Inamed Corporation
Meodular Submission M010040
MeGhan Silicone-Filled Breast Implants

1990 MCGHAN MEDICAL CORPORATION

MAMMARY IMPLANT CLINICAL STUDY
AUGMENTATION COHORT

FINAL REPORT

December 13, 2002

Inamed Corporation
CONFIDENTIAL

Attachment 15

CONFIDENTIAL

Q001



Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL
1990 MCGHAN MEDICAL CORPORATION
MAMMARY IMPLANT CLINICAL STUDY
AUGMENTATION COHORT
TABLE OF CONTENTS
INTRODUCTION...... 3
METHODS 3
RESULTS e eeeeeeeeeeereeeesssnrsssssessssssmssasssssssassessessssse soomsssssonsons 5
CONCLUSIONS 5
AR90 AUGMENTATION TABLES 6
AR90 AUGMENTATION APPENDICES 101
APPENDIX A 102

Investigational Sites by Principal Investigator, Facility, and Institutional
Review Board

APPENDIX B.. . 113
Patient Enrollment by Investigational Site and Implanting Physician

APPENDIX C 118
Distribution of Product Styles by Investigator

APPENDIX D 125

Patient Dichntinuation Forms

Attachment 15 | 000002



Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

INTRODUCTION

The 1990 McGhan Medical Corporation Mammary Implant Clinical Study (AR90) is
being submitted in order to provide safety and effectiveness data in support of this PMA
for McGhan Silicone-Filled Breast Implants. AR90 is a five-year, prospective, multi-
center clinical trial of saline-filled and silicone-filled breast implants for augmentation
and reconstruction. The final report of 5-year results obtained for patients enrolled with
McGhan Saline-Filled Breast Implants in this study was submitted to FDA on November
15, 1999 as part of the McGhan Medical PMA for saline-filled breast implants (PMA
#P990074). This report presents the results of data obtained from augmentation patients
implanted with McGhan Silicone-Filled Breast Implants only.

METHODS

Five hundred and forty-nine (549) augmentation patients were enrolled (i.e., implanted)
with silicone-filled breast implants by 57 investigators. This report presents data
obtained from 547 patients; 2 patients are not included because they did not meet the
eligibility criteria (1 patient had a previous breast implant procedure and 1 patient was
under 18 years old). These patients continued to be followed for safety events after
implantation. Appendix A provides facility and IRB information for all study
investigators for both the augmentation and reconstruction cohorts, including both
implanting investigators and non-implanting investigators who later joined the study for
the purpose of following patients who were originally enrolled by a different physician.
Appendices B and C provide detailed patient/implant enrollment information for each
mmplanting investigator for the augmentation cohort. Appendix D provides copies of
patient discontinuation forms. Discontinuation forms were not completed by sites for
patients who were explanted of all primary study devices and replaced with other study
devices; these patients continved to be followed for safety events after replacement.

Inamed is currently selling only 4 of the 11 device styles included in this study (Styles 40,
110, 120, and 153). The following devices were used in this study:

Silicone-Filled Devices

e Style 40 - round, smooth

* Style 80 - round, smooth

e Style 110 - round, textured
e Style 120 - round, textured
e Style 148 - round, textured
s Style 153 - shaped, textured
e Siyle 246 - round, smooth

3
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Silicone/Saline-Filled Devices
e Style 46 - round, smooth
* Style 156 - round, textured
e Style 178 - round, textured
e Style 278 - round, smooth

The procedures for data collection in this study were similar to those described in the
Procedures for Data Collection section of the Adjunct Clinical Study Reports included in
this PMA submission, except for the following;

* ARO90 patient follow-up occurred annually through 5 years.

* ARO90 includes a more in-depth effectiveness assessment (i.e., patient- completed
Quality of Life questionnaire and bra size measurement).

The general approach for data analysis in this study is similar to the methods described in
the General Analysis Approach section of the Adjunct Clinical Study Reports included in
this PMA submission, except for the following:

* Data reported is for the complete cohort of patients through the final 5-year visit
interval.

* The extract of the database housing the data used for this report was taken on
-October 19, 1999.

The specific data analysis methods used in this study are similar to those described in the
Methods for Data Analysis section of the Adjunct Clinical Study Reports included in this
PMA submission, except for the following:

* Adjusted patient compliance is calculated based only on primary study devices.

When a patient undergoes removal of all primary study devices (with or without

replacement), the patient appears in the “Cumulative Removal” category and 1s
not considered in the denominator of the adjusted compliance calculation. This
method for calculating adjusted compliance is identical to the method used to
present the 5-year AR90 saline results in the McGhan Medical PMA for saline-
filled breast implants (PMA #P990074, approved May 10, 2000).
Bilaterally implanted patients were discontinued from the study if they had one of
their implants removed and replaced with a non-McGhan device.
Quality of Life analyses were conducted for those parameters included in the _
AR90 Study (e.g., general health, self-concept, motivation, and satisfaction). The
analysis method was similar to the method described in the Core Clinical Study
Reports included in this PMA submission and was identical to the method used to
present the AR90 saline results in the McGhan Medical PMA for saline-filled
breast implants (PMA #P990074, approved May 10, 2000).
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RESULTS

The results of this clinical study are provided in Tables 1 — 89. A breakdown of the
specific results presented in these tables is as follows:

e Tables1—4: Demographic Information

e Tables5-16: Device Distribution

e Tables 17 —-23: . Surgical Treatment Characteristics
e Table 24:

Surgeon’s Assessment of Initial Implant Surgery

e Tables 25 - 26: Follow-Up Compliance and Patient Discontinuation

*» Tables 27 -34: Secondary Procedures

e Tables 35 - 36:. Capsular Contracture

e Table 37: Implant Rupture

e Tables 38 —43: Implant Replacement/Removal

e Tables 44 - 64: Other Medical Complications

¢ Tables 65 —68: Reproduction and Lactation Problems

» Tables 69— 70: Breast Disease and Connective Tissue/Autoimmune
Disease

e Tables 71 —72: Changes in Bra Size

» Tables 73 —75: . Satisfaction with Outcome

s Table 76: Motivation for Surgery

e Table 77 - 89: Quality of Life

There were no Unanticipated Adverse Events (UAEs) associated with the silicone-filled
breast implants for any of the augmentation patients in this study. Nine (9) UAE forms
were completed by investigators for augmentation patients. These forms were reviewed

by the Medical Monitor who determined that the events reported (e.g., infection) did not
meet the definition of a UAE.

There were 3 patient deaths reported in this study. One (1) patient committed suicide and
2 patients died from lung cancer.

CONCLUSIONS

Overall, the results of this study revealed that McGhan Silicone-Filled Breast Implants
are both safe and effective devices for use in augmentation of the normal breast. This

conclusjon is based on data from a total of 547 patients who received these devices and
were followed for 5 years post-implant.
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AR90 AUGMENTATION TABLES
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Table 1: Patient Age
Patients (N = 547)

Age n %
18-19 8 1.5%
20-29 211 - 38.6%
30-39 245 44.8%
40-49 71 13.0%
50-59 11 2.0%
60-69 1 0.2%

547 100.0%
Median = 31 years
Range = 18 to 62
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Table 2: Patient Race and Marital Status

Patients (N = 547)

Characteristic n %

Race
Caucasian 504 92.1%
African-American 5 0.9%
Other . 38 6.9%
547 100.0%

Marital Status

Single 137 25.0%
Married 304 55.6%
Widowed 7 1.3%
Separated 23 . 4.2%
Divorced 76 13.9%

547 100.0%

6oGROos
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Table 3: Patient Occupation and Education
Patients (N = 547)
Characteristic n %
Occupation
Clerical 93 17.0%
Professional 246 45.0%
Trade 53 9.7%
Manual Labor 9 1.6%
Student 32 5.9%
Housewife 72 13.2%
Other 41 7.5%
Not Provided 1 0.2
547 . 100.0%
Education
High School 5 0.9%
Some College 129 23.6%
College Graduate 256 46.8%
Post College 117 21.4%
Other 37 ’ 6.8%
Not Provided 3 0.5%
547 100.0%

Attachment 15
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Table 4: Patient Pre-Implant Height and Weight
Patients (N = 547)

Characteristic n %
Height

4°11" & pnder 49 9.0%

50" - 5’2" 91 16.6%

5’3" - 5’5" 193 35.3%

5’6" - 58" 163 29.8%

5’9" - 5’yq" 42 7.7%

6’0" & over 8 1.5%

Not Provided 1 0.2%

547 100.0%

Median = 5°4"
Range = 4’2" to 6’2"
Weight

99 1lbs & under 16 2.9%

100-109 68 12.45%

110-119 142 26.0%

120-129 161 29.4%

130-139 92 16.8%

140-149 45 8.2%

150-159 11 2.0%

160 & over 10 1.8%

Not Provided 2 0.4%

547 100.0%
Median = 121 1bs
Range = 85 T0O 220 1lbs
.
eQGN1L0
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Table 5: Product Styles
Implants (N = 1093)
Product Styles n %
Style 40 73 6.7%
Style 46 139 12.7%
Style 80 1 0.1%
Style 110 230 21.0%
Style 120 78 7.1%
Style 148 1561 13.8%
Style 153 0 0.0%
Style 156 2 0.2%
Style 178 218 19.9%
Style 246 36 3.3%
Style 278 165 15.1%
1093 100.0%
GQGO1A
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Table 6: Product Style 40

Implants (N = 73)

Size n %
140 2 2.7%
200 2 2.7%
240 8 11.0%
260 12 16.4%
280 2 2.7%
300 10 13.7%
320 8 11.0%
340 6 8.2%
360 16 21.9%
400 7 9.6%

73 100.0%
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Table 7: Product Style 46

Implants (N = 139)

Size n o
200 3 2.2%
220 8 5.8%
240 3 2.0%
260 1 7.9%
1280 25 18.0%
290 2 1.4%
300 10 7.2%
310 4 2.9%
320 14 10.1%
330 2 1.4%
340 9 6.5%
350 2 1.4%
360 15 10.8%
370 2 1.4%
380 7 5.0%
390 3 2.2%
400 11 7.9%
410 1 0.7%
420 2 1.4%
430 1 0.7%
460 4 5 9%
139 100.0%
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Table 8: Product Style 80

Implants (N = 1)

Size

360 1 100.0%

b

100.0%

’
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Table 9: Product Style 110

Implants (N = 230)

Size n %
150 1 0.4%
180 8 3.5%
210 3 1.3%
240 14 6.1%
270 25 10.9%
300 37 16.1%
330 37 16.1%
360 26 11.3%
3980 25 10.9%
420 27 11.7%
450 16 7.0%
480 7 3.0%
510 4 1.7%

230 100.0%

GOGO1S
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Table 10: Product Style 120

Implants (N = 78)

Size n %
220 2 2.6%
260 6 7.7%
300 8 10.3%
340 10 12.8%
400 11 14.1%
440 15 19.2%
500 11 14.1%
550 15 19.2%

78 100.0%
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Table 11: Product Style 148

Implants (N = 151)
Size n %
180 2 1.3%
210 14 9.3%
240 18 11.9%
270 31 20.5%
300 32 21.25%
330 18 11.9%
360 20 13.3%
390 8 5.3%
420 8 5.3%
151 100.0%
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Table 12: Product Style 153

Implants (N = 0)

Size

There were no Style 153’s enrolled in the augmentation cohort

aoon1s
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Table 13: Product Style 158

Implants (N = 2)

Size n

o°

400 100.0%

ol o

100.0%
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Table 14: Product Style 178
Implants (N = 218)

Size n %
160 2 0.9%
220 6 2.8%
225 1 0.5%
230 2 0.9%
240 5 2.3%
245 1 0.5%
260 24 11.0%
275 1 0.5%
280 8 3.7%
285 2 0.9%
290 1 0.5%
300 31 14.2%
305 1 0.5%
310 7 3.2%
320 32 14.7%
325 2 0.9%
330 4 1.8%
335 2 0.9%
340 32 14.7%
345 1 0.5%
350 10 4.6%
355 2 0.9%
360 25 11.5%
375 1 0.5%
380 6 2.6%
390 4 1.8%
400 3 1.4%
430 1 0.5%
440 1 0.5%

218 100.0%
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Table 15: Product Style 246

Implants (N = 36)

Size n o
220 2 5.6%
240 2 5.6%
280 8 22.2%
300 8 22.2%
320 8 22.2%
360 4 11.1%
400 2 5.6%
500 2 5.6%

36 100. 0%
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Table 16: Product Style 278
Implants (N = 165)

Size n %
220 12 7.3%
240 14 8.5%
250 2 1.2%
260 41 24.9%
280 24 14.6%
‘300 16 9.7%
310 2 1.2%
320 25 15.2%
335 2 1.2%
340 16 9.7%
350 2 1.2%
360 8 4.9%
380 1 0.6%

165 100.0%
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Table 17: Indications for Procedure

Patients (N = 547)

Indication for Procedure

n %
Cosmetic Augmentation Only 496 90.7%
Augmentation with Breast Ptosis 46 8.4%

Augmentation with Post-
Lactational Mammary Involution 5 0.9%
547 100.0%
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Table 18: Procedure Performed
Patients (N = 547)

Procedure n %
Augmentation Only 507 92.7%
Augmentation with Mastopexy 40 7.3%
547 100.0%

GGo
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Table 19: Type of Anesthesia and Surgical Facility
Patients (N = 547)
Characteristic n %
Anesthesia
General 386 70.6%
Local 161 29.4%
547 100.0%
Facility
Doctor’s Office 339 62.0%
Free Standing Surgi-Center 151 27.6%
Hospital Out-Patient 54 9.9%
Hospital In-Patient 3 0.5%
547 100.0%

Attachment 15
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Table 20: Surgical Characteristics

Implants (N = 1093)

Characteristic n %
Incision Site
Areolar 668 61.1%
Inframammary 319 29.2%
Axillary 106 9.7%
1093 100.0%
Implant Placement
Subglandular 537 49.1%
Submuscular 556 50.9%
1093 100.0%

Attachment 15
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Table 21: Concomitant Procedures
Patients (N = 547)
Procedure n %
No Concomitant Procedures 468 85.6%
Concomitant Procedures (Aug=79 Patients)*
Breast Related (Implanted Side)
Biopsy/Lump Removal 17 3.1%
Mastopexy 40 7.3%
Nipple-Related Procedures 6 1.1%
Capsule Treatment 0 0.0%
Reduction 0 0.0%
Removal of Skin Lesion 8 1.5%
- SKkin Flap 0 0.0%
Muscle Flap 0 0.0%
Other 1 0.2%
72 13.2%
Breast Related (Non-Implanted Side)
Biopsy/Lump Removal 0 0.0%
Mastopexy 0] 0.0%
Nipple-Related Procedures 0 0.0%
Reduction 0 0.0%
0 0.0%%
Non-Breast Related
Facial Plastic Surgery 3 0.5%
Bodily Plastic Surgery 10 1.8%
Other 1 0.2%
s 2.6%

The sum of patients with concomitant procedures is greater than

the number of patients who had concomitant procedures because a
patient may have had more than one concomitant procedure.
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Table 22: Intraoperative Medications by Route of Administration
Patients (N = 547)
Type of Medication n %
Pocket Irrigation
Steroid 46 8.4%
Antibiotic 171 31.3%
Betadine 226 41.3%
Other Antiseptic 45 8.2%
None 112 20.5%
600 109.7%
Within Implant
Steroid 108 19.7%
Antibiotic 43 7.9%
Betadine 2 0.4%
None 422 77.1%
575 105.1%%
Other Routes of Administration
Oral Antibiotic 5 G:9%
Parenteral Antibiotic 230 42.0%
Steroid 27 4.9%
None 311 56.9%
573 104.8%
GO0k
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Table 23: Operative Complications
Patients (N = 547)
Operative Complications n %
No Complications 540 98.7%
Complications 7 1.3%
547 100.0%
Augmentation: Operative Complications (N=7)
Pt
Seq# Operative Complications Specified
001 BLEEDING
002 BLEEDING
003 NAUSEA
004 SUSP. CONTAM. (HOLE IN GLOVE)
005 INNER COMPARTMENT MISLABELED
006 ARRHYTHMIA
007 BRADYCARDIA
GGo0
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Table 24: Surgeon’s Assessment of Initial Implant Surgery
Implants (N = 1093)
Surgeon’s Assessment n %
Definitely Satisfied 754 69.0%
Satisfied 314 28.7%
Somewhat Satisfied 23 2.1%
Somewhat Dissatisfied 0 0.0%
Definitely Dissatisfied 0 0.0%
Not Provided 2 0.2%
1093 100. 0%

HHHINTE
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Table 25: Follow-Up Compliance

Patients Enrolled (N = 547)

Patients Unadjusted Cumulative* Cumulative* Adjusted**

Seen Compliance Deaths Removals  Compliance
Study Interval n % n n %
0-4 Weeks 547 100.0% 0 0 100.0%
6 Months 467 85.4% 0 1 85.5%
1 Year 449 82.1% 0 8 83.3%
2 Years 365 66.7% 0 16 68.7%
3 Years 417 76.2% 1 23 79.7%
4 Years 384 70.2% 3 29 74.6%
5 Years 357 65.3% 3 34 70.0%

Cumulative deaths/removals refers to the total number of deaths/
removals prior to the beginning of the study interval.

** Adjusted compliance excludes from the denominator of the calculation
any patients who died or had all primary study implants removed
prior to the beginning of the study interval.
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Table 26: Patient Discontinuation Through Five Years

Patients (N = 547)

Characteristic n %
Not Discontinued 500 91.4%

Discontinued
Death 3* 0.5%
Removal of Primary Implants 35 .4%
Chose to Discontinue 9 1.6%
547 100.0%

Reasons for deaths were: suicide (n=1) and lung cancer (n=2)

[

b
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Table 27: Number of Secondary Treatment Visits Through Five Years

Patients Implants
(N = 547) (N = 1093)
Secondary Treatment Visits n % n %
No Secondary Treatment Visits 422 77.1% 900 82.3%
Al Least One Secondary
Treatment Visit 125 22.9% 193 17.7%

547 100.0% 1093 100.0%

Secondary Treatment Visit Breakdown

1 Visit 87 69.6% 153 79.3%
2 Visits 27 21.6% 25 13.0%
3 or More Visits 11 8.8% 15

125 100.0% 193 100.0%

Total Secondary Treatment
Visits 182 patient 260 implant
visits* visits**

*

Total number of secondary patient treatment visits 1s calculated as:
(87 x 1 visit) + (27 x 2 visits) + (7 x 3 visits) + (1 x 4 visits) +
(2 x 5 visits) + (1 x 6 visits) = 182 patient visits

** Total number of secondary implant treatment visits is calculated as:
(153 x 1 visit) + (25 x 2 visits) + (8 x 3 visits) + (2 x 4 visits)

+ (5 x § visits) = 260 implant visits
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Table 28: Number of Procedures Per Secondary Treatment Visit
Through Five Years
Patient Treat- Implant Treat-
ment Visits ment Visits
(N = 182) (N = 260)
Number of Treatments n % n %
Procedure Performed Breakdown
1 Procedure 95 52.2% 233 89.6%
2 Procedures 76 41.8% 22 8.5%
3 or More Procedures 11 6.0% 5 1.9%
182 100.0% 260 100.0%
Total Secondary Procedures
Performed 293 procedures 293 procedures
by patient* by implant**

Total number of secondary procedures performed by patient is
calculated as: (1 procedure x 95) + (2 procedures Xx 76) + (3
procedures x 3) + (4 procedures x 6) + (6 procedures x 1) + (7
procedures x 1) = 293 procedures

Total number of secondary procedures performed by implant is
calculated as: (1 procedure x 233) + (2 procedures x 22) + (3
procedures x 4) + (4 procedures x 1) = 293 procedures

* X

‘ GoOeNn34
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Table 29: Operative Complications for Each Secondary Patient
Treatment Visit Through Five Years

Patient Treatment Visits (N = 182)

Operative Complications n %
No Operative Complications 180 98.9%
Operative Complications 2 1.1%

182 100.0%

Operative Complications (N = 2)

Pt

Seq#t Operative Complications Specified
001 Lt HEMAT-SUBGLAND POCKET

002 Rt IMPLANT RUPTURED
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Table 30: Surgeon’s Assessment of Each Secondary Implant Treatment
Visit Through Five Years

Implant Treatment Visits (N = 260)

Surgeon’s Assessment

n %
Definitely Satisfied 97 37.3%
Satisfied 81 31.2%
Somewhat Satisfied 17 6.5%
Somewhat Dissatisfied 3 1.2%
Definitely Dissatisfied 3 1.2%
Not Provided 59 22.7%

260 100.0%
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Table 34: Types of Secondary Procedures Performed Through Five Years

Types of Secondary Procedures n %(N = 293)

Implant Related Procedures

Aspiration 32 10.9%
Capsule Procedure
Capsulectomy 3 1.0%
Capsulorrhaphy 3 1.0%
Capsulotomy 36 12.3%
Other Capsule Procedure 3 1.0%
Change Saline Fill
Add Saline 9 3.1%
Remove Saline 0 0.0%
Implant Removal
With Replacement 58 19.8%
Without Replacement 12 4.1%
Mastopexy 9 3.1%
Reposition Implant 24 8.2%
Scar Revision 54 18.4%
Wound Repair 4 1.4%
Other 10 3.4%
257 87.7%

Non-Implant Related Procedures
Biopsy/Lump Removal 1

0 3.4%

Mastectomy 0 0.0%
Nipple-Related Procedure 6 2.0%
Removal of Skin Lesion/Cyst 9 3.1%
Skin Adjustment 9 3.1%
Muscle Flap 0 0.0%
Bodily Plastic Surgery 2 0.7%
36 12.3%
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Table 36: Worst Case Baker Grade Observed Buring Each Study Interval
(by Patient)

Baker Classification Score

Baker Baker Baker Baker

Patients 1 11 111 1v
Study Interval N % % % %
0-4 Weeks 547 61.1% 36.9% 1.6% 0.4%
6 Months 465 87.3% 10.1% 1.9% 0.6%
1 Year 447 85.5% 10.5% 3.6% 0.4%
2 Years 363 81.0% 15.4% 3.3% 0.3%
3 Years 415 80.7% 12.8% 5.5% 1.0%
4 Years 381 79.5% 14.7% 4.5% 1.3%
5 Years 354 79.45% 15.5% 4.2% 0.8%

*

If no Baker Grade was given for a visit but capsular contracture was
indicated specifically, or if a capsule treatment was performed to
correct firmness and no Baker Grade was given, Baker Grade was assumed

to be Grade 1V.
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Table 41: Primary Reason* for Implant Replacement/Removal Through Five Years

Implant Removals (N = 70)

Primary Reason* for Implant Removal

n %
Removal To Treat a Complication
Rupture/Deflation/Leakage 15 21.4%
Infection 4 5.7%
Capsular Contracture 11 15.7%
Wrinkling 1 1.4%
Unknown 4 5.7%
35 50.0%
Removal Due to Patient Choice
Change Size/Style 28 40.0%
Media-Related Anxiety 7 10.0%
35 50.0%

*1In the case where multiple reasons are given for implant removal, the
primary reason is determined by classifying the response into a single
category based on the hierarchy defined by the above ordering of

complications and patient choice reasons. A complication takes precedence
over patient choice as reason for implant removal.
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Table 42: Types of Replacement Implants Through Five Years

Implants Replaced (N = 58)

Type of Device

n %
McGhan Study Device 19 32.8%
McGhan Non-Study Device 23 38.7%
Non-McGhan Device 16 27.6%
58 "100.0%

GO0
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Table 43: Replacement Implant Sizes Through Five Years

Implants Replaced

With McGhan Study Devices

(N = 19)
Replacement Implant Size n %
Removal To Treat a Complication
Larger Size than Initial Implant 2 10.5%
Same Size as Initial Implant 2 10.5%
4 21.0%
Removal Due to Patient Choice
Larger Size than Initial Implant 9 47.4%
Same Size as Initial Implant 4 21.1%
Smaller Size than Initial Implant 2 10.5%
15 78.9%
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Table 44: Risk of First Occurrence of Asymmetry

By Patient
Number Number Cumulative
Affected Remaining Risk
Time n n : % (95% CI)
4 Weeks 10 530 1.8% ( 0.7, 3.0% )
6 Months 23 498 4.3% ( 2.6, 6.0% )
"1 Year 44 459 8.4% ( 6.0, 10.7%)
2 Years 52 423 10.1% ( 7.5, 12.6%)
3 Years 68 381 13.6% (10.5, 16.6%)
4 Years 74 346 15.0% {11.8, 18.1%)
5 Years 85 197 18.2% (14.6, 21.8%)
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Cumulative
Risk

By Implant

Number
Remaining

Number
Affected

By Patient
Cumulative
Risk

Number
Remaining

Risk of First Occurrence of Hematoma
Number
Affected

Table 48

Attachment 15

% (95% CI)

% (95% CI)

Time

0.6% (0.2%,1.1%)
0.8% (0.3%,1.4%)
0.8% (0.3%,1.4%)
0.8% (0.3%,1.4%)
0.8% (0.3%,1.4%)
1.1% (0.4%,1.7%)
1.1% (0.4%,1.7%)

1070
1029

-
9

1.3% (0.3%,2.2%)
1.7% (0.6%,2.7%)
1.7% (0.6%,2.7%)
1.7% (0.6%,2.7%)
1,7% (0.6%,2.7%)
2,1% (0.9%,3.4%)
2.1% (0.9%,3.4%)

532
511
492
458
427
395
233

4 Weeks

6 Months
1 Year
2 Years
3 Years
4 Years

890
921
859
796

11

11

469

11

11

Years
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% (95% CI)

% (95% CI)

Time

0.1% (0.0%,0.3%)
0.2% (0.0%,0,4%)
0.3% (0.0%,0.6%)
0.4% (0.0%,0.8%)
0.4% (0.0%,0.8%)
1.1% (0.4%,1.8%)
1.1% (0.4%,1.8%)

1076
1035

0.2% (0.0%,0.5%)
0.4% (0.0%,0.9%)
0.6% (0.0%,1.2%)
0.8% (0.0%,1.5%)
0.8% (0.0%,1.5%)
1.8% (0.5%,3.0%)
1,8% (0.5%,3.0%)

538
517

496

4 Weeks

6 Months
1 Year
2 Years
3 Years
4 Years
5 Years

994
023

460
429
395
235

861
795
471

10
10
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1990 STUDY - AUGMENTATION COHORT

Table 65: Pre-Implant Reproduction Problems

Patients (N 547)
Reproduction Problems n %
No Problems 432 79.0%
Problems 115 21.0%
547 100.0%
Pt

Seq# Reproduction Problem

1 2 Spontaneous Abortions
2 1 Spontaneous Abortion

3 2 Spontaneous Abortions
4 1 Spontaneous Abortion

5 1 S$till Birth

6 1 Spontaneous Abortion

7 1 Spontaneous Abortion

8 1 Spontaneous Abortion

9 1 Spontaneous Abortion

10 1 Spontaneous Abortion

11 1 Spontaneous Abortion

12 1 Spontaneous Abortion

13 1 Spontaneous Abortion

14 1 Cerebral Palsy

15 3 Spontaneous Abortions
16 3 Spontaneous Abortions
17 1 Spontanecus Abortion

18 1 Spontaneous Abortion

19 2 Spontaneous Abortions
20 1 Spontaneous Abortion

21 1 Spontaneous Abortion

22 1 William's Syndrome

23 1 Spontaneous Abortion

24 2 Spontaneous Abortions
25 i Spontaneous Abortion

26 1 Spontaneous Abortion

Attachment 15

GOQOL

Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

A

o

1§

¢!



1990 STUDY - AUGMENTATION COHORT

Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

Table 65: Pre-Implant Reproduction

Problems

{cont.)

Pt
Seqg#

27
28
29
30
31

32
33
34
35
36
37
38
39
40
41

42
43
44
45
46
47
48
49
50
51

52
53

Reproduction Problem

- e wmb - N
L S T . . T A T S i e A 2 A S B (V]

Spontaneous
Spontaneous
Spontaneous
Spontaneous

Spontaneous -

Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Abortions
Abortion
Abortion
Abortion
Abortion
Abortions
Abortions
Abortions
Abortion
Abortion

Atrial Septal Defect & 1 Spontaneous Abortion
Cerebral Palsy & 2 Still Births

Spontaneous

Abortion

Limb Deformity & 1 Spontaneous Abortion

Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Abortion
Abortion
Abortion
Abortion

Abortion & 2 Still Births

Abortions
Abortion
Abortion
Abortion
Abortion
Abortion
Abortions
Abortion
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Table 65: Pre-Implant Reproduction Problems

(cont.)

Pt
Seq#

54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83

Reproduction Problem

- el -
- - Oy
- ) wh ek b e e owm D) = 1 = WO N

Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortions
Spontaneous Abortion
Spontaneous Abortion
Still Births
Spontaneous Abortions
Still Births
Spontaneous 'Abortion
Spontaneous Abortion
Spontaneous Abortions
Spontaneous Abortion
Spontaneous Abortions
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortion
Spontaneous Abortions
Spontaneous Abortion
Spontaneous Abortion

& 1 Still Birth
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Table 65: Pre-Implant Reproduction Problems

(cont.)

Pt
Seq#

84
85
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110
111
112
113
114
115

Reproduction Problem

1
1
1
1
3
1
1
1
1
4
1
1
1
1
3
1
1
1
3
1
1
1
1
1
2
1
1
1
1
1
1
1

Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Still Birth

Spontaneous
Still Birth
Spontaneous
Spontaneous
Spontaneous
Spinabifida
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Still Birth
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Abortion
Abortion
Abortion
Abortion
Abortions
Abortion
Abortion
Abortion
Abortion
Abortions
Abortion

Abortion
& 3 Spontaneous Abortions
Abortions
Abortion
Abortion

Abortions
Abortion
Abortion
Abortion

Abortion
Abortions
Abortion
Abortion
Abortion
Abortion
Abortion
Abortion
Abortion
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Table 66: Post-Implant Reproduction Problems Through Five Years

Reproduction Problems

No Problems

Problems

Pt
Seq#

O ND U D WN =

©

10
11
12
13
14
15
16
17

Reproduction Problem*

-
[ Y O S I e e

Still Born
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Abortion
Abortion
Abortion
Abortion
Abortion
Abortion
Abortion
Abortions

Facial Deformity

Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous
Spontaneous

Abortion
Abortion
Abortion
Abortion
Abortion
Abortion
Abortions

Patients (N = 547)
n %
530 96.9%
17 3.1%
547 100.0%

& 1 Tubal Pregnancy

* Represents all reproduction problems since implantation,
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Table 67: Pre-Implant Lactation Problems

Patients (N = 547)
Lactation Problems n %
No Problems 524 95.8%
Problems 23 4.2%
547 100.0%

Pt

Seq# Lactation Problem

1 Mastitis

2 Lack of Milk

3 Lack of Milk

4 Mastitis

5 Difficulty Feeding

6 Lack of Milk

7 Lack of Milk

8 Lack of Milk

9 Psychological Complication

10 Nipple Inversion

11 Lack of Milk

12 Nipples Cracked and Bleeding

13 Lack of Milk

14 Nipples Cracked and Bleeding

15 Pain & Over Production of Milk

16 Mastitis

17 Pain

18 Lack of Milk

19 Nipples Cracked and Bleeding & Infection/Inflammation

20 Infection/ Inflammation

21 Over Production of Milk

22 Lack of Milk

23 Lack of Milk

G
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Table 68: Post-Implant Lactation Problems Through Five Years

Patients (N = 547)

Lactation Problems

No Problems

535 97.8%
Problems

12 2.2%

547 100.0%

w "
M ~t
0L
B

Lactation Problem*

Lack of Milk

Pain/Soreness .
Lack of Milk & Milk Production is Not Stopping
Bloody Milk

Nipple Discharge

Lack of Milk

Lack of Milk

Infection

Lactation During Pregnancy

Not Able To Breast Feed/ Not Specified
10 Milk Came in Quickly

11 Pain/Soreness

12 Pain/Soreness

© O ~NOO O A WN -

©

* Represents all lactation problems since implantation.
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Table 69: Pre-Implant Breast Disease
& Connective Tissue/Autoimmune Disease

Patients (N = 547)

Breast Disease

n %
No Breast Disease 534 97.6%
Breast Disease
Benign 11 2.0%
Malignant 0 0.0%
Unknown 2 0.4%
547 100.0%
Patients (N-= 547)
CTD n %
No CTD 540 98.7%
CiD
Rheumatoid Arthritis 3 0.5%
Systemic Lupus 1 0.2%
Raynaud’s Syndrome 1 0.2%
Rheumatic Fever 2 0.4%
547 100.0%
0000vs

Attachment 15



Inamed Corporation
Modular Submission M010040
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL
1990 STUDY - AUGMENTATION COHORT

Table 70: Post-Implant Breast Disease
& Connective Tissue/Autoimmune Disease Through 5 Years

Patients (N = 547)

Breast Disease

n %
No Breast Disease 517 94.5%
Breast Disease
Benign 28 5.1%
Malignant 2 0.4%
547 100.0%
Patients (N = 547)
CTD n o
No CTD 526 96.2%
CTD
Atypical Rheumatic Syndrome 1 0.2%
Rheumatoid Arthritis 2 0.4%
Chronic Fatigue Syndrome 2 0.4%
Epstein Barr 2 0.4%
Human Adjuvant Disease 1 0.2%
Fibromyalgia 2 0.4%
Multiple Sclerosis 1 0.2%
Thyroiditis Hashimotos Syndrome 1 0.2%
Gout 1 0.2%
Joint Pain - Unknown 4 0.7%
Limb Numbness 1 0.2%
Lupus 1 0.2%
Muscle Loss 1 0.2%
vitiligo 1 0.2%
547 100.0%
GGo0vYy
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Table 71: Comparison of Pre- vs. Post-Implant Bra Cup Sizes

Patients with Vvalid Pre- and Post-Implant* Bra Sizes

(N = 478)
Post-Implant* Pre-Implant Cup Size
Cup Size AA A B - C D DD E
Frequency
AA 0 0 0 0 0 4] 0
A 1 0 0 0 0 0 0
B 9 52 14 0 0 0 0
C 14 188 129 6 0 0 0
D 2 10 33 15 1 6] 0
DD 0 0 1 3 0 0 0
E 0 0 0 0 0 (o} 0
26 250 177 24 1 o 0
Percent
AA 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
A 3.8% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
B 34.6% 20.8% 7.9% 0.0% 0.0% 0.0% 0.0%
C 53.8% 75.2% 72.9% 25.0% 0.0% 0.0% 0.0%
D 7.7% 4.0% 18.6% 62.5% 100% 0.0% 0.0%
DD 0.0% 0.0% 0.6% 12.5% 0.0% 0.0% 0.0%
E 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
100% 100% 100% 100% 100% 0.0% 0.0%

* Post-implant bra size is the first valid bra size (inches and cup)
bserved between one month and 18 months after implant surgery. If the
patient had a post-implant pregnancy that occurred on or before the

time her first valid post-implant bra size was reported, then her data
is excluded.

cooes0
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Table 75: Patient and Physician Dissatisfactions Specified
Through Five Years

Pt
Seq# Dissatisfaction Specified

WISH LEFT SIDE WAS SOFTER

DECREASE IN SIZE DUE TO LEAKAGE

PLAN TO EVACUATE HEMATOMA IN OR 2/15/91
DUE TO COSTAL SORENESS

PT WANTED MORE CHANGE THAN END RESULT PR
(R) FIRMER THAN (L)

(L) IMPLANT SLIGHTLY FIRMER THAN (R)
SOME CAPSULAR HARDENING

9 PT STATES THKS BRST MAYBE TOO LARGE

10 GRADE 3

10 GRADE 3

11 CAPSULATED

12 PARASTHESIA & WRINKLING

13 MAY NEED OPEN CAP (R) TO LOWER IMP

14 CAPSULE FORMED

15 RECMD EXC OF CAPS LOWERING IMP & REPLACE
15 RECOMMEND CAPSULECTOMY & REPLAGCE IMPLANT
16 CAPSULAR CONTRACTURE

17 (L) HAS IRREGULAR OUTPOUCHING

18 ASSYMETRY DUE TO SWELLING

18  LEFT SLIGHTLY HIGH IN POCKET

19 (L) IS HARDER

19 EXCESS CAPSULAR CONTRACTURE

19  SEE CAPSULE GRADE

20  DISCUSSED OPEN CAPSULECTOMY ON LEFT

20  EXCESS CAPSULAR CONTRACTIVE

20  MAY NEED/HAVE OPEN CAPSULOT. AFTER 1/91
21 (R) CONTRACTURE

22 CAPSULAR CONTRACTURE

22 FIRMNESS, CONTIN OBSERV

22 FIRMNESS, CONTIN OBSERV

23 R IMP MALPOSITION

24  BAKER III (R)

24 R BRST FIRM

25  BAKER GR. III

N U b WN -
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Table 75: Patient and Physician Dissatisfactions Specified
Through Five Years
(cont.)
Pt
Seq# Dissatisfaction Specified
26 HARD LEFT BREAST
27 PROCEDURE PERFORMED BY DR LARS ENEVOLDSE
28  ASYMMETRY
28 FOLD DISCREPANCY
28 R BRST FOLD DISCRPNCY
29 BREASTS ARE DIFFERENT SHAPES (PRE&POSTOP
29 FEARS SHE MAY BE A LITTLE TOO SMALL
29 PT HAVE IMPLT REPLACED-LGER ONES
30 RT BREAST PROSTHESIS LOWER THAN LEFT
31 EXCESS CAPSULAR CONTRACTURE
32 PT HAD LOT OF PAIN ON LEFT SIDE
33 EXCESS CAPSULAR CONTRACTURE
34 DISSAT DUE TO IMPLANT WRINKLING-BILAT
34 DISSAT-WRINKLING/PALPABILITY/VISABILITY
35 DISCUSSED POSSIBLE PERI-AREOLAR MASTOPEX
36 (R) BREAST SL. PTOTIC
37 DISCUSSED SURGICAL CORRECTION OPTIONS
38 WILL REQUIRE CAPSULOTOMIES
39 ASYMMETRY DUE TO HEMATOMA
40 TOO SMALL
41 CAPSULN CONTINUATION
42 PLAN FOR REVISION IN A NEAR FUTURE
42 VISABLE WRINKLES/SKIN PER MD;N/A FROM PT
43 LT IMPL SLTY ELEVATED;PT WANTS LRGR
44 R SIDE MORE SWOLLN THN L
45 ADDITIONAL CHANGE IN SHAPE OF LT BRST
45 RT BRST SOMEWHAT SMALLER THAN LT & HAS
46 POSITION OF IMPLANT & WRINKLING
46 RT PAIN & BR. DISLOC. WHEN LAYING DOWN
46 WILL EXPLORE LEFT BREAST 8/9/90
47 CAP CONTRACTURE
47 CAPSULAR CONTRACTURE
47 CAPSULAR CONTRACTURE
000085
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Table 75: Patient and Physician Dissatisfactions Specified

Through Five Years

{cont.)

Pt
Seq#

47
48
49
50
50
50
51
52
53
54
55
55
56
57
58
58
59

Dissatisfaction Specified

SMALL HEMATOMA R

BECAUSE OF COMPLICATING

UNCOMFORTABLE FIRMNESS

BAKER 11X

BAKER III

BAKER IIIX

EXCESS CAP CONTRACTION

CAPSULAR CONTRACTURE

PT DEPRSSD, CONCERND BRST SHP-REASSRD
IMPLANT WRINKLING NOTED (RT)

4+ CAPSULE CONTRACTURE

EXCESS CAPSULAR CONTRACTIVE

CAPSULAR CONTRACTURE (MD & PT.)

L BREAST EXTRE. FIRM W/OCCASIONAL PAIN
UNCOMFORTABLE FIRMNESS

UNCOMFORTABLE FIRMNESS

MOD. ENCAPSULATION BAKER II
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Appendix B: Patient Enrollment by Investigational Site and Implanting Physician

Patients
, (N = 547)
Principal Investigator Implanting
(Site) Physician n %
20 3.7%
3 0.5%
3 0.5%
11 2.0%
24 4.4%
7 1.3%
12 2.2%
1 0.2%
13 2.4%
1 0.2
3 0.5%
5 0.9%
5 0.9%
5 0.9%
10 1.8%
2 0.4%
6 1.1%
1 0.2%
29 5.3%
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Appendix B: Patient Enrollment by Investigational Site and Implanting Physician

Patients
(N = 547)
Principal Investigator Implanting
{Site) Physician n %
(cont.)
1 0.2%
11 2.0%
1 0.2%
10 1.8%
1 0.2%
1 0.2%
22 4.0%
17 3.1%
13 2.4%
30 5.5%
16 2.9%
13 2.4%
7 1.3%
11 2.0%
3 0.5%
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Appendix B: Patient Enrollment by Investigational Site and Implanting Physician

Patients
(N = 547)
Principal Investigator Implanting
(Site) Physician n %
(cont.)
1 0.2%
14 2.6%
1 0.2%
11 .0%
10 1.8%
21 3.8%
5 0.9%
21 3.8%
11 2..0%
43 7.9%
i8 3.3%
24 4.4%
15 2.7%
Ge031G
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Appendix B: Patient Enrollment by Investigational Site and Implanting Physician

Patients
(N = 547)
Principal Investigator Implanting
(Site) Physician n %
(cont.)
7 1.3%
5 0.9%
26 4.8%
1 0.2%
10 1.8%
10 1.8%
1 0.2%
2 0.4%
17 3.1%
13 2.4%
3 0.5%
1 0.2%
4 0.7%
14 2.6%
17 3.1%

GO
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