Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17 4

SF-36 HEALTH SURVEY SCALE: MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
IMMEDIATE POST-MASTECTOMY - SUBPECTORAL

Page 10 of 16

Total Score

standard
Type of Visit mean median deviation minimum max.imum n
Preop 52.61 54.38 4.69 44.13 57.17 7
1 Year 54.94 54,38 2.87 51.49 59.36 7
2 Year 54.03 54.93 3.50 47.99 57.06 5

Change from Preop Assessment

standard T
Type of Visit mean median deviation minimum maximum n
1 Year 2.33 1.48 6.22 -4.40 13.42 7
2 Year 1.59 1.10 1.70 -0.33 3.86 5
Overall Mean Change (a) (Standard Deviation) 2.05 { 3.98)
p-value (b)
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS Creation Date, Time: 23JULO4 08:39

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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ble 17.4

SF-36 HEALTH SURVEY SCALE. MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
REVISION PATIENTS - SUBMUSCULAR

Total Score

standard
Type of Visit mean median deviation minimum max1mum n
Preop 54 .84 55.87 4.54 38.87 65.68 112
1 Year 52.61 55.87 7.81 19.62 62.46 95
2 Year 52.98 54.72 6.97 24,47 63.82 97

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -2.15 -0.58 7.80 -39.05 13.42 95
2 Year -1.69 -1.10 6.37 -26.13 12.42 97
Overall Mean Change (a) (Standard Deviation) -2.21 { 6.75)
p-value (b) 0.0008
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.3AS Creation Date, Time: 23JUL0O4 08:39

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.4
SF-36 HEALTH SURVEY SCALE: MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
REVISION PATIENTS - SUBGLANDULAR
Total Score

standard
Type of Visait mean median deviation minimum maximum n
Preop 55.18 56.54 7.58 15.51 63 69 82
1 Year 51.11 55.01 10.96 9.89 64.86 57
2 Year 50.31 55.31 11.30 14.44 61.44 52

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -3.99 -1.24 8.68 -41.04 6.73 57
2 Year -4.32 -2.25 7.77 -28.39 6.18 52
Overall Mean Change (a) (Standard Deviation) -4.54 (1 7.92)
p-value (b) 0 0000
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS Creation Date, Time. 23JUL0O4 08:39

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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Table 17.4
SF-36 HEALTH SURVEY SCALE. MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
REVISION PATIENTS - SUBPECTORAL
Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.46 55.91 4.63 41,44 61.00 29
1 Year 54.22 54.57 4.81 42.09 60.91 26
2 Year 55.59 56.17 5.01 39.78 61.68 22

Change from Preop Assessment

standard T
Type of Visit mean median deviation minimum maximum n
1 Year -0.15 0.26 4.85 -13.24 9.11 26
2 Year 0.57 0.35 3.53 -9.36 6.84 22
Overall Mean Change (a) (Standard Deviation) 0.26 ( 4.21)
p-value (b) 0.9823

Program Name:

Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS

Creation Date, Time: 23JULO4 08:39
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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SF-36 HEALTH SURVEY SCALE: MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
OVERALL PATIENTS -

SUBMUSCULAR

Page 14 of 16

Total Score

standard
Type of Vaisait mean median deviation minimum maximum n
Preop 53.40 55.38 6.62 18.57 65.68 495
1 Year 52.89 55.45 8.27 9.78 65.05 434
2 Year 53.21 55.36 7.91 10.61 67.67 426

Change from Preop Assessment

standard T
Type of Visit mean median deviation minimum maximum n
1 Year -0.51 0.00 8.23 -39.05 30.97 432
2 Year -0.23 0.01 7.60 -46.42 26.02 423

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-0.33 ( 7.10)

0.0126

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.

Creation Date,

Time:

23JUL04 08:39
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Table 17.4

SF-36 HEALTH SURVEY SCALE: MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
OVERALL PATIENTS - SUBGLANDULAR

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.29 56.41 7.23 15.51 66.38 2867
1 Year 52.99 55.58 8.79 9.89 68.74 243
2 Year 51.68 55.15 9.57 8.17 64.77 236

Change from Preop Assessment

standard - -
Type of Visit mean median deviation minimum max1mum n
1 Year -1.34 -0.55 7.65 -41.04 25.26 242
2 Year -2.70 -1 24 9.49 -49.70 39.18 235
Overall Mean Change (a) (Standard Deviation) -2.29 { 8.13)
p-value (b) ' 0.0000
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS Creation Date, Time: 23JUL0O4 08:39

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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Table 17.4

SF-36 HEALTH SURVEY SCALE: MENTAL COMPONENT SUMMARY SCALE BY DEVICE PLACEMENT
OVERALL PATIENTS - SUBPECTORAL

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 53.68 55.97 7.21 12.98 69.15 221
1 Year 53.39 55.33 6.77 10.99 62.45 201
2 Year 53.18 55.33 7.90 11.51 63.75 185

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max1mum n
1 Year -0.52 -0.52 7.15 -26.98 25.10 200
2 Year -1.05 -0.35 7.78 -46.73 25.00 184
Overall Mean Change {a) (Standard Deviation) -0.53 { 7.03)
p-value (b) 0.0368
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_4.SAS Creation Date, Time: 23JUL0O4 08:39

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.5

SF-36 HEALTH SURVEY SCALE. PHYSICAL FUNCTIONING SCALE
AUGMENTATION PATIENTS

Page 1 of b

Total Score

standard
Type of Visit mean median deviation mirimum maximum n
Preop 55.94 57.14 3.84 15.19 57.14 550
1 Year 55.97 57.14 3.27 27.78 57.14 504
2 Year 55.29 57.14 4.46 23.58 57.14 497

Change from Preop Assessment

standard T o -
Type of Visit mean median deviation minimum maximum n
1 Year 0.06 0.00 4.56 -29.36 41.95 503
2 Year -0.62 0.00 5.60 -31.46 41.95 496
Overall Mean Change (a) (Standard Deviation) -0.26 ( 4.48)
p-value (b) 0.0012

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_5.SAS

and are excluded from analyses of the overall mean change.

Creation Date, Time: 23JULO4 08:39
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change.
the Overall Reconstruction Patients and Overall Patients.

Immediate post-mastectomy patients are excluded from the calculation of p-value for
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Table 17.5

SF-36 HEALTH SURVEY SCALE: PHYSICAL FUNCTIONING SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation mipimum maximum n
Preop 53.69 55.05 5 02 25.68 57.14 250
1 Year 53.04 55.05 6.79 19.39 57.14 217
2 Year 53.13 55.05 6.80 17.29 57.14 193

Change from Preop Assessment

o standard B i T - T

Type of Visit mean median deviation minimum maximum n
1 Year -0.79 0.00 6.65 -37.75 25.17 217
2 Year -0.57 0.00 6.95 -35.66 23.07 193
Overall Mean Change (a) (Standard Deviation) -0.97 { 6.69)
p-value (b) 0.4353
Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_5.SAS Creation Date, Time: 23JUL0O4 08:39

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the averall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immed:ate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17 5

SF-36 HEALTH SURVEY SCALE: PHYSICAL FUNCTIONING SCALE
DELAYED POST-MASTECTOMY

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.97 55.05 4.73 29.88 57.14 106
1 Year 52.40 55.05 6.34 27.78 57.14 87
2 Year 52.71 55.056 6.99 17.29 57.14 78

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max1mum n
1 Year -0.70 0.00 6.01 -29.36 14.68 87
2 Year -0.22 0.00 6.34 -35.66 12.58 78
Overall Mean Change (a) (Standard Deviation) -0.72 ( 6.67)
p-value (b) 0.9953
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_5.SAS Creation Date, Time: 23JUL0O4 08:39

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(D) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.5
SF-36 HEALTH SURVEY SCALE: PHYSICAL FUNCTIONING SCALE
IMMEDIATE POST-MASTECTOMY
Total Score
standard
Type of Visit mean median deviation minimum maximum n
Preop 52.74 55.05 5 92 25.68 57.14 71
1 Year 52.25 55.05 7.30 23.58 57.14 66
2 Year 51.77 55.05 7.34 23.58 57.14 57
Change from Preop Assessment
standard T o
Type of Visit mean median deviation minimum max 1mum n
1 Year -0.41 0.00 7.17 -23.07 25.17 66
2 Year -0.77 0.00 8.47 -27.27 23.07 57

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-0.96 ( 7.35)

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17 5.S8AS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creaélon Date, Time: 23JULO4 08:39

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.5

SF-36 HEALTH SURVEY SCALE: PHYSICAL FUNCTIONING SCALE
REVISION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 55.01 57.14 5.04 23.58 57.14 205
1 Year 53.85 57.14 6.40 17.29 57.14 182
2 Year 53.96 57.14 5.87 19.39 57.14 172

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -1.13 0.00 6.09 -37.75 29.36 182
2 Year -1.34 0.00 5.60 -31.46 16.78 172
Overall Mean Change (a) (Standard Deviation) 111 (0 5.04)
p-value (b) <0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_5.SAS Creation Date, Time: 23JULO4 08:39

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconsiruction Patients and Overall Patients.
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Table 17.5
SF-36 HEALTH SURVEY SCALE: PHYSICAL FUNCTIONING SCALE
OVERALL
Total Score
standard
Type of Visat mean median deviation minimum maximum n
Preop 55.19 57.14 4.51 15.19 57.14 1005
1 Year 54.84 57.14 5 19 17.29 57.14 903
2 Year 54.54 57.14 5.43 17.29 57.14 862
Change from Preop Assessment
B ~ standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.39 .00 5.47 -37.75 41.95 02
2 Year -0.75 0.00 5.93 -35.66 41.85 861
Overall Mean Change (a) (Standard Deviation) -0.81 { 5.22)
p-value (b) <0.0001
Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_5.SAS Creation Date, Time: 23JULO4 08:39

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the over

all mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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SF-36 HEALTH SURVEY SCALE: ROLE-PHYSICAL SCALE
AUGMENTATION PATIENTS
Total Score

standard
Type of Visat mean median deviation minimum maximum n
Preop 55.47 56.24 3.54 27.95 56.24 549
1 Year 54.67 56.24 5.53 27.95 56.24 503
2 Year 54.11 56.24 6.48 27.95 56.24 500

Change from Preop Assessment

standard T o
Type of Visit mean median deviation minimum maxzimum n
1 Year -0.80 0.00 5.92 -28.29 28.29 502
2 Year -1.39 0.00 7.0t -28.29 28.29 499

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-1.06 { 5.51)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Time.

23JUL04 08:40

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.6

SF-36 HEALTH SURVEY SCALE: ROLE-PHYSICAL SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 51.77 56.24 8.75 27.95 56.24 251
1 Year 52.42 56.24 8.21 27.95 56.24 218
2 Year 53.37 56.24 7.46 27.95 56.24 192

Change from Preop Assessment

standard
Type of Visat mean median deviation minimum maxzxmum n
1 Year 0.67 0.00 9.88 -28.29 28.29 218
2 Year 1.46 0.00 10.49 -28.29 28.29 192
Overall Mean Change (a) (Standard Deviation) 0.85 {( 9.57)
p-value (bh) 0.8269
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.5AS Creation Date, Time- 23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.6

SF-36 HEALTH SURVEY SCALE: ROLE-PHYSICAL SCALE
DELAYED POST-MASTECTOMY

Page 4 ot ©

Total Score

standard
Type of Vaisit mean median deviation minimum maximum n
Preop 50.96 56.24 8.75 27.95 56.24 107
1 Year 51.77 56.24 8.70 27.95 56.24 87
2 vear 53.49 56.24 7.27 27.95 56.24 77

Change from Preop Assessment

standard T B T
Type of Visit mean median deviation minimum maximum n
1 Year 0.89 0.00 10.94 -2t1.22 28.29 87
2 Year 2.57 0.00 10.63 -28.29 28 29 77
Overall Mean Change (a) (Standard Deviation) 1.26 ( 10.01)
p-value (b) 0.3661

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.SAS

mean across patients of these averages.

Creation Date, Time. 23JUL0O4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.6

SF-36 HEALTH SURVEY SCALE: ROLE-PHYSICAL SCALE
IMMEDIATE POST-MASTECTOMY

Total Score

standard
Type of Visait mean median deviation minimum maximum n
Preop 49.70 56.24 10.67 27.95 56.24 71
t Year 51.21 56.24 9.51 27.95 56.24 66
2 Year 51.78 56.24 9.22 27.95 56.24 57

Change from Preop Assessment

standard
Type of Visait mean median deviation minimum maximum n
1 Year 1.79 0.00 11.40 -28.29 28.29 66
2 Year 2.32 0.00 13.29 -28.29 28.29 57
Overall Mean Change (a) (Standard Deviation) 1.89 ( 11.78)
p-value (b) -
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.SAS Creation Date, Time: 23JULO4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 17.6

SF-36 HEALTH SURVEY SCALE: ROLE-PHYSICAL SCALE
REVISION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.71 56.24 5.22 27.95 56.24 205
1 Year 52.71 56.24 8.07 27.95 56.24 183
2 Year 52.42 56.24 8.29 27.95 56.24 172

Change from Preop Assessment

standard
Type of Visit mean median deviation m1inimum maximum n
1 Year -2.05 0.00 8.86 -28.29 28.29 183
2 Year -2.21 0.00 9.02 -28.29 28.29 172
Overall Mean Change (a) {Standard Deviation) -2.36 ( 7.80)
p-value (b) <0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.SAS Creation Date, Time: 23JULO4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the ogverall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Page 6 ol 6

Table 17.6
SF-36 HEALTH SURVEY SCALE. ROLE-PHYSICAL SCALE
OVERALL
Total Score
B standard
Type of Visit mean median deviation minimum maximum n
Preop 54.39 56.24 5.82 27.95 56.24 1005
1 Year 53.73 56.24 6.89 27.95 56 24 304
2 Year 53.61 56.24 7.12 27.95 56.24 864
Change from Pregop Assessment
standard R -
Type of Visit mean median deviation minimum maximum n
1 Year -0.70 0.00 7.72 -28.29 28.29 903
2 Year -0.92 0.00 8.40 -28.29 28.29 863

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-0.86 ( 7.26)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_6.SAS

Creation Date, Time:

23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of fhe Mertor Round Gel! filled Mammary Prosthesis
in Patients Who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.7

SF-36 HEALTH SURVEY SCALE: BODILY PAIN SCALE

AUGMENTATION PATIENTS

Page 1 of b

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 58.81 62.75 5.87 28.49 62.75 549
1 Year 58.11 62.75 6.72 29.35 62.75 503
2 Year 56.53 62.75 8.27 19.93 62.75 499

Change from Preop Assessment

standard T o -
Type of Visit mean median deviation minimum maximum n
1 Year 0.65 0.00 7.28 -29.12 29.12 502
2 Year -2.31 0.00 8.22 -37.68 29.12 498

Overall Mean Change (a)

p-value (b)

(Standard Deviatian)

-1.55 ( 6.82)

<(0.0001

Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS

Creation Date, Time: 23JULO4 08:40
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b} From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel filled Mammary Prosthesss Page 2 of ©
in Patients Who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.7

SF-36 HEALTH SURVEY SCALE. BODILY PAIN SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.57 55.90 8.48 25.07 62.75 250
1 Year 54 42 55.90 8.94 19.93 62.75 218
2 Year 54.07 55,90 8.18 29.35 62.75 193

Change from Preop Assessment

standard
Type of Vasat mean median deviation minimum maxrmum n
1 Year -0.21 0.00 9.62 -26.55 33.40 217
2 Year -0.74 0.00 9.71 -33.40 30.83 183
Overall Mean Change (a) (Standard Deviation) -0.61 ( 9.16)
p-value (b) 0.3193
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS Creation Date, Time: 23JUL0O4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

SF-36 HEALTH SURVEY SCALE:

Table 17.7

BODILY PAIN SCALE

DELAYED POST-MASTECTOMY

sl
<N

ge 3 ot 6

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 53.35 55.90 8.10 29.35 62.75 107
1 Year 52.88 55.90 9.42 29.35 62.75 87
2 Year 53.44 55.90 8.48 29.35 62.75 78

Change from Preop Assessment

standard - ' o T T
Type of Visit mean median deviation minimum maximum n
1 Year -0.34 0.00 10.07 -26.55 33.40 87
2 Year 0.11 0.00 9.77 -26 55 26.55 78
Overall Mean Change (a) (Standard Deviation) -0.36 ( 9.26)
p-value (b) 0.7397

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS

Creation Date, Time:

23JUL04 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
{a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary P

rosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

SF-36 HEALTH SURVEY SCALE: BODILY PAIN SCALE
IMMEDIATE POST-MASTECTOMY

P

I

ge 4 of 6

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.79 55.90 9.79 25.07 62.75 70
1 Year 52.87 55.90 9.18 19.93 62.75 66
2 Year 51.98 51.61 8.26 29.35 62.75 57

Change from Preop Assessment

standard o
Type of Visit mean median deviation minimum maximum n
1 Year 0.20 0.00 10.93 -25.26 26.55 65
2 Year -0.68 0.00 11.56 -33.40 30.83 57

Overall Mean Change (a)

p-value (b)

(Standard Deviation)

-0.35 ( 10.56)

Program Name.

(b) From Wilcoxon Signed Rank Test on overall mean change.

Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS

the Overall Reconstruction Patients and Overall Patients.

Creation Date, Taime: 23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

Immediate post-mastectomy patients are excluded from the calculation of p-value for
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.7

SF-36 HEALTH SURVEY SCALE: BODILY PAIN SCALE
REVISION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 57.00 55.90 7 10 29.35 62.75 205
1 Year 55.22 55.90 9.35 19.93 62.75 183
2 Year 54.09 55.90 8.85 25.07 62.75 172

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -1.91 0.00 8.54 -29.55 24.84 183
2 Year -2.84 Q.00 9.38 -37.68 25.26 172
Overall Mean Change (a) (Standard Deviation) -2.36 ( 8.06)
p-value (h) <0.0001
Program Name., Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS Creation Date, Time: 23JULO4 08.40

Note: Patients who returned for a particular visit outside of the pre-established visit w;ndows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mearnt across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel filled Mammary Prosthesis

n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.7

SF-36 HEALTH SURVEY SCALE: BODILY PAIN SCALE

OVERALL

Page 6 of b

Total Score

standard
Type of Vaisit mean median deviation minimum maximum n
Preop 57.39 62.75 7.07 25.07 62.75 1004
1 Year 56.64 62.75 8.05 19.93 62.75 904
2 Year 55.49 55.90 8.45 19.93 62.75 864

Change from Preop Assessment

standard B S
Type of Visit mean median deviation minimum maximum n
1 Year -0.80 0.00 8.17 -29.55 33.40 902
2 Year -2.06 0.00 8.83 -37 68 30.83 863
Qverall Mean Change (a) (Standard Deviation) -1.49 ( 7.72)
p-value (b) <0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_7.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change

Creation Date, Time: 23JUL04 08:40

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthes.s Page 1+ of ©
1n Patients Who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.8

SF -36 HEALTH SURVEY SCALE. MENTAL HEALTH SCALE
AUGMENTATION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum max 1mum n
Preop 54,36 54.99 6.61 18.64 64,07 549
1 Year 54.06 54.99 6.92 18.64 64.07 502
2 Year 53.42 54.99 8.04 11.82 64.07 498

Change from Preop Assessment

standard
Type of Visat mean median deviation minimum maximum n
1 Year -0.38 0.00 6.68 -29.53 27.26 500
2 Year -1.06 0.00 8.05 -45.44 29.53 496
Overall Mean Change (a) (Standard Deviation) -0.73 { 6.56)
p-value (b) 0.0062
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_8.8AS Creation Date, Time: 23JULO4 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.8

SF-36 HEALTH SURVEY SCALE: MENTAL HEALTH SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation n
Preop 52.56 54.99 7.40 250
1 Year 53.17 54.99 8.03 218
2 Year 53.46 54.99 7.76 193

Change from Preop Assessment

standard
Type of Visit mean median deviation n
1 Year 0.52 0.00 7.25 218
2 Year 0.98 0.00 7.48 193

Overall Mean Change (a) (Standard Deviation)

p-value (b)

0.77 ( 6.98)

0.9530

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_8.SAS
Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Taime.

234UL04 08,40

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Fffectiveness of the Merntor Round Gel filled Mammary Piosthesis
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

SF-36 HEALTH SURVEY SCALE: MENTAL HEALTH SCALE
DELAYED POST-MASTECTOMY

Page 3 ot 6

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.86 54.99 7.26 30.00 64.07 106
1 Year 52.79 54.99 8.88 7.28 64.07 87
2 Year 52.51 54.99 7.74 25.45 64.07 78

Change from Preop Assessment

standard )
Type of visit mean median deviation minimum maximum n
1 Year -0.34 0.00 7.70 -22.72 20.45 87
2 Year 0 20 0.00 6.01 -15.90 11.36 78
Overall Mean Change (a) (Standard Deviation) -0.09 { 6.56)
p-value (b) 0.9398

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_8.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.
{a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Time: 23JUL04 08:40

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.8

SF-36 HEALTH SURVEY SCALE: MENTAL HEALTH SCALE
IMMEDIATE POST-MASTECTOMY

Page 4 of 6

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 50.48 52.72 7.93 30.00 64.07 71
1 Year 52.65 54.99 8.10 30.00 64.07 66
2 Year 53.83 54.99 7.54 23.18 64.07 57

Change from Preop Assessment

standard o
Type of Visit mean median deviation minimum maximum n
1 Year 2.07 1.14 7.42 -11.36 24.99 66
2 Year 2.59 2.27 8.64 -15.90 29.53 57
Overall Mean Change (a) (Standard Deviation) 2.71 ( 7.50)
p-value (b)

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_8.SAS

Creation Date, Time:

23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overail mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

{b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Roundg Gel-filled Mammary Prosthesis Page 5 of 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.8

SF-36 HEALTH SURVEY SCALE: MENTAL HEALTH SCALE
REVISION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.76 57.26 6.44 20.91 64.07 205
1 Year 52.89 54.99 7.98 20.91 64.07 181
2 Year 52.78 54.99 8.16 20.91 64.07 172

Change from Preop Assessment

standard
Type of Visat mean median deviation mipimum maximum n
1 Year -1.76 0.00 7.63 -34.08 22.72 181
2 Year -1.87 0.00 6.98 -38 62 22.72 172
Overall Mean Change (a) (Standard Deviation) -1.92 ( 6.61)
p-value (b) 0.0001
Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_8.SAS Creation Date, Time: 234UL04 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectaveness of the Mentor Round Gel-filled Mammary Piosthesis Page 6 of 6
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
SF-36 HEALTH SURVEY SCALE: MENTAL HEALTH SCALE
Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 53.99 54,99 6.83 18.64 64.07 1004
1 Year 53.61 54.99 7.43 7.28 64.07 901
2 Year 53.30 54.99 8.00 11.82 64.07 863

Change from Preop Assessment

standard o
Type of Visat mean median deviation minimum maximum n
1 Year -0.44 0.00 7.05 -34.08 27.26 899
2 Year -0.77 0.00 7.77 -45.44 29.53 861
Qverall Mean Change (a) (Standard Deviation) -0.80 ( 6.73)
p-value (b) 0.0001

Program Name:

and are excluded from analyses of the overall mean change.

Q: \MENTOR\GOREGEL\3YEAR\TABLES\T17_8.SAS

Creation Date, Time: 23JULO4 08:40
Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Praimary Breast Reconstruction or Revision

Table 17.9

SF-36 HEALTH SURVEY SCALE: ROLE-EMOTIONAL SCALE
AUGMENTATION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.36 54.99 6.61 18.64 64.07 549
1 Year 54.06 54.99 6.92 18.64 64.07 502
2 Year 53.42 54.99 8.04 11.82 64.07 498

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.38 0.00 6.68 -29.53 27.26 500
2 Year -1.06 0 00 8.05 -45.44 29.53 496
Overall Mean Change (a) (Standard Deviation) -0.73 ( 6.56)
p-value (b) 0.0062
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_9.SAS Creation Date, Time: 23JULO4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Piosthesis Page 2 of 6

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 17.9

SF-36 HEALTH SURVEY SCALE: ROLE-EMOTIONAL SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation minimum max1mum n
Preop 52.56 54.99 7.40 27.73 64.07 250
1 Year 53.17 54.99 8.03 7.28 64.07 218
2 Year 53.46 54.99 7.76 16.37 64.07 193

Change from Preop Assessment

standard T T o
Type of Visit mean median deviation minimum maximum n
1 Year 0.52 0.00 7.25 -24.99 24.99 218
2 Year 0.98 0.00 7.48 -27.26 29.53 193
Overall Mean Change (a) (Standard Deviation) 0.77 { 6.98)
p-value (b) 0.9530
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17 9.S5AS Creation Date, Time: 23JUL0O4 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

() From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-T.1lled Mammary Prusthestis

Page 3 of 6

1n Patients Who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

SF-36 HEALTH SURVEY SCALE:

ROLE-EMOTIONAL SCALE

DELAYED POST-MASTECTOMY

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.86 54.99 7.26 30.00 64.07 106
1 Year 52.79 54.99 8.88 7.28 64.07 87
2 Year 52.51 54,99 7.74 25.45 64.07 78

Change from Preop Assessment

standard T - o
Type of Visit mean median deviation minimum maximum n
1 Year -0.34 0.00 7.70 -22.72 20.45 87
2 Year 0.20 0.00 6.01 -15.90 11.36 78
Overall Mean Change (a) (Standard Deviation) -0.09 ( 6.56)
p-value (b) 0.9398

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17 9.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Time; 23JUL0O4 08.40

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Get-filled Mammary P

rosthesis

1in Patients Who Are Undergoing Primary Breast Augmentation or Pramary Breast Reconstruction or Revision

SF-36 HEALTH SURVEY SCALE*

ROLE-EMOTIONAL SCALE

IMMEDIATE POST-MASTECTOMY

Payge 4 of 6

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 50.48 52.72 7.93 30.00 64.07 71
1 Year 52.65 54.99 8.10 30.00 64.07 66
2 Year 53.83 54.99 7.54 23.18 64.07 57

Change from Preop Assessment

standard - - B
Type of Visit mean median deviation minimum maximum n
1 Year 2.07 1.14 7.42 -11.36 24.99 66
2 Year 2.59 2 27 8.64 -15.90 29.53 57

Overall Mean Change (a) (Standard Deviation)

p-value (b)

2.71 ( 7.50)

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_9.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Time: 23JUL04 08-40

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
SF-36 HEALTH SURVEY SCALE: ROLE-EMOTIONAL SCALE
REVISION PATIENTS
Total Score
standard -
Type of Visit mean median deviation minimum maximum n
Preop 54.76 57.26 6.44 20.91 64.07 205
1 Year 52.89 54.99 7.98 20.91 64.07 181
2 vear 52.78 54.99 8.16 20.91 64.07 172
Change from Preop Assessment
standard T -
Type of Visit mean median deviation minimum maximum n
1 Year 1.76 0.00 7.63 -34.08 22.72 181
2 Year 1.87 0.00 6.98 -38.62 22.72 172

Overall Mean Change (a)

p-value (b)

(Standard Deviation)

-1.92 (6 61)

0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_9.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analvses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.

Creation Date, Time: 23JUL04 08:40
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in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 17.9
SF-36 HEALTH SURVEY SCALE: ROLE-EMOTIONAL SCALE
OVERALL
Total Score
o standard

Type of Visit mean median deviation minimum maximum n
Preop 53.99 54.99 6.83 18.64 64.07 1004
1 Year 53 61 54.99 7.43 7.28 64.07 901
2 Year 53.30 54.99 8.00 11.82 64.07 863

Change from Preop Assessment

standard T
Type of Vaisat mean median deviation minimum maximum n
1 Year -0.44 0.00 7.05 -34.08 27.26 899
2 Year -0.77 0 00 7.77 -45.44 29.53 861
Overall Mean Change {a) {(Standard Deviation) -0.60 { 6.73)
p-value (b) 0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_9.SAS Creation Date, Time: 23JUL0O4 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(D) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthe

518

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10

SF-36 HEALTH SURVEY SCALE: SOCIAL FUNCTIONING SCALE
AUGMENTATION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 55.12 57.14 5.04 24.57 57 14 549
1 Year 54.47 57.14 5.58 24.57 57.14 503
2 Year 53.57 57.14 7.60 13.71 57.14 498

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.61 0.00 6.74 -32.57 27.14 501
2 Year -1.61 0.00 8.11 -43.43 32.57 496
Overall Mean Change (a) (Standard Deviation) -1.10 ( 6.35)
p-value (b) <0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.

Creation Date, Time:

23JULO4 08:40



Core Gel Study of the Safetv and Effectiveness of the Mentor Roung Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10

SF-36 HEALTH SURVEY SCALE: SOCIAL FUNCTIONING SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.36 57.14 7.70 19.14 57.14 250
1 Year 53.13 14 7.24 13.71 57.14 217
2 Year 53.14 57.14 7.93 13.71 57.14 193

Change from Preop Assessment

standard i - - T
Type of Visat mean median deviation minimum maximum n
1 Year 0.65 0.00 8.48 -32.57 38.00 216
2 Year 0.71 0.00 9.41 -43.43 38.00 192
Overall Mean Change (a) (Standard Deviation) 0.52 ( 8.54)
p-value (b) 0.8750

Program Name:

and are excluded from analyses of the overall mean change.

Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS

Creation Date, Time: 23JULO4 08.40
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Fffectiveress of the Mentor Round Gel-filled Mammary Prosthesis Page 3 ot ©
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10

SF-36 HEALTH SURVEY SCALE: SOCIAL FUNCTIONING SCALE
DELAYED POST-MASTECTOMY

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 52.48 57.14 7.28 30 00 57.14 106
1 Year 52 91 57.14 7.47 13.71 57 14 86
2 Year 53.59 57 .14 6.93 13.71 57.14 78

Change from Preop Assessment

standard T o
Type of Visit mean median deviation minimum maximum n
1 Year -0.13 0.00 8.54 -21.71 27.14 85
2 Year 1.06 0.00 9.53 -43.43 21.71 77
Overall Mean Change (a) (Standard Deviation) 0.20 ( 9.05)
p-value (b) 0.8165
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS Creation Date, Time: 23JUL0O4 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall meap change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-fiiled Mammary Prosthesis Page 4 of 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10

SF-36 HEALTH SURVEY SCALE: SOCIAL FUNCTIONING SCALE
IMMEDIATE POST-MASTECTOMY

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 49.95 51.71 9.07 19.14 57.14 71
1 Year 52.61 57.14 7.23 24.57 57.14 66
2 Year 51.71 57.14 9.57 19.14 57.14 57

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 2.55 0.00 g.91 -16.28 38.00 66
2 Year 1.38 0.00 10.72 -38.00 38.00 57
Overall Mean Change (a) (Standard Deviation) 2.20 ( 9.22)
p-value (b)
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS Creation Date, Time: 23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Menteor Round Gel filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10

SF-36 HEALTH SURVEY SCALE. SOCIAL FUNCTIONING SCALE
REVISION PATIENTS

Page 5 of ©

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 54.83 57.14 4.96 30.00 57.14 205
1 Year 52.31 57.14 8.27 13.71 57.14 182
2 vear 52.53 57.14 8.28 24.57 57.14 172

Change from Preop Assessment

standard - - B
Type of Visit mean median deviation minimum max1mum n
1 Year -2.45 0.00 8.79 -38.00 21.71 182
2 Year -2.30 Q.00 8.61 -27.14 27.14 172
Overall Mean Change (a) (Standard Deviation) -2.37 ( 7.87)
p-value (b) <0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS Creation Date, Time: 23JULO4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.10
SF-36 HEALTH SURVEY SCALE: SOCIAL FUNCTIONING SCALE
OVERALL
Total Score
standard
Type of Visit mean median deviation minimum maximum n
Preop 54.37 57.14 5.91 19.14 57.14 1004
1 Year 53.71 57.14 6.66 13.71 57.14 902
2 Year 53.27 57 .14 7.82 13.71 57.14 863
Change from Preop Assessment
o standard T
Type of Visit mean median deviation minimum maximum n
1 Year -0.68 0.00 7.69 -38.00 38.00 899
2 Year -1.23 0.00 8.57 -43.43 38.00 860

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-0.97 ( 7.32)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_10.SAS

Creation Date, Time: 23JUL0O4 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel filled Mammary Prosthesis

in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.11

SF-36 HEALTH SURVEY SCALE. VITALITY SCALE
AUGMENTATION PATIENTS

Total Score

standard
Type of Visait mean median deviation minimum maximum n
Preop 58.01 60.89 6.46 32.49 70.35 549
1 Year 56.99 58.52 7.14 27.75 70.35 502
2 Year 55.55 56.15 8.63 23.02 70.35 498

Change from Preop Assessment

standard o ST
Type of Visit mean median deviation minimum maximum n
1 Year -1.07 0.00 6.73 -30.77 23.67 500
2 Year -2.51 -2.37 8.29 -37.87 21.30 496

Overall Mean Change (a)

p-value (b)

(Standard Deviation)

-1.79 ( 6.62)

<0.0001

Program Name.

Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_11.SAS

Creation Date, Time: 23JULG4 08.40
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safetv and Effer tiveness of the Mentor Round Gel filled Mammary Prosthesis Page 2 ot 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.11

SF-36 HEALTH SURVEY SCALE: VITALITY SCALE
OVERALL RECONSTRUCTION

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 56.02 58.52 8.36 27 75 70.35 250
1 Year 55,23 56.15 8.56 23.02 70.35 218
2 Year 55.56 58.52 9.27 23.02 70.35 193

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -1.05 0.00 8.29 -28.40 26.03 218
2 Year -Q.45 0.00 9.55 -35.50 28.40 193
Overall Mean Change {a) (Standard Deviation) -0.98 ( 8.41)
p-value (b) 0.0480
Program Name: Q°\MENTOR\COREGEL\3YEAR\TABLES\T17 11.SAS Creation Date, Time: 23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel filled Mammary Prosthesus Page 3 of ©
1n Patients Who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.11

SF-36 HEALTH SURVEY SCALE: VITALITY SCALE
DELAYED POST-MASTECTOMY

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 55.13 58.52 8.81 27.75 70.35 106
1 Year 54.03 56.15 8.67 23.02 70.35 87
2 vear 55.22 58.52 9.84 23.02 70.35 78

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max 1mum n
1 Year -1.52 -2.37 8.61 -26.03 23.67 87
2 Year 0.50 0.00 8.23 -30.77 28.40 78
Overall Mean Change (a) (Standard Deviation) -0.97 ( 8.34)
p-value (b) 0.3389
Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_11.SAS Creation Date, Time: 23JULQ4 (08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study cf the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 4 ol 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 17.11
SF-36 HEALTH SURVEY SCALE: VITALITY SCALE
IMMEDIATE POST-MASTECTOMY
Total Score

standard B
Type of Visit mean median deviation minimum maximum n
Preop 54,72 58.52 9.15 27.75 70.35 71
1 Year 55 01 56.15 9.63 23.02 70.35 66
2 Year 54.70 56.15 10.10 25.39 70.35 57

Change from Preop Assessment

standard -
Type of Visit mean median deviation minimum maximum n
1 Year 0.18 0.00 9.49 -23.67 26.03 66
2 Year -0.46 0.00 11.82 -35.50 26.03 57
Overall Mean Change (a) (Standard Deviation) 0.09 ( 9.51)
p-value (b)
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_11.SAS Creation Date, Time: 23JUL04 08:40

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effeciiveness of the Mentor Roung Gel 1!
in Patients Who Are Undergoing Praimary Breast Augmentation or Pramary Breast

Table 17.11

SF-36 HEALTH SURVEY SCALE. VITALITY SCALE
REVISION PATIENTS

1
R

ed Mammary Prosthesis

econstruction or Revision

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 58.30 60.89 6.21 39 59 70.35 205
1 Year 55.54 56.15 8.02 27.75 70.35 181
2 Year 55.08 57.34 8.45 25.39 70.35 172

Change from Preop Assessment

standard T - o )
Type of Visit mean median deviation minimum maximum n
1 Year -2.73 2.37 8.06 -35.50 16.57 181
2 Year -3.27 2.37 8 11 -30.77 18.93 172

Overall Mean Change (a)

p-value (bh)

(Standard Deviation)

-3.20 ( 7.85)

<0.0001

Program Name:

Q:\MENTOR\COREGEL \3YEAR\TABLES\T17_11.SAS

Creation Date, Time: 23JUL0O4 08:40
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean rhange
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Fffectiveness of the Mentor Round Gel filled Mammary Prosthesis
1n Patients Who Are Undergoing Pramary Breast Augmentation or Pramary Breast Reconstruction or Revision

Table 17.11

SF-36 HEALTH SURVEY SCALE: VITALITY SCALE

OVERALL
Total Score
N standard -
Type of Visit mean median deviation minimum maximum n
Preop 57.58 58.52 6.99 27.75 70.35 1004
1 Year 56.27 58.52 7.72 23.02 70.35 901
2 Year 55.46 56.15 8.73 23.02 70.35 863
Change from Preop Assessment
standard -
Type of Visit mean median deviation m1nimum maximum n
1 Year -1.40 0.00 7.43 -35.50 26.03 899
2 Year -2.20 -2.37 8.60 -37.87 28.40 861

Overall Mean Change (a) (Standard Deviation)

p-value (b)

-1.88 ( 7.38)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_11.SAS

Creation Date, Time: 23JULO4 08:40

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effect.veness of the Mentor Round Gel-filled Mammary Prosthesis Payge 1 of 6
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.12

SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
AUGMENTATION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maxzimum n
Preop 58.30 59.32 5.55 32.16 64.00 548
1 Year 57.32 57.91 6.84 24.20 64.00 502
2 Year 56.76 57.91 6.94 26 .54 64.00 4498

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max1imum n
1 Year -1.10 0.00 5.53 -25.75 18.73 499
2 Year -1.68 0.00 5.90 -29.50 14.05 495
Overall Mean Change (a) (Standard Deviation) -1.39 ( 5.31)
p-value (b) <0.0001
Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_12.SAS Creation Date, Time: 23JUL04 08:41

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentcr Round Gel filled Mammaiy Proslhesls rage 2 of 6
1n Patients Who Are Undergoilng Primary Breast Augmentation or Primary Breast Reconstruction or Revision
SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
OVERALL RECONSTRUCTION
Total Score
standard
Type of Visit mean median deviation minimum maximum n
Preop 54.28 55.57 7.65 26.54 64.00 250
1 Year 53.67 55.10 8.40 17.18 64.00 218
2 Year 53.73 58.57 8.20 19.582 684.00 192
Change from Preop Assessment
standard T -
Type of Visit mean median deviation minimum maximum n
1 Year -0.80 0.00 6.95 -28.09 18.73 218
2 Year -0.36 0.00 6.97 -31.837 24.35 192
Overall Mean Change (a) (Standard Deviation) { 6.68)
p-value (b) 0.0074

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17 12.SAS

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change.

Creation Date, Time: 23JUL04 08.41

MNote: Patients who returned for a particular visit cutside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analvses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel filled Mammary Prosthesis Page 3 of &
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
DELAYED POST-MASTECTOMY
Total Score
o standard T

Type of Visit mean median deviation minimum maximum n
Preop 52.37 53.23 7.92 26 54 64.00 106
1 Year 50.86 50.89 8.70 17.18 64.00 87
2 Year 51.83 53.23 8.75 19.52 64.00 77

Change from Preop Assessment

standard ; T
Type of Visit mean median deviation minimum maximum n
1 Year -1.67 -2.34 8.47 -28.09 18.73 87
2 Year -0.22 .00 7.72 -22 Q0 24.35 77
Overall Mean Change (a) (Standard Deviation) -1.45 ( 8.01)
p-value (b) 0.0491
Program Name, Q-\MENTOR\COREGEL\3YEAR\TABLES\T17_12.SAS Creation Date, Time: 23JUL04 08:41

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Fffectiverness of the Mentcr Round Gel-filled Mammary Prosthesis

Page 4 ot 6

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.12

SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
IMMEDIATE POST-MASTECTOMY

Total Score

standard
Type of Visat mean median deviation minimum maximum n
Preop 52.99 53.23 7.24 31.23 64.00 71
1 Year 53.0t 53.23 8.08 3t.23 64.00 66
2 Year 52.41 53.23 8.18 31.23 64.00 57

Change from Preop Assessment

standard T T ¥~
Type of Visat mean median deviation minimum max1mum n
1 Year 0.23 0.00 6.08 -16.39 18.73 66
2 Year 0.01 0.00 7.90 -31.37 18.73 57
Overall Mean Change (a) (Standard Deviation) -0.26 ( 6.19)
p-value (b)

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_12.SAS

and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.

Creation Date, Time: 23JULO4 08:41
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit




Core Gel Study of the Safety and Effectiveness uf the Mentor Rouno Gel-filled Mammary Prosthesis Page 5 of 6
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.12

SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
REVISION PATIENTS

Total Score

standard
Type of Visit mean median deviation minimum maximum n
Preop 57.79 57.91 5.82 35.91 64.00 204
1 Year 55.69 56.98 7.29 33.57 64.00 181
2 Year 55.59 57.91 7.58 28.88 64.00 172

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max1imum n
1 Year -2.09 -0.94 6.86 -28.09 19.66 181
2 Year -2.25 Q.00 7.20 -29.03 19.66 172
Overall Mean Change (a) (Standard Deviation) -2.21 {( 6.89)
p-value (b) «<0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T17_12.SAS Creation Date, Time: 23JULO4 08:41

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean rhange

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Proslhesis Page 6 of 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 17.12
SF-36 HEALTH SURVEY SCALE: GENERAL HEALTH PERCEPTIONS SCALE
OVERALL
Total Score
" standard

Type of Visat mean median deviation minimum maximum n
Preop 57.20 57.91 6.42 26.54 64.00 1002
1 Year 56.11 57.91 7.48 17.18 64.00 901
2 Year 55.85 57.91 7.46 18.52 64.00 862

Change from Preop Assessment

standard T o o
Type of Visit mean median deviation minimum maximum n
1 Year -1.23 0.00 6.19 -28.09 19.66 898
2 Year -1.50 0.00 6.45 -31.37 24.35 859
Overall Mean Change (a) (Standard Deviation) -1.47 ( 6.02)
p-value (b) : <0.0001
Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T17_12.SAS Creation Date, Time: 23JUL04 08:41

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.1

BODY ESTEEM SCALE: TOTAL SCORE
AUGMENTATION PATIENTS

Total Score (a)

standard
Type of Visit mean median deviation minimum max1imum n
Preop 134.49 134.00 19.51 88.00 175.00 542
1 Year 136.33 136.00 20.09 86.00 175.00 495
2 Year 134.78 134.00 20.95 70.00 175.00 491
Change from Preop Assessment
standard o o
Type of Visit mean median deviation minimum maximum n
t Year 1.65 2.00 16.41 -60.00 58.00 486
2 Year g.92 1.00 18.38 -58.00 70.00 482
Overall Mean Change (b) (Standard Deviation) 1.14 ( 15.87)
p-value (b) 0.0565
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18 1.SAS Creation Date, Time. 23JUL04 08:53
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.
The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.

{b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and QOverall Patients.



Core Gel Study of the Safety and Effectiveriess of the Mentor Rouno Gel-filled Mammary Prosthesis Page 2 of 6
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.1

BODY ESTEEM SCALE: TOTAL SCORE
OVERALL RECONSTRUCTION

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 126.43 124.00 21 89 67.00 175.00 249
1 Year 124 29 122.50 2z2.21 58.00 175.00 216
2 Year 123.87 122.00 23.11 64.00 175.00 190

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -1.97 -1.00 16.64 -74.00 41.00 214
2 Year -3.07 -3.00 18.00 -47.00 78.00 188
Overall Mean Change (b) (Standard Deviation) -2.29 ( 16.66)
p-value (b) 0.2750
Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_1.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each guestion can be found 1n Listing 13.

(o) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.1

BODY ESTEEM SCALE: TOTAL SCORE
DELAYED POST-MASTECTOMY

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 120.89 117.00 21.03 67.00 175.00 105
1 Year 116.30 114.50 20.54 58.00 175.00 86
2 Year 117.25 117.00 22.08 64.00 175.00 75

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -2.93 -3.00 14.40 -46.00 34.00 84
2 Year -3.86 -2.00 16.99 -47.00 35.00 73
Overall Mean Change (b) (Standard Deviation) -3.33 ( 14.54)
p-value (b) 0.0390
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_1.SAS Creation Date, Time: 23JUL0O4 08:53

Note: Patients wheo returned for a particulac visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Rouna Gel filled Mammary Prosthesis

n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

BODY ESTEEM SCALE:

TOTAL SCORE

IMMEDIATE POST-MASTECTOMY

Page 4 of b

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 125.37 123.00 20.78 87.00 175.00 71
1 Year 123.12 123.00 20.40 83.00 175.00 66
2 Year 118.35 118.00 20.59 76.00 174 .00 57

Change from Preop Assessment

o standara o T o

Type of Visit mean median deviation minimum maximum n
1 Year 1.95 -1.50 16.69 -50.00 41.00 66
2 Year 7.61 6.00 15.63 -45.00 38.00 57
Overall Mean Change (b) (Standard Deviation) -4.15 ( 15.60)

p-value (c)

Program Name:

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_1.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are

and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to

derive the Total Score;

Creation Date, Time. 23JULO4 08:53

the precise wording of each auestion can be found 1n Listing 13.

excluded from analyses of that specific visit

() Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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in Patients who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.1

BODY ESTEEM SCALE: TOTAL SCORE
REVISION PATIENTS

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 136.53 135.00 20.15 84.00 175.00 200
1 Year 131.98 130.00 20.54 83.00 175.00 174
2 Year 130.98 130.00 22.45 79.00 175.00 168

Change from Preop Assessment

standard o o h
Type of Visit mean median deviation minimum maximum n
1 Year -4.76 -2.00 17.22 -60.00 33.00 169
2 Year -5.32 -4.00 17.83 -69.00 53.00 164
Overall Mean Change (b) (Standard Deviation) -5.00 ( 16.52)
p-value (b) < 0.0001
Program Name® Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_1.SAS Creation Date, Time: 23JULO4 08:53

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change. !

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found i1n Listing 13,

(D) Optained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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1t Patrents who Are Undergoing Praimary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.1
BODY ESTEEM SCALE: TOTAL SCORE
OVERALL
Total Score (a)
standard
Type of Visait mean median deviation minimum maximum n
Preop 132.88 132.00 20.60 67.00 175.00 991
1 Year 132.54 131.00 21.28 58.00 175.00 885
2 Year 131.59 130.00 22.16 64.00 175.00 849
Change from Preop Assessment
standard - T o T
Type of Visit mean median deviation minimum maximum n
1 Year -0.49 0.00 16.81 -74.00 58.00 869
2 Year -1.21 -1.00 18.35 -69.00 78.00 834
Overall Mean Change (b) (Standard Deviataion) -0.95 ( 16.37)
p-value (b) 0.3832
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_1.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit cutside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
{a) The Total Score 1s scored as the sum of Q1 through G35. The results include only patients who had responses for all these guestions used to
derive the Total Score; the precise wording of each gquestion can be found 1n Listing 13.
} Obtained by calculating, tor each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1 Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.2

BODY ESTEEM SCALE. TOTAL SCORE BY DEVICE PLACEMENT
AUGMENTATION PATIENTS - SUBMUSCULAR

Total Score (a)

standard
Type of Visit mean medzian deviation minimum max1mum n
Preop 133.87 133.00 19.33 88.00 175.00 225
1 Year 135.15 136.50 20.00 93.00 175.00 204
2 Year 135.30 134.00 21.41 83.00 175.00 203

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 1.44 1.50 15.85 -46.00 50.00 200
2 Year 2.01 2.00 17.34 -53.00 53.00 199
Overall Mean Change (b) (Standard Deviation) 1.60 ( 15.06)
p-value (c) ’ 0 Q917
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each guestion can be found in Listing 132.

(D) Gbtained py calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

in Patients Who Are undergoing Praimary Breast Augmentation or Pramary Breast Reconstruction or Revision

Table 18.2

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
AUGMENTATION PATIENTS - SUBGLANDULAR

Total Score (a)

Page 2 of 16

standard
Type of Visit mean median deviation Minimum MAX LIUM n
Preop 134.92 135.00 19.27 91.00 175.00 182
1 Year 137.48 136.50 20.07 93.00 175.00 166
2 Year 134.72 135.50 20.65 70.00 174.00 166

Change from Preop Assessment

- standard

Type of Visit mean median deviation minimum maximum n
1 Year 1.88 2.00 16.37 -60.00 58.00 162
2 Year 0.66 1.50 18.44 -58.00 70 00 162

Overall Mean Change (b) (Standard Deviation)

p-value (c)

1.17 ( 15.98)

0.1958

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13
(b} Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

Creation Date, Time. 23JUL04 08:53

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Tahle 18

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
AUGMENTATION PATIENTS -

2

SUBPECTORAL

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 134.94 135.00 20.24 88.00 175.00 135
1 Year 136.72 134.00 20.32 86.00 175.00 125
2 Year 133.99 131.50 20.70 84.00 175.00 122

Change from Preop Assessment

standard B - o o o
Type of Visit mean median deviation minimum maximum n
1 Year 1.69 2.00 17.45 -41.00 47.00 124
2 Year 0.51 0.00 19.93 -50.00 60.00 121
Overall Mean Change (b} (Standard Deviation) 0.33 ( 17.09)
p-value (c}) 0.8269

Program Name:

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are

and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to

derive the Total Score;

the precise wording of each question can be found 1n Listing 13.

Creation Date, Time. 23JUL0O4 08:53
excluded from analyses of that specific vasit

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

Page 4 of 16

i Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.2

BODY ESTEEM SCALE. TOTAL SCORE BY DEVICE PLACEMENT
OVERALL RECONSTRUCTION - SUBMUSCULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 124.41 121.00 21.66 67.00 175.00 157
1 Year 121.09 120.00 20.70 58.00 175.00 135
2 Year 118.93 118.00 21.40 64.00 175.00 123

Change from Preop Assessment

standard o T N
Type of Visit mean median deviation minimum maximum n
1 Year -2.44 -2.00 15.21 -50.00 41.00 133
2 Year 6.24 -6.00 16.89 -47.00 38.00 121

Overall Mean Change (b)

p-value (c)

(Standard Deviation)

-3.80 ( 14.93)

0.0446

Program Name:

Q:\MENTOR\COREGEL \3YEAR\TABLES\T18 2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are

and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these guestions used to

deraive the Total Score;

Creation Date, Time: 23JUL04 08:53

the precise wording of each question can be found 1n Listing 13.

excluded from analyses of that specific visit

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Qverall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 5 of 16
1n Patients who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.2
BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
OVERALL RECONSTRUCTION - SUBGLANDULAR
Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 131.67 133.00 23.22 85.00 171.00 21
1 Year 129.50 137.50 23.48 81.00 163 00 18
2 Year 140.94 146.00 21.24 99.00 172.00 17

Change from Preop Assessment

standard - o T o
Type of Visit mean median deviation minimum max1imum n
1 Year -3 78 3.00 26.17 -74.00 36.00 18
2 Year 8 94 8.00 24.03 -32.00 78.00 17
Overall Mean Change (b) (Standard Deviation) 2.90 ( 28.98)
p-value (c) 0.4303

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18 2.8AS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
the precise wording of each question can be found 1n Listing 13

derive the Total Score;

Creation Date, Time: 23JUL0O4 08:53

(b} Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immed:rate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Page 6 of 16

1n Patients Who Are Undergoing Primary Breast Augmentation or Pramary Breast Reconstruction or Revision

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT

OVERALL RECONSTRUCTION -

SUBPECTORAL

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 131.98 132.00 21.21 88 00 172.00 57
1 Year 133.18 129.50 22.53 93.00 173.00 50
2 Year 131.49 130.00 22.60 78.00 174.00 43

Change from Preop Assessment

standard N T
Type of Visit mean median deviation minimum maximum n
1 Year -0.34 1.50 15.57 -40.00 37.00 50
2 Year 0.63 -2.00 16.50 -39.00 40.00 43
Overall Mean Change (b} (Standard Deviation) -0.25 ( 13.99)
p-value (c¢) 0.9871

Program Name:

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are

and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to

derive the Total Score;

Creation Date, Time: 23JUL04 08:53

the precise wording of each question can be found 1n Listing 13.

excluded from analyses of that specific visit

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Qverall Patients.
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BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
DELAYED POST-MASTECTOMY - SUBMUSCULAR
Total Score (a)
standard B
Type of Visat mean median deviation minmum maximum n
Preop 121.64 119.00 21.88 67.00 175.00 80
1t Year 117.87 117.00 21.24 58.00 175.00 67
2 Year 118.21 118.00 22.61 64.00 175.00 62
Change from Preop Assessment
o standard S =
Type of Visit mean median deviation minimum maximum n
1 Year -2.18 2.00 13.87 -39.00 34.00 65
2 Year 4.00 1.50 17.31 -47.00 35.00 60

Overall Mean Change (b)

p-value (c)

(Standard Deviation)

-2.79 ( 14.13)

6.1106

Program Name:

derive the Total Score,

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS

Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to

the precise wording of each question can be found 1in Listing 13.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.2

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
DELAYED POST-MASTECTOMY - SUBPECTORAL

Total Score {a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 117.94 116.50 18.36 88.00 154.00 16
1 Year 111,36 111.00 13.37 93.00 134.00 11
2 Year 112,30 112.00 19.37 78.00 140.00 10

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -4.36 -5.00 13.31 -24.00 12.00 11
2 Year -3.70 -4.00 18.49 -39.00 28.00 10
Overall Mean Change (b) (Standard Deviation) -3.69 ( 14.31)
p-value (c) . 0.508t
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time. 23JULO4 08.53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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n Patients Who Are Undergoing Pramary Breast Augmentation or Primary Breast Reconstruction or Revision

BODY ESTEEM SCALE. TOTAL SCORE BY DEVICE PLACEMENT

IMMEDIATE POST-MASTECTOMY -

SUBMUSCULAR

Total Score (a)

Page 9 of 16

standard
Type of Visit mean median deviation minmum maximum n
Preop 125.25 122.00 20.86 87.00 175.00 61
1 Year 122.45 123.00 19.89 83.00 175.00 56
2 Year 117.88 117.50 19.83 76.00 172.00 50

Change from Preop Assessment

standard o
Type of Visit mean median deviation minimum maximum n
1 Year -2.45 -2.50 17.22 -50.00 41,00 56
2 Year -7.86 -6.00 15.98 -45.00 38.00 50

Overall Mean Change (b) (Standard Deviation)

p-value (c)

-4.56 ( 16.11)

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

Creation Date, Time: 23JULO4 08:53

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.
(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change

the Overall Reconstruction Patients and Qverall Patients.

Immediate post-mastectomy patients are excluded from the calculation of p-value for
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Tahle 18 2

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
IMMEDIATE POST-MASTECTOMY - SUBPECTORAL

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 126.86 137.00 17.70 102.00 143.00 7
1 Year 126.14 124.00 17.31 104.00 149.00 7
2 Year 118.80 122.00 6.98 109.00 125.00 5

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.71 7.00 12.43 -19.00 11.00 7
2 Year -11.00 -15.00 10.02 -21.00 4.00 5
Overall Mean Change (b) (Standard Deviation) -3 21 ( 11.02)
p-value (c) ----
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.S5AS Creation Date, Time: 23JUL0O4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

{a) The Total Score 1s scored as the sum of G1 through Q35. The results include only patients who had responses for all these guestions used 1o
derive the Total Score, the precise wording of each question can be found in Listing 13.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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1 Patients who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.2
BODY ESTEEM SCALE- TOTAL SCORE BY DEVICE PLACEMENT
REVISION PATIENTS - SUBMUSCULAR
Total Score (a)

standard o
Type of Visit mean median deviation minimum maximum n
Preop 1356.21 133.00 20.60 84.00 175.00 109
1 Year 129.24 126.50 19.32 85.00 175.00 92
2 Year 129.74 129.00 21.88 88.00 175.00 96

Change from Preop Assessment

standard T o
Type of Visit mean median deviation minimum maximum n
1 Year -5.99 -2.00 16.45 -60.00 29.00 88
2 Year -5.59 -5.00 17.09 -63.00 53.00 93
Overall Mean Change (b) (Standard Deviation) -5.02 ( 16.13)
p-value (c) 0.0003
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time: 23JULO4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each guestion can be found 1in Listing 13.

(h) Gbtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Tahle 18.2

BODY ESTEEM SCALE, TOTAL SCORE BY DEVICE PLACEMENT
REVISION PATIENTS - SUBGLANDULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 138.76 135.50 19.68 100.00 174.00 62
1 Year 134.73 134.00 22.25 86.00 175.00 55
2 Year 131.837 130.00 23.64 79.00 175.00 51

Change Trom Preop Assessment

standard T
Type of Visit mean median deviation minimum maximum n
1 Year -4.38 -1.00 19.43 -56.00 33.00 55
2 Year -6.53 -3.00 19.78 -69.00 20.00 51
Overall Mean Change (b) (Standard Deviation) -6.87 ( 18.15)
p-value (c) 0.0316
Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found 1n Listing 13.

(D) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT

REVISION PATIENTS -

SUBPECTORAL

Total Score {a)

standard
Type of Visit mean median deviation MIn1Mmum max1mum n
Preop 137.93 137.00 18.83 103.00 169.00 28
1 Year 137.77 139.00 17.75 95.00 167.00 26
2 Year 137.70 145.50 21.07 99.00 170.00 20

Change from Preop Assessment

standard o T
Type of Visit mean median deviation minimum maximum n
1 Year 0.68 3.00 14.64 -27.00 23.00 25
2 Year 0.68 0.00 16.52 -34.00 46.00 19

Overall Mean Change (b)

p-value (c)

(Standard Deviation)

Program Name:

-0.82 ( 14.41)

0.6489

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows are

and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as the sum of Q1 through QG35. The results include only patients who had responses for all these questions used to

derive the Total Score;

Creation Date, Time: 23JULO4 08:53

the precise wording of each question can be found 1in Listing 13.

excluded from analyses of that specific visit

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18 2

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
OVERALL - SUBMUSCULAR

Total Score (a)

standard
Type of Visat mean median deviation minimum maximum n
Preop 131.14 130.00 20.87 67.00 175.00 491
1 Year 129.48 129.00 20.94 58.00 175 00 431
2 Year 129,27 128,00 22.57 64.00 175.00 422

Change from Preop Assessment

standard
Type of Vasat mean median deviation minimum max1mum n
1 Year -1.34 0.00 16.01 -60.00 50.00 421
2 Year -2.12 -2.00 17.57 -83.00 53.00 413
Overall Mean Change (b} (Standard Deviation) -1.59 ( 15.52)
p-value (c) 0.1441
Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time: 23JUL0O4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.

() Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Praimary Breast Reconstruction or Revision

e 5
Table 18.2

BODY ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
OVERALL - SUBGLANDULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 135.56 135.00 19.72 85.00 175.00 265
1 Year 136.25 137.00 20.88 81.00 175.00 239
2 Year 134.44 135.50 21.40 70.00 175.00 234

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maxzamum n
1 Year -0.02 1.00 18.15 -74.00 58.00 235
2 Year -0.32 1.00 19.51 -69.00 78.00 230
Overall Mean Change (b) (Standard Deviation) -0.51 ( 18.06)
p-value (c) ' 0.7343
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS Creation Date, Time: 23JUL0O4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to
derive the Total Score; the precise wording of each question can be found in Listing 13.

{b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.




Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.2

BODY ESTEEM SCALE: TQTAL SCORE BY DEVICE PLACEMENT

Page 16 of 16

OVERALL - SUBPECTORAL
Total Score (a)

standard o -
Type of Visit mean median deviation minimum maximum n
Preop 134.55 134.50 20.32 88.00 175.00 220
1 Year 135 98 135.00 20.55 86.00 175.00 201
2 Year 133.81 132.00 21.15 78.00 175.00 185

Change from Preop Assessment

standard o T )
Type of Visit mean median deviation MINLMUM max 1mum n
1 Year 0.88 1.00 16.62 -41.00 47.00 199
2 Year -0.56 -1.00 18.75 -50.00 60 00 183

Overall Mean Change (b) (Standard Deviation)

p-value (c)

0.03 ( 15.95)

0.9818

Program Name.

Q. \MENTOR\COREGEL\3YEAR\TABLES\T18_2.SAS
Note: Patients who returned for a particular visit outside of the pre-established visit windows

and are excluded from analyses of the overall mean change.
(a) The Total Score 18 scored as the sum of Q1 through Q35. The results include only patients who had responses for all these questions used to

derive the Total Score;

Creation Date, Time: 23JUL0O4 08:53

the precise wording of each question can be found in Listing 13.

are excluded from analyses of that specific visit

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
BODY ESTEEM SCALE: CHEST SCALE SCORE
AUGMENTATION PATIENTS
CHEST Scale Score {a)
standard
Type of Visit mean median deviation minimum maximum n
Preop 2.22 2.00 1.06 1.00 5.00 550
1 Year 4.57 5.00 0.59 2.00 5.00 504
2 Year 4.52 5.00 0.66 1.00 5.00 498
Change from Preop Assessment
standard o i o
Type of Visit mean median deviation minimum maximum n
1 Year 2.36 3.00 1.18 -2.00 4.00 503
2 Year 2.32 3.00 t.24 -2.00 4.00 497

Overall Mean Change (b) (Standard Deviation)

p-value (c)

2.32 ( 1.18)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_3.SAS

mean across patients of these averages.

Creation Date, Time: 23JUL0O4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

{b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 18.3
BODY ESTEEM SCALE: CHEST SCALE SCORE
OVERALL RECONSTRUCTION
CHEST Scale Score (a)
standard
Type of Visit mean median deviation minimum maximum n
Preop 2.88 3.00 1.25 1.00 5.00 251
1 Year 3.70 4 00 1.13 1.00 5.00 217
2 Year 3.66 4.00 1.17 1.00 5.00 193
Change from Preop Assessment
o standard
Type of Visit mean median deviation minimum max 1mum n
1 Year 0.87 0.00 1.63 -3.00 4.00 217
2 Year 0.83 0.00 1 68 -3.00 4 00 193
Overall Mean Change (b) (Standard Deviation) 0.81 ( 1.589)
p-value (c¢) <0.0001
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_3.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit gutside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

{b) From Wilcoxon Signed Rank Test on overall mean change.

the Overall Reconstruction Patients and Overall Patients.

Immediate post-mastectomy patients are excluded from the calculation of p-value for
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Table 18.3
BODY ESTEEM SCALE: CHEST SCALE SCORE
DELAYED POST-MASTECTOMY
CHEST Scale Score (a)
o standard - o
Type of Visit mean median deviation minimum maximum n
Precp 3.06 3.00 1.26 1.00 5.00 107
1 Year 3.30 3.00 1.07 1.00 5.00 87
2 Year 3.22 4.00 1.17 1.00 5.00 78
Change from Preop Assessment
standard S
Type of Visait mean median deviation minimum maximum n
1 Year 0.32 0.00 1.36 -3.00 4.00 87
2 Year 0.22 0.00 1.37 -3.00 4.00 78
Overall Mean Change (b) (Standard Deviation) 0.26 ( 1.26)
p-value (c) 0.0767
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_3 SAS Creation Date, Time: 23JULO4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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18.3
BODY ESTEEM SCALE: CHEST SCALE SCORE
IMMEDIATE POST-MASTECTOMY
CHEST Scale Score (a)
standard i ;’
Type of Visit mean median deviataon Mminimum maximum n
Preop 3.30 4.00 1.10 1.00 5.00 71
1 Year 3.52 4.00 1 06 1.00 5.00 66
2 Year 3.42 4.00 1.03 1.00 5.00 57
Change from Preop Assessment
standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.27 0.00 1.18 -2.00 3.00 66
2 Year 0.11 0.00 1.32 -3 00 2.00 57
Overall Mean Change (b) (Standard Deviation) 0.20 ( 1.15)

p-value (¢)

Program Name: Q.\MENTOR\COREGEL\3YEAR\TABLES\T18 3 SAS

and are excluded from analyses of the overall mean change.

Creation Date, Time: 23JUL04 08.53
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b) From Wilcoxon Signed Rank Test on overall mean change. Immed:iate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 5 of 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.3
BODY ESTEEM SCALE: CHEST SCALE SCORE
REVISION PATIENTS
CHEST Scale Score (a)
standard
Type of Visit mean median deviation minimum maximum n
Preop 3 31 4,00 1.28 1.00 5.00 205
1 Year 3.91 4.00 1.12 1.00 5.00 182
2 Year 3.88 4.00 1.10 1.00 5.00 172
Change from Preop Assessment
standard - o
Type of Visit mean median deviation minimum maximum n
1 Year 0.59 0.00 1,34 -3.00 4.00 182
2 Year 0 58 0.00 1.33 3.00 4.00 172

Overall Mean Change (b)

p-value (c)

(Standard Deviation)

0.56 ( 1.32)

<0.0001

Program Name:

Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_3.SAS

Creation Date, Time: 23JUL04 08:53
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.3
BODY ESTEEM SCALE: CHEST SCALE SCORE
OVERALL
CHEST Scale Score (a)
standard
Type of Visit mean median deviation M1N1mum max 1mum n
Preop 2.61 2 00 1.24 1.00 5.00 1006
1 Year 4.23 4.00 0.95 1.00 5.00 903
2 Year 4.20 4.00 0.97 1.00 5.00 863
Change from Preop Assessment
o standard - -
Type of Visit mean median deviation minimum maximum n
1 Year 1.64 2.00 1.56 -3.00 4.00 902
2 Year 1.63 2.00 1.58 -3.00 4.00 862
Overall Mean Change (b) (Standard Deviation) 1.59 { 1.55)
p-value (c) <0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_3.SAS

(b) From Wilcoxon Signed Rank Test on overall mean change.

the Overall Reconstruction Patients and Overall Patients.

Creation Date, Time. 23JUL0O4 08:53

Note® Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

Immediate post-mastectomy patients are excluded from the calculation of p-value for
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1n Patients Who Are Undergoing Primary Breast Augmentation or Praimary Breast Reconstruction or Revision
BODY ESTEEM SCALE: HEALTH SCALE SCORE
AUGMENTATION PATIENTS
HEALTH Scale Score (a)

standard -
Type of Visit mean median deviation minimum maximum n
Preop 4.41 5.00 0.69 2.00 5.00 550
1 Year 4.32 4.00 0.79 1.00 5.00 504
2 Year 4.27 4.00 0.86 1.00 5.00 499

Change from Preop Assessment

standard T
Type of Visit mean median deviation minimum maximum n
1 Year -0.10 0.00 0.77 -4.00 2.00 503
2 Year -0.18 0.00 0.85 -4.00 2.00 498

Overall Mean Change (b) (Standard Deviation)

p-value (c)

-0.12 ( 0.74)

0.0013

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_4.SAS

mean across patients of these averages.

Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

(b) From Wilcoxon Signed Rank Test on overall mean change. Immed:iate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 18.4

BODY ESTEEM SCALE: HEALTH SCALE SCOQRE
OVERALL RECONSTRUCTION

HEALTH Scale Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 4.00 4.00 0.95 1.00 5.00 251
1 Year 3.96 4.00 0.98 1.00 5.00 216
2 Year 3.92 4.00 0.99 1.00 5.00 193

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max 1mum n
1 Year -0.02 0.00 0.90 -3.00 3.00 216
2 Year -0.08 0.00 1.00 -3.00 2.00 193
Overall Mean Change (b) (Standard Deviation) -0.06 ( 0.88)
p-value (c¢) 0.3381
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18 4.SAS Creation Date, Time: 23JULD4 08:53

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(b) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 18.4

BODY ESTEEM SCALE* HEALTH SCALE SCORE
DELAYED POST-MASTECTOMY

HEALTH Scale Score (a)

standard
Type of Vaisit mean median deviation minimum maximum n
Preop 3.86 4.00 1.05 1.00 5.00 107
1 Year 3.73 4,00 1.03 1.00 5.00 86
2 Year 3.71 4,00 1.03 1.00 5.00 78

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.08 0.00 1.07 -3.00 3.00 86
2 Year -0.14 0.00 0.96 -3.00 2.00 78
Overall Mean Change (b) (Standard Deviation) -0.14 ( 1.01)
p-value (c) 0.1878
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_4.SAS Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(b) From wWilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients who Are Undergoing Primary Breast Augmentation or Praimary Breast Reconstruction or Revision
Table 18.4
BODY ESTEEM SCALE: HEALTH SCALE SCORE
IMMEDIATE POST-MASTECTOMY
HEALTH Scale Score (a)
standard
Type of visit mean median deviation minimum maximum n
Preop 3.87 4.00 0.92 2.00 5.00 71
1 Year 3.89 4.00 0.98 2.00 5.00 66
2 Year 3.74 4.00 0.97 2.00 5.00 57
Change from Preop Assessment
standard T -
Type of Visit mean median deviation minimum max1imum n
1 Year 0.05 0.00 0.71 -2.00 2.00 66
2 Year 0.12 0.00 1.23 -3.00 2.00 57
Overall Mean Change (b} (Standard Deviation) -0.04 ( 0.83)

p-value {(c)

Program Name:
Note.

Q.\MENTOR\COREGEL \3YEAR\TABLES\T18_4.5AS
Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.

(a)

mean across patients of these averages

(b)

the Overall Reconstruction Patients and Overall Patients.

Creation Date, Time: 23JUL04 08.53

Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
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in Patienls who Are undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 18.4
BODY ESTEEM SCALE: HEALTH SCALE SCORE
REVISION PATIENTS
HEALTH Scale Score (a)
standard o
Type of Visit mean median deviation minimum maxmum n
Preop 4,43 5.00 0.70 2.00 5.00 205
1 Year 4.22 4.00 0.80 2.00 5.00 181
2 Year 4.08 4.00 0.95 1.00 5.00 172
Change from Preop Assessment
standard - o
Type of Visit mean median deviation minimum maximum n
1 Year -0.24 0.00 0.83 -3.00 2.00 181
2 Year -0.37 0.00 0.98 3 00 2.00 172

Overall Mean Change (b) (Standard Deviation)

p-value (¢)

-0.32 ( 0.84)

<Q.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_4.SAS

mean across patients of these averages.

Creation Date, Time: 23JUL04 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change. .

(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

(b} From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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BODY ESTEEM SCALE: HEALTH SCALE SCORE
HEALTH Scale Score (a)

standard
Type of Visat mean median deviation minimum maximum n
Preop 4.32 4.00 0.78 1.00 5.00 1006
1 Year 4.21 4.00 0.85 1.00 5.00 901
2 Year 4.15 4.00 0.92 1.00 5.00 864

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max imum n
1 Year -0.11 0.00 0.82 -4.00 3.00 900
2 Year -0.18 0.00 0.92 4.00 2.00 863

Overall Mean Change (b) (Standard Deviation)

p-value (c)

-0.15 { 0.80)

<0.0001

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T18_4.SAS

Creation Date, Time:

23JULO4 08:53

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(b}) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 19 1

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE
AUGMENTATION PATIENTS

Total Score (a)

standard
Type of Visat mean median deviation minimum maximum n
Preop 35.85 37.00 4.07 20.00 40.00 544
1 Year 36.51 37.00 3.65 21.00 40.00 502
2 Year 36.40 37.00 3.69 21.00 40.00 498

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.66 0.00 3.46 -8.00 12.00 497
2 Year 0 59 0.00 3.70 -14.00 13.00 493
Overall Mean Change (b) (Standard Deviation) 0.60 ( 3.31)
p-value (b) ! 0.0004
Program Name. Q:\MENTOR\COREGEL\3YEAR\TABLES\T19_1.SAS Creation Date, Time. 21JULO4 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as 1tems 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found 1n Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE
OVERALL RECONSTRUCTION
Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.67 36.00 3.77 21.00 40.00 249
1 Year 35.76 36.00 3.86 15.00 40.00 216
2 Year 35.95 37.00 3.82 22.00 40.00 191

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.07 0.00 3.40 -11.00 14.00 215
2 Year 0.16 0.00 3.67 -10.00 11.00 190
Overall Mean Change (b) (Standard Deviation) 0.23 { 3.30)
p-value (h) 0.3730
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 1.SAS Creation Date, Time: 21JUL04 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found in Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting

the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.
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Table 19.1
ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE
DELAYED POST-MASTECTOMY
Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.77 36.00 3.69 21.00 40.00 106
1 Year 35.88 36.50 4.09 15.00 40.00 86
2 Year 35.38 36.00 4.26 22.00 40.00 77

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.16 0.00 3.24 -8.00 9.00 85
2 Year -0.51 0.00 3.41 -10.00 8.00 76
Overall Mean Change (b) (Standard Deviation) -0.06 ( 2.97)
p-value (b) 0.9017
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19_1.SAS Creation Date, Time: 21JULO4 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these guestions used to derive the
Total Score; the precise wording of each question can be found 1n Listing 14. Scores for items 1,2,4,6, and 7 have bheen reversed by subtracting

the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.




-Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-fi1lled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE

IMMEDIATE POST-MASTECTOMY

Page 4 of 6

Total Score (a)

standard
Type of Visat mean median deviation minimum maximum n
Preop 35.52 37.00 3.75 24.00 40.00 71
1 Year 35.23 35.00 3.72 27.00 40.00 65
2 Year 36.07 37.00 3.48 25.00 40.00 57
Change from Preop Assessment
standard
Type of Visit mean median deviation minimum maximum n
1 Year -0.20 0.00 3.81 -7.00 14.00 65
2 Year 0.39 0.00 3.36 -8.00 10.00 57
Overall Mean Change (b) (Standard Deviation) 0.29 ( 3.55)
p-value (b) -
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19_1.SAS Creation Date, Time: 21JUL04 10:42
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the

Total Score; the precise wording of each question can be found in Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting

the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Studv of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 5 of 6
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE
REVISION PATIENTS
Total Score (a)

standard
Type of Visat mean median deviation minimum maximum n
Preop 36.37 37.00 3.42 28.00 40.00 198
1 Year 36.47 37.00 3.16 29.00 40.00 182
2 Year 36.09 37.00 3.69 24.00 40.00 171

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.18 0.00 3.06 -7.00 10.00 176
2 Year -0.17 .00 3.60 -11.00 10.00 168
Overall Mean Change (b) (Standard Deviation) -0.02 ( 3.13)
p-value (b) 0.7862
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 1.SAS Creation Date, Time: 21JUL04 10:42

Note' Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the

Total Score,

the precise wording of each question can be found in Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.




Core Gel Sturdy nf the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 6 of 6
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision
Table 19.1
ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE
Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.91 37.00 3.88 20.00 40.00 991
t Year 36.32 37.00 3.62 15.00 40.00 900
2 Year 36.24 37.00 3.72 21.00 40.00 860

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum max1mum n
1 Year 0.43 0.00 3.38 -11.00 14.00 888
2 Year 0.35 0 00 3.68 -14.00 13.00 851
Overall Mean Change (b) (Standard Deviation) 0.38 ( 3.28)
p-value (b) 0.0024
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 1.SAS Creation Date, Time: 21JUL04 10:42

Note. Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit

and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as i1tems 1 through 10. The results include only patients who had responses for all these questions used to derive the

Total Score;

the precise wording of each question can be found 1in Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores indicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 1 of 16
1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 19.2

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
AUGMENTATION PATIENTS - SUBMUSCULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.74 37.00 4.14 20.00 40.00 225
t Year 36.52 37.00 3.52 23.00 40.00 206
2 Year 36.48 38.00 3.72 22.00 40.00 207

Change from Preop Assessment

standard
Type of Visit mean median deviation m1nimum maximum n
1 Year 0.82 0.00 3.70 -8.00 12.00 204
2 Year 0.80 0.00 4.19 -11.00 13.00 204
Overall Mean Change (b) (Standard Deviation) 0.79 ( 3.69)
p-value (c) 0.0134
Program Name: Q:\MENTOR\COREGEL \3YEAR\TABLES\T19_2.SAS Creation Date, Time: 21JUL04 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found in Listing 14. Scores for items 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores 1ndicate higher self-esteem.

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 2 of 1A
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 19.2

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
AUGMENTATION PATIENTS - SUBGLANDULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum max1mum n
Preop 36.24 37.00 3.72 22.00 40.00 184
1 Year 36.60 38.00 3.66 23.00 40.00 170
2 Year 36.44 37.00 3.59 25.00 40.00 168

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
1 Year 0.40 0.00 2.97 -8.00 8.00 168
2 Year 0 18 0.00 3.53 -14.00 9.00 167
Overall Mean Change (b) (Standard Deviation) 0.27 ( 2.90)
p-value (c) ! 0.1573
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 2.SAS Creation Date, Time: 21JULO4 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found in Listing 14, Scores for items 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores indicate higher self-esteem

(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Fffectiveness of the Mentor Round Gel-filled Mammary Prosthesis

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Table 19.2

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT

AUGMENTATION PATIENTS -

SUBPECTORAL

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.50 37.00 4.40 21.00 40.00 135
t Year 36.35 37.00 3.86 21.00 40.00 126
2 Year 36.20 37.00 3.81 21.00 40.00 123

Change from Preop Assessment

standard
Type of Visit mean median deviation minimum maximum n
t Year 0.76 0.00 3.69 -7.00 10.00 125
2 Year 0.81 0.50 2 97 -5.00 10.00 122
Overall Mean Change (b) (Standard Deviation) 0.72 ( 3.16)
p-value (c) 0 0259

Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 2.SAS

Creation Date, Time:

214UL04

10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.
(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found 1n Listing 14. Scores for 1tems 1,2,4,6, and 7 have been reversed by subtracting

the actual score from 5. Higher scores indicate higher self-esteem.

{(b) Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the

mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Patients and Overall Patients.



Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesais

1n Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT

OVERALL RECONSTRUCTION -

SUBMUSCULAR

Page 4 of 16

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 35.90 37.00 3.69 21.00 40.00 157
1 Year 35.63 36.00 3.95 15.00 40.00 135
2 Year 35.69 37.00 4.06 22.00 40.00 125

Change from Preop Assessment

o standard
Type of Visit mean median deviation minimum max1mum n
1 Year -0.21 0.00 3.68 -11.00 14.00 134
2 Year -0.35 0.00 3.62 -10.00 10.00 124
Overall Mean Change (b) (Standard Deviation) -0.06 ( 3.43)
p-value {(c) 0.4879
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19_2.SAS Creation Date, Time: 21JUL04 10:42
Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the

Total Score;

the precise wording of each guestion can be found in Listing 14. Scores for 1items 1,2,4,6, and 7 have been reversed by subtracting

(b} Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.
(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for

the Overall Reconstruction Patients and Overall Patients.



-Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Mammary Prosthesis Page 5 of 16
1n Patients Who Are Undergoing Primary Breast Augmentation or Pramary Breast Reconstruction or Revision

Table 19.2

ROSENBERG SELF-ESTEEM SCALE: TOTAL SCORE BY DEVICE PLACEMENT
OVERALL RECONSTRUCTION - SUBGLANDULAR

Total Score (a)

standard
Type of Visit mean median deviation minimum maximum n
Preop 34.05 35.00 4.41 27.00 40.00 21
1 Year 34.33 34.00 4.34 25.00 40.00 18
2 Year 36.00 36.50 4.18 26.00 40.00 16

Change from Preop Assessment

o standard

Type of Visit mean median deviatzion minimum maximum n
1 Year -0.22 0.00 2.76 -5.00 4.00 18
2 Year 1.63 1.50 4.33 -7.00 9.00 16
Overall Mean Change (b) (Standard Deviation) 0.68 ( 3.62)
p-value (c) 0.4621
Program Name: Q:\MENTOR\COREGEL\3YEAR\TABLES\T19 2.SAS Creation Date, Time: 21JULO4 10:42

Note: Patients who returned for a particular visit outside of the pre-established visit windows are excluded from analyses of that specific visit
and are excluded from analyses of the overall mean change.

(a) The Total Score 1s scored as items 1 through 10. The results include only patients who had responses for all these questions used to derive the
Total Score; the precise wording of each question can be found in Listing 14. Scores for 1tems 1,2,4,6, and 7 have been reversed by subtracting
the actual score from 5. Higher scores indicate higher self-esteem

(b Obtained by calculating, for each patient, the average change from preop assessment across all postop assessments and then calculating the
mean across patients of these averages.

(c) From Wilcoxon Signed Rank Test on overall mean change. Immediate post-mastectomy patients are excluded from the calculation of p-value for
the Overall Reconstruction Pataents and Overall Patients.



