos 14} 93.3 1 ‘6,7 16
48 Mos 11100.0 1

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

10:09 Wednesday, November. 15, 2000 -
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Metal/Metal Hip Reclassification Petitidn
Radiographic Evaluation of the Femoral Stem
Table 30

Device Type: Poly Liner

Femoral Hadioldcency (AP View)
Not Noted No Yés : thal
-# | Pot - Pct Pot #
Interval
6 Week 89 93.7| 6| 6.3 95
6‘Mos 62| 93.9f 4] 6.1 66
112 mos 46| 88.5 6| 11.5 52
24 Mos 25( 80.6] 6| 19.4 31
24+ Mos 2.9] 27] 79.4 6| 17.6 34
36 Mos 6.3 10| 62.5| 5| 31.3] 16
"148 mos 1{100.0 1

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

10:09 Wednesdéy, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem

10:00 Wednesday, November 15, 2000

~Table 31
------------------------------------------------------------ STUDY=A
Device Type: Metal Liner
Femoral Radiolucency (Lateral View)
' Not Noted No Yes Total
# Pct. # Pct "~ Pet - #
Interval
6 Week 1 0.5 193 99.07 0.5 195
6 Mos 147|  00.3 0.7 148
12 Mos 1 ’ 0.9, 109 97.3 1.8 112
24 Mos 1 2.6/ 38| 94,7 2.6/ 38
24+ Mos 1 2;6 37 94.9 2.6 39
36 Mos - 1 100.0 1
I/

x:\clinical\sasusers\mas\momreclass\tables\xrtabz.sas
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Metal/Metal Hip Reclassification Petition 10:08 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem .
Table 31 i

Device Type: Poly Liner

Femoral Radiolucency (Lateral View)

Not Noted No | Yes |Total

# | pot # Pet | # Pct #
Interval
6 Week P i.1‘ 181] 8.9 183
6 Mos 1l 07| a0 eeal ] |
12 Mos 1| o] 10a] es1| 1| 09| 106 @
24 Mos | a7| or.0f 1| 24| 48|
24+ Mos ' 47| 97.9 1 2.1 48
36 Mos

P

xi\clinical\sasusers\mas\momreclass\tables\xrtab2.sas



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

...........................................................

STUDY=B

10:09 Wednesday, November 15, 2000

............................................................

Device Type: Metal Liner

Femoral

Radiolucency
(Lateral
View)
Not Noted Total
#, Pet
Interval
6 Week 72| 100.0] 72
6 Mos 9| 100.0| 59
12 Mos 61| 100.0] 61
24 Mos at} 100.0f. 31
. 24+ Mos 37| -100.0| a7}
Vs | ) —
36 Mos g/ 100.0 9

x:\clinical\sasusers\mas\momreclass\tables\xrtabz.sas
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Metal/Metal Hip Reclassification Petition » 10:09 Wednesday, November 15,. 2000
Radiographic Evaluation of the Femoral Stem ;
’ Table 31 :
-------------------------------------------- et STUDYEC ek e i tenacaeeeeeaaaaae

Device Type: Metal Liner

Femoral Radiolucency (Lateral View)
' Not Noted No " Yes Total
# | pet | # | et | # | ot | #
Interval
6 Week 2| - 2.1 94| or.9| | o8
6Mos | R so| 100.0 : | eof | ' |
12 Mos 1] 18] es| es.s| 2| a0l es &
24 Mos 30| 0.9 3| 9.1| a3
24+ Mos 1| 28] s3] o7l 2| 6.6 o6
36 Mos 1| 67| 13| ee7f 1] 7] 18 - . : R | R |
48 Yos o 1' 100.0f . 1 ’ \ | |

x:\cliniéal\sasusers\mas\momreclass\tables\Xrtabz.sas
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Metal/Métal Hip Réciassification Petition . - - -10:09 Wednesday, November 15;'2000
Radiographic Evaluation of the Femoral Stem
' Table 31

Device Type: Poly Liner o , v .

i Femoral Radiolucency (Lateral View)
, Not Noted | No ‘ Yes | . Tofal
# | pot | # | pot | # | pot [
Interval.-
6 Week ‘ - 94| 98.9 il 1] s
6 Mos o 1.6/ 64 '97.0 1 1.5/ 66
{12 Mos | 48] 92.3] 4 7.7| 2| @
24 Mos 1 3.2{ 27| -87.1 3 9.7 81|
24+ Mos | 3 8.8 30| s88.2 1 2,9 34
36 Mos al 18.8) 11] e8| 2| 12.5 18]
48 &os o 1 ioo.o | 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas




Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 32

Device Type: Metal Liner

STUDY=A

Resorption of Shaft (AP View)

Not Noted No Yes Total

#° | Pct | # Pct Pct #
Interval
6 Week 1 0.5] 193] 99.0} 1| 0.5/ 195
6 Mos B 1747 7,99.3 1] 0.7f 148

o 12 Mos 1| 0.9 111} 99.1 112

24 Mos 38{100.0 a8
24+ Mos 39{100.0 39
36 Mos 1 100.0 1

xi\clinical\sasusers\mas\momreclass\tables\xrtab2,sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 32

Device Type: Poly Liner

Resorption of Shaft (AP .View)

Not Noted No Yes 1Total

# | Pt |4 | Pet Pot |
Interval |
6 Week 1] 0.5 182} 99.5 183
6 Mos 1] 0.7| 140| 99.3 141
12 Mos. | 106/100.0 106
24 Mos | 481100.0 48
24+ Mos 48/100.0 : 48
36 Mos

’/

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,sas

10:00 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
"Table 32

Device Type: Metal Liner

Resorptionrof éhaft (AP View)
Not Noted No .Yés Totélk
# Pct | # Pctr # Pct
Interval
6 Week 23| 31.9| 49| 68.1 72
16 Mos | 59 100.0’ 69
12 Mos 2| 3.3} 59 96.7| 61
24 Mos 1| 8.2] 20| e3.5] 1| 3.2| a1
24+ Mos 1| 2.7 3| o4.6| 1 2.7 a7
36 Mos " ol100.0 9
P

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

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 32 ‘

Device Type: Metal Liner

Resorption of Shaft (AP View)
Not Noted . No- | Yes Total
# Pct | # Pect | # Pqt
Interval
6 Week 95 99.0' 11 1.0 96
6 Mos | 78| 97.5| 2| 2.5| @0
12 Mos | ' 65( 98.5| 1| 1.5 68
24 Mos | s0| s0.9] 3| 9.1 a3
24+ Mos 34f 94.4|, 2| 5.6 38
36 Mos 15[100.0 | 15
48 wos 1]100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
' Table 32 )

10:09 Wednesday, November 15, 2000 .

S e STUDY=C - - e e m e e e e S ET T T T UOR—

Device Type: Poly Liner

Resorption 6f’Shaff (AP View)
' | Not Noted No Yes Total|
# | pct | # | Pet ]| # | Pet |
ihtérval
6 Week 95/100.0 95
6 Mos 65| 98.5| 1| 1.5 o6
12M0s | | :52'100.0 52
24 Mos 31]100.0 31
24+ Mos 1 2.9] 33f 97.1 34
36 Mos 1] 6.3} 15{ 93.8 16
|48 mos 1]100.0 . 1

x:\clinical\éasusers\mas\momreclass\tablés\xrtab2.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
"Table 33

Device Type: Metal Liner

Resorpfioh of Shaft (Lateral
View)
Not Noted Mo _ Yes Total
‘# Pot | # Pct Pct #
|1nterval
18 Week 0.5/ 193} 99.0| 1| 0.5( 195
6 Mos 17| 90.3| 1| o0.7| 148
12 Mos 1.8] 110| 98.2 112
24 Mos 2.6 37| 97.4] 38
24+ Mos 2.6] 38| 97.4 39
|28 Mos 1]100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtah2.sas

10:09 Wednesday; November 15; 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 33 :

------------------------------------------------------------ STUDY=A «mvmmmmmsmmmmmeneaaaan

Device Type: Poly Liner

Resorption of Shaft (Lateral

4

x:\ciinical\sasusers\mas\momreclass\tables\xrtabz.sas

View)
Not Noted No Yes |Total
# |pot [ # |pot | # |pct| #
Interval
8 Week 1] o.5] 182| 90.5 183|
6 Mos 1| 0.7 140 9e.3| - | 141
12 Mos | 106/100.0 ~ 106
|24 Mos ' 48]100.0 48
24+ Mos ' agl100.0] o+ | 48
36 Mos

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 33

............................................................

STUDY=B

Device Type: Metal Liner

Résorption
of Shaft
' (Lateral
" View)
Not Noted [Total
# Pct | #
Interval
6 Week 721100.0 72
8 Mos 69(100.0 59
12 Mos 61}100.0 61
24 Mos 31/100.0{ . 31
. 24+ Mos a7|100.0] a7
e
36 Mos gl100.0] 9

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 33

Device Type: Metal Liner

Resoﬁption of Shaft (Lateﬁal
. View)
Not Noted No Yes Total
# Pct Pct 7 Pot #
|Interval
6 week | 95] 90.0| 1| 1.0 .és
6 Mos 80{100.0 80|
12 Mos . 1 1'5; 65| 98.5 66
24 Mos 32| o7.0| 1| 3.0 a3
24+ Mos 1| 2.8 35].97.2 l 36
|36 Mos 1| 67| 14| 03, 15
. i ,
48 ‘Mos : 1{100.0 1

x:\dlinical\sasusers\mas\momreclass\tables\xrtabz.sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral. Stem
" Table 33

110:09 Wednesday, November 15, 2000

--------------------- 1111 T T CETETTTT

Device Type: Poly Liner

Hesorptioh‘of Shéft (Lateral |
. View) )
Not Noted No Yes Totai
# Pet .| # Pot | # Pot
Interval
6 Week 95/100.0 95
6 Mos 1| 1.5 4| 07.0 1 1.5 66
12 Mos | - 52 io@.o | :52'
24 Mos | "1 3.2 30f 96.8 31
24+ Mos a| s.8] a1 o1.2| 34
:/36 Mos ) 3| 18.8| 13 81.5’ 18]
wws | | | 1|0 1

Xx:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas

175

175




Metal/Metal Hip Reclassification Petition ' 10:09 Wedneéday, November 15, 2000
Radiographic Evaluation of the Femoral Stem
Table 34
MR R LR B LR PR STUDY=A - v e m i s ms s et

Device Type: Metal Liner

Hypertrophy of Shaft (AP View)
Not Noted No Yeé , Tétal ,
# Pet | # | Pot | # | Pot # ’
Interval |
6 Week 2| 1.0] 193] 99.0 195
6 Mos 147| 99.3] 1 0.7| 148
12 Mos | 1| 0.9| 11| 99.1 : 112
24 Mos | 36| 7' 0a.7] 2 5.3 38
244 Mos | a7| 94,9l 2| 5.1 99
36 Mos 00| ‘ 1

x:\clinical\sasusers\mas\momreclass\tables\xrtah2.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 Noted No Yes Total

# Pct | # P;’:t Pcf #
Interval
6 Week 1 0.5] 182} 99.5 183
6 Mos 1 0.7| 140].99.3 141
112 Mos 106[100.0 7 106
24 Mos 48 10‘0.0 48
24+ Mos 48(100.0 48
36 Moé | | ‘

x:\elinical\sasusers\mas\momreclass\tables\xrtah2,sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem
: Table 34

178

------------------------------------------------------------ ) <

Device Type: Metal Liner

Hypertrophy of Shaft (AP View)
Not Noted " No Yes . |Total
- s

# | pet | # | pPot[# | pPot] # g
Interval
8 Week 23| 31.9| 48| 8.7 1] 1.4] 72
6 Mos s6f 94.9] 3| 5.1 59

— ' R

12 Mos 2{ 3.3 53| 86.9 6| 9.8/ 61
24 Mos 1| s.2| 30| 96.8] 3
24+ Mos 1| 2.7| 38| 07.3 a7 S :
36 Mos : s{100.0 ‘ a

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,sas




Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 34

Device Type: Metal Liner

Hypertrophy of Shaft (AP View)

Not Noted No Yes Total

# Pot | # Pct #" Pct #.
'Intarval
6»\VNegk, os| e9.0{ 1| 1.0 | | o6
6 Mos ' 77| 96.3] 3| 3.8] 80
12 Mos | 61| 92.4] 5| 7.6| 66
24 Mos 30| 90.9] 8| e.1| a3
24+ Mos 31 bes.1 5 13.9| 36
36 Mos 13| 86.7| 2| 13.3] 15
48 Mos 1]100.0 1
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Metal/Metal Hvip Reclassification Petition 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem
Table 34

180

Device Type: Poly Liner

Hypertbophy' of Shaft (AP View)
'Not Noted No . Yes Total .
# | Pet | # | Pct 4#’ Pot | & i
B ‘Interval
6 Week 95/100.0 ' | .95
. 6 Mos | 63| 95.5| 3 4.5| 66 o
o0
12M0s | 1| 1.9| 44| s4.6 71 13.5] 52 -
24 Mos 27| 87.1 4| 12.9] a1
24+ Mos 1| 2.9] 20| es.2| 3| a.8] a4 '
36 Mos 1| 6.3 14] 67.5] 1 6.3] 18
48 Mos 1 106.0 | 1

x: \clinical\sasusers\mas\momreclass\tables\xrtab2.sas



Metal/Metal Hip Reclassification Petition =~ 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem '
Tahle 35 :
------------------------------------------------------------ STUDYSA = - e v emmmmmnsomacm e e mmamaasca o eaa oo

Device Type: Metal Liner

Hypertrophy of Shaft
(Lateral View)

Not Not‘ed No j Total ’
# |pct | # [Pot | #
. Inter‘v.al :
eweek | 2| 1.0 193] s9.0| 195
6 Mos 148{ 100.0| 148| o | .
12 Mos 2| 1.8 110| os.2| 112
24 Mos a8 100.0 36
) 24+ Mos : 39 100.0 ag|
36 Mos 1 1] 1000 4 )

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,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
{Lateral View)

Npt Noted No | Total
# et | # |pot | #
iﬁterval |
6 Week 1] o0.s| 182| 99.5| 183
6 Mos 1| 0.7] 140] o9.3| 141
12 Mos 106] 100.0| 106
124 Mos 48| 100,0f 48
24+ Mos‘ 48 'ioo.o 48
36 Mos

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,.sas

10:09 Wednesday, November 15, 2000
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~ Metal/Metal Hip Heclassificatioh Petition
Radiographic Evaluation of the Femoral Stem’
Table 35

............................................................

STUDY=B

10:09 Wednesday, November 15, 2000

............................................................

Device Type: Metal Liner

Hypertrophy
of Shaft
(Lateral
" View)
Not Noted = |Total
4 | Pt #
. Interval
6 Week 72| 100.0| 72}
6 Mos ss| 100.0| so
12 Mos 61| 100.0 ' 61
24 Mos 31| 100.0] - 31
24+ Mos’ a7| 100.0] a7
36 Mos 9{ 1060.0 9

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas
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"MetallMetal Hip Reclassificatibn Petition

Radiographic Eva

Device Type: Metal Liner

STUDY=C

luation of the Femoral Stem
Table 35

Hypertrophy of Shaft (Lateral View)
Not Notedb No Yes Total
# | pot Pot | Pet | .#

Inferval |
6 Week 95  99.0 1 1.0 96|
6 Mos 78| 97.5 2l 2.5 80
12 Mos 1| 1.5 63| e5.5] 2| 3.0 66
|24 Mos 32| 97.0 1| 3.0 33
24+ Mos | 28| ss| e1.7] ‘2| 5.8 o6
{36 Mos '1 "6.7] 13| 86.7 11 6.7 15
48 Mos 1 {00.0 1

xi\clinical\sasusers\mas\momreclass\tables\xrtab2.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 (Lateral View)
Not Noted " No | Yes Total
# Pct # Pct Pct #
Interval
6 Week 95| 100.0 95
‘6 Mos 1 1.5( . .64 g7.0 1 1.5 66
12A Mos 1 1.9 ,‘50 96.2 1 1.9} 52
» 24 Mos 1 3.2 30} 96.8 31
24+ Mos 3 8.8 31 9i.2 34
36 Mos 3| 18.8| 12 75.0f 1| 6.3 16
48 Mos 1| 100.0 1

xi\clinical\sasusers\mas\momreclass\tables\xrtabh2.sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem ' .
Table 36
B e e STUDY=A - e wme e e e .

Device Type: Metal Liner

Endosteal Cavitation - Lysis (A

View) '
Not Noted No . FYGS'V Total} s
# | pot # | pot | [ Pet | #
Interval
6 Week 2| 1.0] 198 99.0‘ 195
8 Mos 147) 99.3{ 1| o0.7| 148
12 Mos 1] 0.9} 110} 98.2 ‘1 0.9 112
24 Mos 38(100.0 38
24+ Mos v 39[100.0| 39
36 Mos | 1{100.0 1

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

# Pct | # Pot Pct #
Interval
6 Week 0.5| 182| 99.5 18]
6 Mos 1| o.7) 130f ea.6| 1} 0.7] 141
12 Mos 106 100’.0 ’106‘

124 Mos ‘ ar| e7.0| 1| 21| s

24+ Mos 47} 97.9 1 2.1 48
36 ‘Mos

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,sas

10:09 Wednesday, November 15, 2000
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 36

Device Type: Metal Liner

STUDY=B"

Endosteal Cavitation - Lysis (AP

View)

th Noted No Yes Total

# éct> Pct Pct ' #
Interval
6 Week 24| 33.3( 48| 66.7 72
6 Mos 59{100.0 59
12 Mos 61[100.0 61|
24 Mos 30| 96.8| 1| s.2| o
24+ Mos 38| 97.3[ 1} 2.7  ar|

|36 Mos 9{100.0] 9

x:\clinical\sasusers\mas\momreclass\tables\xntab2.sas
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‘Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Femoral Stem
Table 36 -

Device Type: Metal Liner

STUDY=C

Endosteal Cavitation ; Lysis (AP
View)

Not Noted No Yes Total

# | pot Pot Pet | #
Interval
6 Week 95 99.0] 1| 1.0 06|
6 Mos 7o) 98.8| 1| 1.3 80
12 Mos 65 98.5/ 1| 1.5/ 66
24 Mos a2| 97.0] 1| a.0| ‘s
24+ Mos 35 97.2f 1| 2.8 36
136 Mos 15 169.0 v 15
48 Mos ‘1|100.0]

x:\clinidal\sasusers\mas\momreclass\tables\xrtabz.sas
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Metal/Metal Hip Reclassification Petition . 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Femoral Stem
Table 36

190

e STUDY=C v vemecemie e R L Er T TS

Device. Type: Poly Liner

Enddsteal Cavitation - Lysis (AP
View) ‘

Not Noted | = No Yes  |Total s

# Pct | # Pot | # Pct 4#
Interval - | , ' ' ﬁ
6 Week | 95/100.0| | | o5 |
6 Mos 66|100.0] | 66 S

112 Mos | s1) 98.1{ 1| 1.8] 62

24 Mos | | atfi00.0] | 31
24+ Mos | T e e 2| 5.9 34
36 Mos 14 87.5] 2| 12.5] 16
48 Mos 1]100.0 1

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



Metal/Metal Hip Reclassification Petition - 10:09 Wednesday, November 15, 2000 o
Radiographic Evaluation of the Acetabular Cup
Table 37
D TR R STUDYSA -« emme e e -

Device Type: Metal Liner:

Acetabular Radiolucency (AP
View)

Not. Noted No . Yes Total fi

# | pot | 4 Pet [ 4 | Pot | #
Interval
6 Week t} 0.5} 193] 99.07 1| 0.5] 1495 ;'
6 Mos ’ 145| 98.0[ 3 2.0/ 148 e
12 Mos 2| 1.8] 104| 92.9] 6| 5.4] 112
24 Mos o 36) 94.7) 2| 5.3 '. 38
24+ Mos 37| 94.9] 2} s.1| 39
36 Mos 1{100.0 ' 1 ;

x:\clinical\sasusers\mas\momreclass\tables\xrtab2fsas
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Metal/Metal Hip Reclassification Petition 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Acetabular Cup :
Table 37
-------------------------------- ’ T BTUDYRA e e Y

Device Type: Poly Liner

'I Acetabular Radiolucency (AP

View)

Not théd i No . Yes - |Total e

# | Pt [ # |Pot | # | Pot| 4
Inferval |
6 Week a| 1.6| 170] 92.0] 10| s.5| 183
6 Mos 2| 1.4 1,3'17 92.9] 8 ,5.v7' 141 >
12 Mos 1| 0.9 99| 93.4| 6| 5.7 106
24 Mos 45 93.8| 8| 6.3 48 "f
24+ Mos | 45 03.8] 3| 6.3] 48
36 Mos |

x:\clinical\sasusers\mas\momreolass\tables\xrtaba.sas
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Metal/Metal Hip Reclassification Petition : 10:09 Wednesday, November 15, 2000
Radiographic Evaluation of the Acetabular Cup .
Table 37 :
-F--------~-------------------,-.---4 ----------------------- STUDY=B ---{ ------------------------------ ST T LT SEEE P

Device Type: Metal Liner

- Acetabular Radiolucency (AP
- View)
Not Noted |  No - | Yes Total ﬁ
# [ pot [ fpot |4 |pet | 4
Interval
6 Week 12] 16.7] 59| 81.9] 1| 1.4] 72
: Y
6 Mos | 57].96.6 2 3.4 59 -
12 Mos 1| 1.6 57] 93.4] 38| 4.0 61
24 Mos 29| 93.5| 2| 6.5 a1
24+ Mos . 1| 2.7| s2f 86.5] 4| 10.8] a7 : , ' )
% Mos | 1] 11.1] 6| 65.6| 3| 33.3] o

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas




Metal/Metal Hip Reclassification Petition 10:09 Wednesday, November 15, 2000

Radiographic Evaluation of the Acetabular Cup
' Table 37

---------- }-----------------------------------5---~--------~ STUDY=C - ~-eeeeeneine i

Device Type: Metal Liner

Acetabular Radiolucency (AP View)
Not Nétedr 7 No Yes Total) ‘ ,
# | pot |# |pot |4 Pet | # ’
Interval
6 Week ‘ 79| 82.3) 17| 17.7 96|
6 Mos s 23.8 5| 6.3 80
12 Mos co| | 8] 92.4] 5| 7.8] s
24 Mos. 24) 72.7) 9| 27.3| a3
24+ Mos | 28| 77.8| 6| 22.2 aé
36 Mos 12| 80.0] s 20.0[ 15
48 Mos -1{100.0 1

x:\clinical\sasusers\mas\momreclass\tables\xrtabQ.sas
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Metal/Metal Hip Reclassification Petition
Radiographic Evaluation of the Acetabular Cup

T

able 37

Device Type: Poly Liner

Acetabular Radiolucency (AP
View)

Not Noted No Yes jTotal

# Pct | # | Pt | # | Pot #
Interval
6 Week 82| 86.3{ 13} 13.7 95
6 Mos 1 1.5 v65 98.5 661"
12 Mds 46| 88.5 6] 11.5 52
24 Mos 26| 8a.0| 5| 16.1 o
24+ Mos at| o1.2| 3 é.a 34
36 Mos 15] 93.8 11 6.3 ’16
48 Mos 11100.0 ' 1

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas
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