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Moderate Severity)
By Implant

By Patient

RECONSTRUCTION

Incidence and Prevalence of Hematoma (>

CORE STUDY

Table 50A
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Number
Evaluated

Number
Evaluated

Prevalence

Incidence

Prevalence

Incidence

Time

362
358
3383

( 0.3%)

{ 0.3%)

221
219
205

( 0.5%)
0 ( 0.0%)
0 ( 0.0%)
0 ( 0.0%)
0 ( 0.0%)

( 0.5%)

4 Weeks

0.0%)

0

6 Months
1 Year
2 Years
3 Years

0 ( 0,0%)

0 ( 0.0%)
0 ( 0.0%)

0 ( 0.0%)

0 ( 0,0%)
0 { 0.0%)

0 ( 0.0%)
0 ( 0.0%)
0 ( 0.0%)

317

196
182

295
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Number
Evaluated

Number
Evaluated

Prevalence

Incidence

Incidence Prevalence

Time

362
358
333
317

0 ( 0.0%)

0 ( 0.0%)

221
219
205

0 ( 0.0%)

2 (0.9

4 Weeks

2 ( 0.9%)
2 ( 1.0%)

0 ( 0.0%)
0 ( 0.0%)

o°

6 Months
i Year
2 Years
3 Years

2 ( 0.6%)
0 ( 0.0%)
0 ( 0.0%)

0 ( 0.0%)
0 ( 0.0%)
0 ( 0.0%)

0 ( 0.0%)
0 ( 0.0%)
0 ( 0.0%)

196

1

295
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Number
Evaluated

Number
Evaluated

Prevalence

Incidence

Incidence Prevalence

Time

362
358
333
317
295

( 8.6%)
26 ( 7.3%)

31

221
219
205

26 (11.8%)

(11.8%)

9 ( 4.1%)

26

4 Weeks

10 ( 2.8%)

23 (10.5%)
7 ( 3.4%)

3 ( 1.5%)

6 Months
1 Year
2 Years
3 Years

7 ( 2.1%)
3 ( 0.9%)

0.3%)

0 ( 0.0%)
0 ( 0.0%)

( 0.5%)

1

0

196 .
182

Je

0.0
0 ( 0.0%)

( 0.3%)

( 0.5%)
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Table 158: Implant Rupture
Implants
Implant Rupture n %(N = 361)
No Rupture 346 95.8%
Rupture Suspected Through:
Explant 1 0.3%
MRI 9 2.5%
Reoperation 0 0.0%
Mammography 0 0.0%
Ultrasound 2 0.6%
Physician Exam ] 0.0%
Unknown 3 0.8%
E 100.0%
~~
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Table 159: Suspected Implant Ruptures

Implant Ruptures Identified

©

Suspected Implant Ruptures n %{N = 15)

Confirmed Rupture by Explant 8 53.3

o°

False Report: Device Intact

Explant Indicated Non-Rupture 2 13.3%
Mammography* Indicated Non-Rupture 0 0.0%
Ultrasound* Indicated Non-Rupture 0 0.0%
MRI* Indicated Non-Rupture 0 0.0%
Unconfirmed Rupture Status 5 33.3%
15 100.0%

* Follow-up diagnostic test

Qo200
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Table 164: Number of Reoperations Per Patient
Patients (N = 221)
n %
No Reoperations 129 58.4%
At Least One Reoperation 92 41.6%
Total 221 100.0%
Breakdown of At Least One Reoperation n %(N = 92
1 Reoperation 67 72.8%
2 Reoperations 18 19.6%
3 or More Reoperations 7 7.6%
Total 92 100.0%
Total Number of Reoperations 127*
* Total number of reoperations is calculated as:
( 67 * 1 reoperation) + ( 18 * 2 reoperations) + { 5 * 3
reoperations) + ( 1 * 4 reoperations) + ( 1 * 5 reoperations)

= 127 reoperations.
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Table 165: Intraoperative Complications During Reoperation

Reoperations

Intraoperative Complications n %{N =127)
Yes 0 0.0%
No 125 98.4%
Unknown* 2 1.6%
127 100.0%

* The implanting study physician did not perform the
reoperation for these patients. No information regarding
intraoperative complications was able to be obtained from
“the non-study surgeons who performed these reoperations.
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Table 166: Primary* Reason for Reoperation

Patient Reoperations

Reason n %S(N = 127)
Device Malfunction - Rupture 6 4.7%
Infection (0] 0.0%
Capsular Contracture 15 11.8%
Extrusion 1 0.8%
Necrosis 2 1.6%
Healing Related
Hematoma/Seroma 9 7.1%
Delayed Wound Healing 7 5.5%
Nipple Complications 5 3.9%
Pain 2 1.6%
Unsatisfactory Cosmetic Result .
Breast Tissue Contour Deformity 8 .3%
Malposition 22 17.3%
Wrinkling/Rippling ) : 2 1.6%
Implant Palpability/Visibility 0 '0.0%
Asymmetry 13 10.2%
Ptosis 1 0.8%
Scarring 25 19.7%
Injury - Iatrogenic or Traumatic 1 0.8%
Breast Cancer 2 1.6%
Need for Biopsy 0 0.0%
Patient Request
Style/Size Change 2 1.6%
Media Anxiety 0 0.0%
Other 4 3.1%
Total 127 100.0%
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Table 166 (cont.): Primary* Reason for Reoperation

Other Reason Specified (N = 4)
Reop
Seq# Other Reason Specified

001
002
003
004
004

SCARING TIGHTNESS FROM RADIATION

CYST

PARTIAL NECROSIS CAUSED TILT IN NIPPLE
UNKNOWN REASON**

UNKNOWN REASON**

Some reoperations were performed for multiple reasons;

only the primary reason is provided in the table.

In cases where multiple reasons for reoperation were
given, the primary reason was determined using a
hierarchy as defined by the listed ordering of reasons.

** Unknown reason because the physician did not perform
the reoperation. No information regarding the reason
for reoperation was able to be obtained from the
non-study surgeons who performed these reoperations.
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Table 166A: Reasons for Reoperation

Procedures

Reason n %S(N = 164)
Device Malfunction - Rupture ) 7 4.3%
Infection . 0 0.0%
Capsular Contracture 20 12.2%
Extrusion . 1 0.6%
Necrosis 1.8%
Healing Related

Hematoma/Seroma 9 5.5%

Delayed Wound Healing 8 4.9%

Nipple Complications 8 4.9%
Pain 2 1.2%
Unsatisfactory Cosmetic Result

Breast Tissue Contour Deformity 12 7.3%

Malposition 29 17.7%

Wrinkling/Rippling 3 1.8%

Implant Palpability/Visibility 0 0.0%

Asymmetry . 15 9.1%

Ptosis 1 0.6%

Scarring 33 20.1%
Injury - Iatrogenic or Traumatic 1 0.6%
Breast Cancer 2 1.2%
Need for Biopsy 0 0.0%
Patient Request

Style/Size Change 4 2.4%

Media Anxiety 0 0.0%
Other 6 3.7%
Total 164 100.0%
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CORE STUDY - RECONSTRUCTION

Table 166A (cont.): Reasons for Reoperation

Other Reason Specified (N =  6)

Reop
Seg#  Other Reason Specified

001 SCARING TIGHTNESS FROM RADIATION

002 REDUCE TIGHTNESS SKIN TO RADIATION
003 CYST

004 PARTIAL NECROSIS CAUSED TILT IN NIPPLE
005 UNKNOWN REASON**

006 UNKNOWN REASON**

** Unknown reason because the physician did not perform
the reoperation. No information regarding the reason
for reoperation was able to be obtained from the
non-study surgeons who performed these reoperations.
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CORE STUDY - RECONSTRUCTION

Inamed Cerporation

Table 167: Primary* Procedure Performed

Patient Reoperations

Procedure n %B(N =
Implant Removal

Without Replacement 5 3.9%

With Replacement 41 32.3%
Capsule Procedure

Capsulotomy 13 10.2%

Capsulorraphy 0 0.0%

Capsulectomy 3 2.4%
Wound Repair 7 5.5%
Scar Revision 26 20.5%
Reposition Implant 6 4.7%
Flap Procedure 0 0.0%
Pocket Revision 2 1.6%
Surgical Exploration of Breast Area or Implant 1 0.8%
Aspiration of Hematoma/Seroma 6 4.7%
Mastopexy 1 0.8%
Breast Reduction 1 0.8%
Liposuction 3 2.4%
Removal of Excess Tissue/Lesion/Cyst 4 3.1%
Mastectomy 0 0.0%
Revision of Nipple Reconstruction/Tattoo 6 4.7%
Biopsy 0 0.0%
Other 2 1.6%
Total 127 100. 0%
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McGhan Silicone-Filled Breast Implants
CORE STUDY - RECONSTRUCTION
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Table 167 (cont.)}: Primary* Procedure Performed

Other Procedure Specified (N = 2)

Reop
Seqg# Other Procedure Specified

001 REVISION

002 IMPLANT REMOVAL UNKNOWN REPLACEMENT STATUS**
002 IMPLANT REMOVAL UNKNOWN REPLACEMENT STATUS**

Some reoperations involved muliiple procedures. Only the primary
procedure is provided in the table. 1In cases where multiple
procedures were performed, the primary procedure was determined

using a hierarchy as defined by the listed ordering of
procedures.

** Unknown status because the physician did not perform the
reoperation. No information regarding the type of procedure
performed during reoperation was able to be obtained from the
non-study surgeons who performed these reoperations.
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McGhan Silicone-Filled Breast Implants
CORE STUDY - RECONSTRUCTION
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Table 169: Number of Procedures Performed Per Reoperation

Reoperations
Number of Procedures n %(N = 127)
1 59 46.5%
2 41 32.3%
3. 12 9.4%
4 12 9.4%
5 2 1.6%
6 Q 0.0%
7 1 0.8%
Total 127 100.0%

Total Number of Procedures . 242>

* Total number of procedures is calculated as:
{ 59 * 1 procedure) + ( 41 * 2 procedures) + (12 * 3 procedures)

+ (12 * 4 procedures) + ( 2 * 5 procedures) + ( 1 * 7 procedures)
242 procedures.
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CONFIDENTIAL
Table 170: Type of Procedure Performed During Reoperation
Procedures
Type of Procedure n %(N = 242)
Implant Removal
Without Replacement 5 1%
With Replacement 51 21.1%
Capsule Procedure
Capsulotbmy 31 12.8%
Capsulorraphy 2 0.8%
Capsulectomy 21 8.7%
Wound Repair 7 2.9%
Scar Revision 40 16.5%
Reposition Implant 13 5.4%
Flap Procedure 2 0.8%
Pocket Revision 13 5.4%
Surgical Exploration of Breast Area or Implant 1 0.4%
Aspiration of Hematoma/Seroma 9 3.7%
Mastopexy 3 1.2%
Breast Reduction 2 0.8%
Liposuction 10 4.1%
Removal of Excess Tissue/Lesion/Cyst 10 4.1%
Mastectomy 0 0.0%
Revision of Nipple Reconstruction/Tattoo 11 4.,5%
Biopsy 1 0.4%
Other 10 4.1%
Total 242 100. 0%
QO02313
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Table 170 (cont.): Type of Procedure Performed During Reoperation

Other Procedure Specified (N = 10)

Procedure
Seq#

Other Procedure Specified

001
002
003
004
005
006
007
008
009
G110

CORRECT DOG EAR,LIPO RECONTOUR

CORRECT DOG EAR,LIPO RECONTOUR

REVISION

(R)AUTOGENOUS LATISS DORSI BREAST RECONSTR
SKIN&SUBCUTANEOUS TISSUE WAS REMOVED 70O TH
SKIN AND SUBCUTANEOUS TISSUE WAS REMOVED T
RECONTOURING AND REDUCTION OF AXILLARY BRE
REMOVAL RT.PORT-A-CATH REV.RT.SUBMUSCULAR
IMPLANT REMOVAL UNKNOWN REPLACEMENT STATUS*
IMPLANT REMOVAL UNKNOWN REPLACEMENT STATUS*

Unknown status because the ‘physician did not perform the

reoperation. No information regarding the type of procedure
performed during reoperation was able to be obtained from the
non-study surgeons who performed these reoperations.

Attachment 3

GGG 0



Inamed Corporation

PMA P020056

McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

(sp'e2'%0'v1) %L'8t ebl 9s (%0°2£'%5'8)) %£'G2 8L ap SJBOA €

(%5°6L‘%.'8 ) %:'2k <962 544 (%9°12°%L"11) %9°9L 0L} o€ SJUBOA T

(%621 %L'9 )} %8'6 8l¢ ge (%8°L1'%8°'8 ) %£"€L L8} 62 JBBA |

(%0'6 ‘%6°'C ) %p'9 1230 €2 (%5°21'%0°S ) %L°8 661 61 SYLUOW 9

- - %0°0 gs¢e 0 -- %0°0 612 0 EREET I

(19 %56) % u u (10 %56) % u u BWTL
3STH ButuTeEWwaY  PO1OBLLY . %STH Bututeway  pPelOALLY
sATleTnWN) J3qunN Jagqunn aATIETNWND Jagunn Jaqunn

jueTdwr Ag jueTied Ag

TeAoway/luswaoeTdey JueTdwI 1O 80UBJUNODOQ ISJUTH 4O ASTH 1.} S8TQEL

NOILONHLSNOO3Y - AQNLS 3400

QOOZRL

Attachment 3



Inamed Corporation

PMA P020056

McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

(%8 12 %L'2L) %24t Evl 1S (%9:62‘%v*91) %0°€C 8L Ly SUEBA €

(%P pL‘%8°2 ) %L }b 562 6¢ (%8'61L‘%2"0}) %0°'St 0L} ze SJBBA 2

(%411 %8°'S ) %8'8 gie §5 (%6°SH'%C"2L ) %9 +L L8} sz JEBA |

{%0'8 ‘%2'C ) %9°'S vEE 02 (%6°01'%6'€ ) %V L 661 91 syjuop 9

.- - %00 85 0 .- %00 612 0 SHaeMm ¥

(10 %56) % u u (10 %58) % u u uT]
MSTYH Bututewsy pa31o8lly ¥8TY BuTuteEWwey pa1os Ly
BATIETNUND Jaqunn J9qunn BATYIETNUND Jaqunn Jaqunn

JueTdw Ag justied Ag

JusweneTdsYy UITM TBAOWSH JueTAWI LO 80USBJUINDDQ 3ISJTH 1O X¥STY :2L1 9TQEL

NOILONHLSNOO3d - AQNLS 3d0D

Attachment 3



Inamed Corporation

PMA P020056

McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

(%p'€ ‘%1°0°) %8| et S ('S ‘%2'0 ) %0°'¢€ ¥8 g SUBBA €
(%6°2 ‘%0°0 ) %2'} S62 4 (%8°'¢C ‘%1°0 ) %61 S/l p SJBAA 2
(%€°2 ‘%0°0 ) %Z-} LLE 2 (%8°C ‘%L'0 ) %6°} (61 v JBBA |
(%8°1 ‘%00 ) %6'0 eee S (%0'€ ‘%0°0 ) %p° L 102 € syjuop 9
-- %0°0 gse 0 -- %0°'0 612 0 S3aeM P
(10 %56) % u u (ID %56) % u u 8wt
ASTY futuTewsy  PIIVBLLY STy fututewsy  Pe1OBLLY
SATAETNWND Jagunn Jagqunn dATIEBTNUND JaqunnN Jaqunn
juetdur Ag 1usTied Ag

JusweoeTday INOULTM TBAOWEY JUETAUI 1O @0UBJUNOO0 1SJT4 4O XSTH €4} OTQEL

NOILONYLSNOJ3Y

- AGNLS 3403

e

Attachment 3



Inamed Corporation

PMA P020056

McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

) *UOT1BIUBTAXd 1NOYLITM JO UITM JBYLITS Nco.ﬂ,mLmaomC

J814B PBATOSAJ 848 A8y} SwNSSe om 18404848, *SN1B1S UOTINTOSE

ayl Siusunoop YyoTym ‘wio4 uotieoTTdwoo Burpuodssddod B In0 TTTL 03}

SUBTOTSAUd @JTNbed 10u Op suosesd asayl JoJ pawJojaed suoTiedsdosy - (0=u)
umouxun 40 (0=u) A18TXUEB BIpPSUW “(z1=u) sbueyo 8zts ‘(o=u) AsdoTq sepnioul «

%S LE L2 TelolL
%0°0 0 JUBWIEaJd L INOYITM
%00 0 juswiesd] TeOTBJNS-UON YITM
%00 0 uOT1BIUBTAX3 1NOYLTM UOT1EJ8d08Y YITM
%G LE L2 LUoTieiueTdx3 pue uotiedsdosy YiTm
paATOSaY
%529 =19 1101
%0°'0 0 juswleaJ] pesnysy
%0'0 0 9TQTSS04 JON 1udwiesdl
%5'29 se j1uswiesd) Butobuspun

pPaATOSaY 18A 1ON

SN1B1S UOTINTOS8Y

1UdT1Bd AQ

1uswaseTday/TeACWSY JuBTdWI
Joy uoseay AJBWIJL 40 SNIBLS uOTINTOS®Y JO UOTANQTJ1STA :VELL 9TQBL

NOILONHISNOD3Y - AQNLS 3HOD

Attachment 3



Inamed Corporation
PMA P020056
MecGhan Silicone-Filled Breast Implants
CORE STUDY - RECONSTRUCTION

CONFIDENTIAL

Table 174: Primary* Reason for Implant Replacement/Removal

Implant Removals

Reason n %(N = 56)
Device Malfunction - Rupture 5 8.9%
Infection 0 . 0%
Capsular Contracture 12 21.4%
Extrusion 1 1.8%
Necrosis 0 0.0%
Healing Related
Hematoma/Seroma 2 3.6%
Delayed Wound Healing 0 0.0%
Nipple Complications 0 0.0%
Pain 2 3.6%
Unsatisfactory Cosmetic Result
Breast Tissue Contour Deformity 2 3.6%
Malposition 8 14.3%
Wrinkling 3 5.4%
Implant Palpability/Visibility 0 0.0%
Asymmetry 13 23.2%
Ptosis 0 0.0%
Scarring 1 " 1.8%
Injury - Iatrogenic or Traumatic 1 1.8%
Breast Cancer 2 3.6%
Need for Biopsy 0 0.0%
Patient Request
Style/Size Change 4 7.1%
Media Anxiety 0 0.0%
Other 0 0.0%
Total 56 100.0%

* Some implant replacements/removals were performed for
mult'iple reasons. Only the primary reason is provided
in the table. 1In cases where multiple reasons were
given, the primary reason was determined using a
hierarchy as defined by the listed ordering of reasons.
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Table 176: Distribution of Type of Replacement Implant
By Implant

Type of Replacement Implant n %(N = 51)

McGhan Study Device 45 88.2%

McGhan Non-Study Device 1 2.0%

Non-McGhan Medical Device 5 9.8%

Total 51 100.0%
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Table 177: McGhan Replacement Implant Size vs. Primary Implant )
By Implant

Size Change n %{N = 45)

Increase in Size 14 31.1%

No Change in Size 8 17.8%

Decrease in Size 23 51.1%

Total ' 45 100.0%
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Table 181: Pre-Implant Reproduction Problems

Reproduction Problems

Patients

N %(N = 221)

No Reproduction Problem
Reproduction Problem

170 76.9%
51 23.1%
221 100.0%

Type Of Reproduction Problems

n o %(N = 51)

Infertility

Spontaneous Abortion (Miscarriage)

Planned Abortion to Treat a Medical Problem
Ectopic Pregnancy

Stillbirth

Other

—
W
N
[{e)
o
o°

32 62.

-
w

~ o~
o° of

N = NN
N W
o ©
o° o°

©
(o]
o°

62* 121.

[e)]
o°

* The sum of reproduction problems listed may exceed the total
number of patients with reproduction problems because a
patient may have had more than one reproduction problem.
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Table 181 (cont.): Pre-Implant Reproduction Problems

Other Reproduction Problem Specified (N = 5)

Pt

Seq# Other Reproduction Problem Specified
- 001 UTERUS -SEPTUM

002 LEVEL II ENDO.

003 ENDOMETREOSIS

004 ENDOMETRIOSIS

005 MOLAR PREGNANCY

000233
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Table 182: Post-Implant Reproduction Problems Through 3 Years
Patients

Reproduction Problems : n S(N = 221)
No Reproduction Problem 219 99.1%
Reproduction Problem 2 0.9%
221 100.0%

Type Of Reproduction Problems n S{N = 2)
Infertility 0 0.0%
Spontaneous Abortion (Miscarriage) . 0 0.0%
Planned Abortion to Treat a Medical Problem 1 50.0%
Ectopic Pregnancy 0 0.0%
Stillbirth 0 0.0%
Other 1 50.0%
2 100.0%

ﬂ'} L)
CG0234
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Table 182 (cont.): Post-Implant Reproduction Problems Through 3 Years

Other Reproduction Problem Specified (N = 1)

Pt
Segq#  Other Reproduction Problem Specified

001 NO MENSES
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Table 183: Pre-Implantation Lactation Problems

Patients

Lactation Problems n %(N = 221)
No Lactation Problem 195 88.2%
Lactation Problem 26 11.8%
221* 100.0%

Type Of Lactation Problem n %(N = 26)
Mastitis Not Requiring Treatment 4 15.4%
Mastitis Requiring Treatment ) 7 26.9%
Inadequate Milk Production 14 53.8%
Excess Milk Production 1 3.8%
Pain 6 23.1%
32** 123.1%

*

116 patients attempted to breastfeed.

** The sum of lactation problems listed may exceed the total
number of patients with lactation problems because

a patient may have had more than one lactation problem.
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Table 184: Post-Implant Lactation Problems Through 3 Years
Patients
Lactation Problems n %S(N = 221)
No Lactation Problem 221 100.0%
Lactation Problem 0 0.0%
221* 100.0%

*

2 patients attempted to breastfeed.
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Table 185: Pre-Implant Breast Disease
Patients

Breast Disease n %S(N = 221)
No Breast Disease 3 1.4%
Breast Disease 218 98.6%

221 100.0%
Type Of Breast Disease n %S(N = 218)
Confirmed Malignant Disease 207 95.0%
Benign Disease 11 5.0%

218 100.0%
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Table 186: Post-Implant Breast Disease Through 3 Years
Patients
Breast Disease n %S(N = 221)
No Breast Disease 204 92.3%
Breast Disease? 17 7.7%
221 100.0%
Type of Breast Disease n S(N = 17)
Confirmed Malignant Disease 5 29.4%
Unconfirmed Malignant Disease o . 0.0%
Benign Disease 10 58.8%
Unknown Breast Disease** 2 11.8%
17 100.0%

Includes 5 patients with breast disease on
non-enrolled/non-implanted sides.

One patient reported an abnormal mammogram with a breast

cyst during her 3-year follow-up visit. Physician recommended
cyst be observed and patient to follow-up with him within

a year.

Follow-up visit has not yet occurred.

Another patient presented with thickened area of soft tissue,

not firm to palpation.

Principle Investigator felt no biopsy

was needed, but referred to oncologist for second opinion.

Site still awaiting results of the referral.
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Table 187: Pre-Implant Mammogram Besult
Patients
Mammogram Results n %S(N = 221)
No Pre-Implant Mammogram ) 20 9.0%
Pre-Implant Mammogram _
Normal Mammogram 65 29.4%
Abnormal. Mammogram 136 61.5%
221 100.0%
Disposition Of Patients With
Abnormal Mammogram Resulls n %(N = 136)
Confirmed Malignant Disease 130 95.6%
Benign Disease 6 4.4%
EE—S 100.0%
>
G 0 G b 2 0
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Table 188: Post-Implant Mammogram Result Through 3 Years
Patients
Mammogram Resultis n %S(N = 221)
No Post-Implant Mammogram ' 113 51.1% -
Post-Implant Mammogram
Normal Mammogram - 96 43.4%
Abnormal Mammogram 12 5.4%
221 100.0%
Disposition of Patients With
Abnormal Mammogram Results n S(N = 12)
No Breast Disease 1 8.3%
Confirmed Malignant Disease 3 25.0%
Benign Disease 7 58.3%
Unknown 1 8.3%
12 100.0%

One patient reported an abnormal mammogram with a breast

cyst during her 3-year follow-up visit. Physician recommended
cyst be observed and patient to follow-up with him within

a year. Follow-up visit has not yet occurred.
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Table 189: Pre-Implant Connective Tissve/Autoimmune Disease (CTD)

Patients
GID n S(N = 221)
No CTD 221 100.0%
CTD
Confirmed CTD 0 0.0%
Unconfirmed CTD 0 0.0%
Total 221 100.0%

Cg024aa
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Table 190: Post-Implant Connective Tissue/Autoimmune Disease

{CTD) Through 3 Years

Patients
CTD n %N = 221)
No CTD 220 99.5%
CiD .
Confirmed CTD 1 0.5%
Unconfirmed CTD 0 0.0%
Total 221 100.0%

Confirmed CTD Specified (N = 1)

# of Months
Between Implant

Pt Surgery and
Seg# CTD Specified Onset
001 Systemic Sclerosis/Scleroderma 4
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CORE STUDY - RECONSTRUCTION

Appendix D: List of Complications Occurring Beyond 2 Years (730 Days)

Post-Implant

Complication

# of Post 2-Year Occurrences

Patients
(N = 12)

Implants

Asymmetry

Breast Pain

Bruising

Capsule Calcification
Capsular Contracture
Delayed Wound Healing
Fluid Accumulation
Hematoma

Hypertrophic Scarring
Implant Extrusion
Implant Malposition
Implant Palpability
Implant Visibility
Infection

Irritation

Loss of Nipple Sensation
Loss of Skin Sensation
Lymphadenopathy
Lymphedema

Nipple Hypersensitivity
Nipple Paresthesia
Other Abnormal Scarring
Other Nipple Related Observation

OOOOOOOOOOOO—‘OOOOOO’OOI\)@
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CORE STUDY - RECONSTRUCTION

Appendix D (cont.): List of Complications Occurring Beyond 2 Years

(730 Days) Post-Implant

Complication

# of Post 2-Year Occurrences

Patients

(N =12)

Implants

(N

15)

Pneumothorax

Ptosis

Redness

Seroma

Skin Hypersensitivity
Skin Paresthesia

Skin Rash

Swelling

Tissue or Skin Necrosis
Wrinkling/Rippling
Other Complications

O - 00 0000 o oo

0O - 00 Q00O O QO
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Appendix G: 3-Year Complication Rates for Reconstruction Patients in Core Study

and 1995 Saline Study

Core 3-Year Risk

R95 3-Year Risk

Complication By Patient By Patient
Reoperation 45.9% (38.6%, 53.3%) [38.7% (32.3%, 45.0%)
Implant Replacement/Removal 25.3% (18.5%, 32.0%) [22.5% (17.1%, 28.0%)
Swelling » 16.4% (11.5%, 21.4%) | N/A

Capsular Contracture 16.1% (10.7%, 21.6%) | 25.3% (19.5%, 31.2%)
Asymmetry 15.3% (10.1%, 20.5%) | 33.0% (26.6%, 39.4%)
Other Nipple Related Observation 9.3% (5.3%, 13.2%) N/A

Redness 6.4% (3.0%, 9.7%) N/A

Implant Rupture/Deflation 6.3% (2.8%, 9.8%) 6.2% (2.9%, 9.5%)
Tissue or Skin Necrosis 6.1% (2.9%, 9.4%) 3.6% (1.1%, 6.0%)
Hypertrophic/Abnormal Scarring 6.0% (2.7%, 9.3%) 6.0% (2.7%, 9.2%)
Breast Pain 6.0% (2.2%, 9.8%) 15.3% (10.3%, 20.2%)
Implant Malposition 5.2% (2.2%, 8.2%) 12.2% (7.8%, 16.6%)
Seroma/Fluid Accumulation 5.1% (2.1%, 8.0%) 3.9% (1.4%, 6.4%)
Bruising 4.1% (1.5%, 6.7%) N/A
Wrinkling/Rippling 3.5% (0.9%, 6.0%) 23.3% (17.5%, 29.1%)
Skin Rash 2.7% (0.6%, 4.9%) 3.3% (0.9%, 5.7%)
Delayed Wound Healing 2.3% (0.3%, 4.3%) 2.7% (0.6%, 4.9%)
Infection 2.3% (0.3%, 4.3%) 4.8%  (2.0%, 7.5%)
Ptosis 1.4% (0.0%, 3.0%) N/A

Other Complications 0.5% (0.0%, 1.4%) 2.5% (0.3%, 4.6%)
Lymphedema 1.0% (0.0%, 2.9%) N/A

Hematoma 0.9% (0.0%, 2.2%) 1.8%  (0.0%, 2.8%)
Implant Extrusion 0.5% (0.0%, 1.4%) 2.6% (0.6%, 4.7%)
Implant Palpability/Visibility 0.5% (0.0%, 1.3%) 20.0% (14.5%, 25.5%)
Lymphadenopathy 0.5% (0.0%, 1.5%) 0.0% -~
Pneumothorax 0.5% (0.0%, 1.5%). 0.0% -
Irritation 0.0% -- 6.6% (3.3%, 9.8%)
Loss of Skin Sensation 0.0% -- N/A

Capsule Calcification 0.0% -- 4.7% (1.9%, 7.6%)
Loss of Nipple Sensation 0.0% -- 12.0% (7.4%, 16.6%)
Nipple Hypersensitivity 0.0% -- N/A

Nipple Paresthesia 0.0% -- 0.4% (0.0%, 1.2%)
Skin Hypersensitivity 0.0% -- N/A

Skin Paresthesia 0.0% -- 5.6% (2.5%, 8.6%)
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CORE STUDY - RECONSTRUCTION

Appendix Hi: Summary of Complications Following

Primary Implant Removal With Replacement

Complication

# of Occurrences

Patients

(N = 18)

Implants

(N = 19)

Asymmétry*

Breast Pain*

Breast Ptosis**
Bruising**

Capsular Contracture*
Capsule Calcification*
Delayed Wound Healing*
Fluid Accumulation**
Hematoma**

Hypertrophic Scarring**
Implant Extrusion**
Implant Malposition*
Implant Palpability*
Implant Visibility*
Infection**

Irritation*

Loss of Nipple Sensation*
Loss of Skin Sensation*
Lymphadenopathy**
Lymphedema**

Nipple Hypersensitivity*
Nipple Paresthesia*
Other Abnormal Scarring**

Other Nipple Related Observation**

- OO0 O =00 =+ =00 NOO0O OO0 =-NO —+W0,

- OO0 0=+ 00 -+ <4 00NOCOOOCOOQO=NO-Uu
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Appendix H1 (cont.): Summary of Complications Following
Primary Implant Removal With Replacement

# of Occurrences

Patients Implants

Complication (N = 18) (N = 19)
Pneumothorax** 0 0
Redness>* 6 6
Seroma** 2 2
Skin Hypersensitivity* 0 0
Skin Paresthesia* 0 0
Skin Rash** 0 0
Swelling** 2 2
Tissue/Skin Necrosis** 1 1
Wrinkling/Rippling* 3 4
Other Complications** 0 0
Seroma/Fluid Accumulation** 2 2
Implant Palpability/Visibility* 0 0
Hypertrophic/Other Abnormal

Scarring** 0 0
Nipple Hypersensitivity/Paresthesia/

Loss of Nipple Sensation* 0 0
Skin Hypersensitivity/Paresthesia/

Loss of Skin Sensation* 0 0

* >= Moderate Severity
** All Severity Levels
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Appendix H1 (cont.): Summary of Complications Following
Primary Implant Removal With Replacement

Detailed Listing of Occurrence/Report of All Complications Following
Implant Replacement Among Reconstruction Patients

R Asymmetry 08/31/1999 | 09/05/2001 11/16/2001
L Asymmetry 10/19/1999 | 12/11/2002
R Asymmelry 10/19/1999 10/23/2002
R Asymmetry . 12/02/1999 | 08/01/2000
L Asymmetry 09/30/1999 | 10/022001
L Breast Pain 06/11/1999 | 09/26/2001
L Bruising 09/02/1999 | 03/06/2002 .
R Bruising 10/19/1999 | 03/15/2000|  04/19/2000
R Capsular Contracture < | 10/19/1999 | 10/23/2002
L Implant Malposition 08/31/1999 | 01/02/2000 .
L Implant Malposition 06/11/1999 | 06/22/2000|  11/13/2000
L Infection 10/18/1999 | 10/16/2002|  11/06/2002
R Irritation 06/01/2000{ 04/25/2001]  05/15/2001
L Lymphadenopathy 09/01/1999 | 09/21/2001 .
L Other Nipple Related 06/17/1999 | 03/06/2000 04/14/2000
Observation :

GQG249
Attachment 3 _



CORE STUDY - RECONSTRUCTION

Inamed Corporation

PMA P020056
McGhan Silicone-Filled Breast Implants

CONFIDENTIAL

Appendix H1 (cont.): Summary of Complications Following
Primary Implant Removal With Replacement

Detailed Listing of Occurrence/Report of All Complications Following
Implant Replacement Among Reconstruction Patients

L Redness 10/18/1999 | 11/06/2002
L Redness 10/19/1999 | 06/07/2000 ) .
R Redness 12/16/19991 11/13/2002|  11/27/2002
R Redness 03/01/1999{ 11/17/1999|  01/32/2000
rIj Redness 09/16/19991 07/27/2001  08/03/2001
R Redness 06/01/2000 | 04/25/2001 05/15/2001
R Seroma 10/19/1999 | 03/14/2001 04/25/2001
R Seroma 12/16/1999 | 11/13/2002 11/27/2002
L Swelling 10/19/1999 | 06/07/2000 1172972000
L Swelling 06/13/2000| 12/21/2000 12/26/2000
R Tissue/Skin Necrosis 10/19/1999 | 07/03/2000|  08/02/2000
L Wrinkling/Rippling 10/19/1999 | 11/29/2000
L Wrinkling/Rippling 11/08/1999 | 01/31/2001
R Wrinkling/Rippling 11/08/1899 | 01/31/2001
R Wrinkling/Rippling 03/12/1999 | 09/23/2002|  10/23/2002
R Seroma : Fluid 10/19/1999 | 03/14/2001 04/25/200}
Accumulation
R Seroma : Fluid 12/16/1999 | 11/13/2002 11/27/2002
Accumulation
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