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Attachment B
For 15d — Complications and Resolution for those patients who have been explanted

CONFIDENTIAL

Indication

Subject

AUG

AUG

AE AE
Event Other Onset Resolution
Side Complication Specify Date Date Qutcome

Right Breast Sensation 4/30/2001 10/31/2001 RESOLVED
Changes

Right Size Change - Patient 11/6/2000 4/20/2001 RESOLVED
Request

Left Breast Sensation 4/30/2001 10/31/2001 RESOLVED
Changes

Left Granuloma 4/9/2001 4/20/2001 RESOLVED

Left Size Change - Patient 11/6/2000 4/20/2001 RESOLVED
Request

Right Hypertrophic Scarring 10/2/2002, 5/13/2003 RESOLVED

Right INipple Sensation 6/4/2001 10/5/2001 RESOLVED,
Changes

Right Nipple Sensation 10/5/2001 ONGOING|
Changes

Right Size Change - Patient 9/27/2001 10/5/2001 RESOLVED
Request

Left Hypertrophic Scarring 10/2/2002) 10/7/2002 RESOLVED,

Left Nipple Sensation 6/4/2001 9/16/2003 RESOLVED
Changes

Left Size Change - Patient 9/27/2001 10/5/2001 RESOLVED
Request

Right Baker 1V Capsular 11/12/2001 7/26/2002 RESOLVED)
Contracture

Right Breast pain 11/6/2002 11/12/2002 RESOLVED
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Changes

CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
Right Breast Sensation 6/19/2001 11/12/2001 RESOLVED
‘ Changes

AUG Right Nipple Sensation 6/19/2001 11/12/2001 RESOLVED,

Changes
AUG Right Seroma 12/7/2000 12/7/2000 RESOLVED,
AUG Left Baker Il Capsular 8/28/2002 10/7/2002 RESOLVED,

Contracture with

Surgical Intervention
AUG Left Breast pain 11/6/2002 11/12/2002 RESOLVED
AUG Left Breast Sensation 6/19/2001 11/12/2001 RESOLVED
| Changes
AUG Left Nipple Sensation 6/19/2001 11/12/2001 RESOLVED
L Changes
AUG Right INecrosis 4/14/2003 4/24/2003 RESOLVED
AUG Right Ptosis 2/7/2003 3/28/2003 RESOLVED)
AUC Left Breast Sensation 3/16/2001 RESOLVED

Changes
AUG Left Necrosis 4/8/2003 4/24/2003 RESOLVED
AUG Left Nipple Sensation 3/16/2001 RESOLVED,

Changes
AUG Left Ptosis 2/7/2003 3/28/2003 RESOLVED;
REV Right Nipple Sensation 5/9/2001 11/28/2001 RESOLVED
- Changes
REV Right Size Change - Patient 12/4/2002 1/2/2003 RESOLVED
[ Request
REV Right Wrinkling 2/21/2001 1/2/2003 RESOLVED
REV Left Nipple Sensation 5/9/2001 11/28/2001 RESOLVED;
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date QOutcome
REV Left Size Change - Patient 12/4/2002 1/2/2003 RESOLVED
Request
REV [ eft Wrinkling 2/21/2001 1/2/2003 RESOLVED;
AUG Right Size Change - Patient 8/7/2001 8/7/2001 RESOLVED;
Request
AUG Left Delayed Wound Healing 12/28/2000; 3/12/2001 RESOLVED
AUG [ eft nfection 12/28/2000 3/12/2001 RESOLVED:
AUG L eft Size Change - Patient 8/7/2001 8/7/2001 RESOLVED
Request
REV Right Baker [1I Capsular 5/16/2001 2/25/2002 RESOLVED|
Contracture
REV Right Baker IV Capsular 2/25/2002 4/15/2003 RESOLVED
Contracture
REV Right rinkling 3/5/2001 4/15/2003 RESOLVED
REV [ eft Baker I1I Capsular 2/25/2002, 4/15/2003 RESOLVED)
Contracture
REV ILeft Wrinkling 3/5/2001 4/15/2003 RESOLVED
REC Right Baker 111 Capsular 8/2/2001 8/6/2002 RESOLVED
Contracture
REC Right Other: Capsular 11/28/2001 8/9/2002 RESOLVED)
Contracture
Secondary To
IRadiation Therapy
REC Right Size Change - Physician 2/13/2002 5/8/2002 RESOLVED
Assessment only
REC Lefi Size Change - Physician 2/13/2002 5/8/2002 RESOLVED|
tAssessment only
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
REC Right Infection 11/28/2001 12/1/2001 RESOLVED
REC Right Size Change - Patient 1/11/2002 6/30/2003 RESOLVED
Request
IAUG Right Size Change - Patient 1/21/2003 1/21/2003 RESOLVED;
Request
AUG Right Wrinkling 2/25/2003 6/17/2003 RESOLVED
AUG ILeft Size Change - Patient 1/21/2003 1/21/2003 RESOLVED
Request
AUG Left Wrinkling 2/25/2003 6/17/2003 RESOLVED;
AUG Left Wrinkling 10/7/2003 ONGOING
AUG Right Implant 2/27/2001 3/12/2001 RESOLVED
Malposition/Displacement
AUG Right Size Change - Patient 5/15/2001 7/5/2001 RESOLVED
Request
AUG Right Wrinkling 12/21/2000, 3/12/2001 RESOLVED]
AUG Right Wrinkling 12/21/2000) 3/12/2001 RESOLVED
AUG eft Size Change - Patient 5/15/2001 7/5/2001 RESOLVED
Request
AUG Left [Asymmetry 3/19/2001 1/18/2002 RESOLVED
AUG Left Breast Sensation Changes 11/20/2000) ONGOING
AUG Left Hematoma 12/3/2000) 1/17/2001 RESOLVED
bUG ILeft Infection 12/3/2000 1/17/2001 RESOLVED
AUG Left Nipple Sensation Changes 11/20/2000) ONGOING
r\UG Left Size Change - Patient 3/19/2001 1/18/2002 RESOLVED
Request
REV .. [Right Asymmetry 6/14/2001 7/17/2001 RESOLVED)
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
IREV Right Other: IPatient Dissatisfied 4/10/2001 7/17/2001 RESOLVED
With Appearance
REV [ eft IAsymmetry 6/14/2001 7/17/2001 RESOLVED
REV ILeft Other: IPatient Dissatisfied 4/10/2001 7/17/2001 RESOLVED
With Appearance
REV Right Baker [1I Capsular 7/9/2001 3/21/2002 RESOLVED
Contracture
REV Right Baker [V Capsular 3/21/2002] 4/9/2002 RESOLVED
Contracture
REV Right Breast Sensation Changes 4/18/2001 ONGOING
REV Right Hypertrophic Scarring 10/11/2001 RESOLVED
REV Right Nipple Sensation Changes 4/18/2001 ONGOING;
REV Right Size Change - Patient 4/9/2002 4/9/2002 RESOLVED;
Request
REV i eft Baker 11I Capsular 7/9/2001 3/21/2002 RESOLVED
Contracture
REV I eft Baker IV Capsular 3/21/2002 4/9/2002 RESOLVED)
Contracture
REV Left Breast Sensation Changes 4/18/2001 ONGOING|
REV ILeft Hypertrophic Scarring 10/11/2001 RESOLVED|
REV Left INipple Sensation Changes 4/18/2001 ONGOING
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CONFIDENTIAL
AE AE
" Event Other Onset Resolution

Indication | Subject Side Complication Specify Date Date Outcome

REV Left Size Change - Patient 4/9/2002 4/9/2002 RESOLVED|
IRequest

REV Right Nipple Sensation Changes 6/19/2001 ONGOING

REV Right Size Change - Patient 3/10/2003 6/11/2003 RESOLVED!
Request

REV Left Baker 111 Capsular 12/17/2001 7/22/2002 RESOLVED,
Contracture

REV [eft Baker {11 Capsular 11/15/2002 5/8/2003 RESOLVED
Contracture

REV Left Baker IV Capsular 7/22/2002 9/10/2002 RESOLVED,
Contracture

REV Left Baker [V Capsular 5/8/2003 6/11/2003 RESOLVED
Contracture

REV Lefl Baker 1V Capsular 10/30/2003 ONGOING|
Contracture

REV [ eft Nipple Sensation Changes 6/19/2001 7/22/2002 RESOLVED

REV Left Nipple Sensation Changes 712212002 5/8/2003 RESOLVED)]

REV Left Nipple Sensation Changes 5/8/2003 ONGOING

REV Left Size Change - Patient 3/10/2003 6/11/2003 RESOLVED
Request

REV Right Size Change - Patient 2/5/2001 2/6/2001 RESOLVED|
Request.

REV Left Size Change - Patient 2/5/2001 2/6/2001 RESOLVED)
Request

AUG Right Hypertrophic Scarring 3/13/2001 10/1/2001 RESOLVED)
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
AUG Right Size Change - Patient 9/11/2000) 10/1/2001 RESOLVED
IRequest
AUG Left Delayed Wound Healing 10/2/2000 11/21/2000f RESOLVED)
AUG Left Hypertrophic Scarring 3/13/2001 10/1/2001 RESOLVED
AUG Left Size Change - Patient 9/11/2000 10/1/2001 RESOLVED
Request
REV Right Nipple Sensation Changes 9/17/2001 ONGOING
REV Right Size Change - Patient 3/15/2002 5/24/2002 RESOLVED
Request
REV Right Other: Patient Request For 9/12/2003 12/30/2003 RESOLVED
Removal
REV ILeft Size Change - Patient 3/15/2002 5/24/2002 RESOLVED)|
Request
REV Left Other: Patient Request For 9/12/2003 12/30/2003 RESOLVED;
Removal
AUG Right Breast pain 11/22/2007 ONGOING
AUG Right Breast Sensation Changes 4/15/2001 ONGOING
AUG Right N1ipple Sensation Changes 4/15/2001 ONGOING
AUG Right Size Change - Patient 2/21/2001 3/26/2001 RESOLVED,
Request
AUG Left Breast Sensation Changes 4/15/2001 ONGOING
AUG [ eft Hypertrophic Scarring 3/26/2001 ONGOING]
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date QOutcome
AUG [ eft INipple Sensation Changes 4/15/2001 ONGOING
AUG L eft Size Change - Patient 2/21/2001 3/26/2001 RESOLVED
Request
REV IN/A Other: Surgical 6/15/2001 4/2/2002 RESOLVED
Complications
Related To
Technique
REV Right Hypertrophic Scarring 1/31/2001 4/2/2002 RESOLVED;
REV Right Size Change - Patient 1/9/2002 4/2/2002 RESOLVED,
Request
REV L eft Baker II Capsular 1/31/2001 3/5/2001 RESOLVED,
IContracture with Surgical
Intervention
REV L eft Implant 6/15/2001 11/20/2001 RESOLVED,
Malposition/Displacement
REV [ eft Size Change - Patient 1/9/2002 4/2/2002 RESOLVED
Request
REC Right IAsymmetry 2/16/2001 12/17/2001 RESOLVED,
REC Right Size Change - Patient 2/16/2001 3/27/2001 RESOLVED,
Request
REC Right Other: Distortion Of 4/9/2002 4/10/2002 RESOLVED)
Breast Shape Not
Related To
Capsular
Contracture
REC left |Asymmetry 2/16/2001 12/17/200] RESOLVED
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
REC Tt ypertrophic Scarring 9/27/2002 10/30/2002] RESOLVED
REC ft Size Change - Patient 2/16/2001 3/27/2001 RESOLVED
Request
AUG ght Baker [1I Capsular 1/31/2003 12/5/2003 RESOLVED;
Contracture
AUG ight Size Change - Patient 12/4/2003 12/5/2003 RESOLVED!
Request
IAUG eft Baker 11 Capsular 1/31/2003 12/5/2003 RESOLVED
Contracture
AUG eft Size Change - Patient 12/4/2003 12/5/2003 RESOLVED,
iRequest
REC .ght Other: Patient Dissatisfied 8/12/2002 8/14/2002 RESOLVED,
With Appearance
REC _eft Other: Patient Dissatisfied 8/12/2002 8/14/2002 RESOLVED
With Appearance
REV Right Other: Surgical 10/12/2001 10/22/2001 RESOLVED
Complications
Related To
Technique
REV Right Other: Surgical 10/12/2001 10/22/2001 RESOLVED
Complications
Related To
Technique
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CONFIDENTIAL
I AE AE
Event Other Onset Resolution
Indicati~ ~ Sr¥’ Side Complication Specify Date Date Qutcome
REV ight Other: Surgical 1/18/2002 4/26/2002 RESOLVED
Complications
Related To
[Technique
REV Right Other: Surgical 1/18/2002 4/26/2002 RESOLVED,
Complications
Related To
Technique
REV Right Other: Patient Dissatisfied 9/26/2002 12/16/2002 RESOLVED|
With Appearance
REV Left Other: Patient Dissatisfied 9/26/2002 12/16/2002 RESOLVED
With Appearance
AUG Right Breast Sensation Changes 1/27/2001 RESOLVED;
AUG Right INipple Sensation Changes 10/31/2000 ONGOING
AUG Right Nipple Sensation Changes 1/27/2001 ONGOING
AUG Right Size Change - Patient 3/2/2001 4/23/2001 RESOLVED
Request
AUG Left Breast Sensation Changes 1/27/2001 RESOLVED
AUG eft Nipple Sensation Changes 10/31/2000) ONGOING
AUG Left Nipple Sensation Changes 1/27/2001 ONGOING
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CONFIDENTIAL
| AE AE
Event Other Onset Resolution
Indication | €~ Side Complication ‘Specify Date Date Qutcome
IAUG [ eft Size Change - Patient 3/2/2001 4/23/2001 RESOLVED
Request
AUG Right Baker II Capsular 11/6/2001 6/10/2002 RESOLVED
Contracture with Surgical
Intervention
AUG Right Baker 111 Capsular 1/24/2001 6/1/2001 RESOLVED|
Coniracture
AUG Right Size Change - Patient 6/10/2002 6/10/2002 RESOLVED
IRequest
AUG [ eft Size Change - Patient 6/10/2002 6/10/2002 RESOLVED|
IRequest
AUG Right Baker 111 Capsular 1/15/2003 8/1/2003 RESOLVED;
Contracture
AUG Left Other: [Explanted Due To 8/1/2003 8/1/2003 RESOLVED
Right Side Being
Removed
AUG Right Other: Patient Dissatisfied 11/30/2001 3/15/2002 RESOLVED
With Appearance
AUG Left Other Patient Dissatisfied 11/30/2001 3/15/2002 RESOLVED
[With Appearance
AUG Right Baker 11l Capsular 9/24/2001 11/16/2001 RESOLVED
Contracture
AUG Right Baker [II Capsular 12/17/2001 6/12/2002 RESOLVED|
Contracture
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subie~t Side Complication Specify Date Date Outcome
AUG Right Baker 111 Capsular 3/24/2003 6/25/2003 RESOLVED;
Contracture
AUG Left Baker 11 Capsular 9/24/2001 11/16/2001 RESOLVED;
Contracture
AUG Left Other: [Explanted Due To 6/25/2003 6/25/2003 RESOLVED;
Right Side Being
Removed
REC Right Implant 2/12/2002 3/1/2002] RESOLVED;
Malposition/Displacement
EC Right Size Change - Physician 2/12/2002 3/1/2002 RESOLVED
IAssessment only
REC Left Implant 2/12/2002 3/1/2002 RESOLVED
Malposition/Displacement
REC Left Size Change - Physician 2/12/2002 3/1/2002 RESOLVED
Assessment only
REC Right Asymmetry 9/4/2001 9/19/2001 RESOLVED
REC Right Other: Muscle Spasm 6/4/2001 9/19/2001 RESOLVED
REC Left IAsymimetry 12/5/2001 2/6/2002 RESOLVED
REC Left [Extrusion 7/27/2001 7/27/2001 RESOLVED
REC [ eft Infection 7/27/2001 8/10/2001 RESOLVED;
REC [ eft Infection 5/17/2002 5/28/2002 RESOLVED
REC Left Wrinkling 12/5/2001 ONGOING
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CONFIDENTIAL
’ AE AE
"~ Event Other Onset Resolution
Indication| §-** Side Complication Specify Date Date Outcome
REC _eft Other: D1stortion Of 1/15/2002 ONGOING|
Breast Shape Not
Related To
Capsular
Contracture
REC Right Wrinkling 12/4/2001 7/16/2002 RESOLVED|
REC Left lAsymmetry 12/4/2001 7/16/2002 RESOLVED
REC Right IAsymmetry 3/26/2002 6/3/2002 RESOLVED
REC Right Baker Il Capsular 11/15/2002 ONGOING
Contracture
REC Right Enfection 6/12/2002 7/10/2002 RESOLVED
REC Right [mplant 11/15/2002 ONGOING
Malposition/Displacement
REC Right Size Change - Physician 3/26/2002 6/3/2002] RESOLVED
Assessment only
AUG Right Breast pain 10/26/2001 RESOLVED
AUG Right Breast Sensation Changes 8/7/2002 10/24/2002 RESOLVED
AUG Right Hypertrophic Scarring 10/26/2001 RESOLVED
AUG Right Nipple Sensation Changes 8/7/2002 10/24/2002 RESOLVED
AUG Right Other: Pt Requests 8/7/2002 10/24/2002 RESOLVED|
Removal Due To
Personal Reasons
AUC ILeft Breast pain 10/26/2001 RESOLVED
A UC b [Left Breast Sensation Changes 8/7/2002 10/24/2002 RESOLVED)
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
AUG ' .eft Hypertrophic Scarring 10/26/2001 RESOLVED
AUG _eft Nipple Sensation Changes 8/17/2002 10/24/2002 RESOLVED|
AUG Left Other: Pt Requests 8/7/2002 10/24/2002 RESOLVED
Removal Due To
Personal Reasons
REC Left IAsymmetry 1/15/2002 5/8/2002 RESOLVED;
REC IN/A Seroma 3/5/2001 5/17/2001 RESOLVED]
REC Right [nfection 4/26/2001 5/17/2001 RESOLVED
REC Left IAsymmetry 7/26/2001 11/2/2001 RESOLVED
REC eft Seroma 4/26/2001 5/7/2001 RESOLVED
REC Left Baker 111 Capsular 12/12/2002 2/18/2003 RESOLVED
Contracture
REC Left Extrusion 1/29/2002 2/1/2002 RESOLVED
REC L eft Hematoma 1/10/2002 2/4/2002, RESOLVED)
REC L eft Infection 1/22/2002 1/24/2002 RESOLVED
REC Left Infection 1/24/2002 2/4/2002 RESOLVED)
REC Right Baker 111 Capsular 12/15/2001 4/23/2002 RESOLVED|
Contracture
REC Right Baker [l Capsular 4/23/2002 10/7/2002 RESOLVED|
Contracture
REC Right Infection 10/11/2001 11/1/2001 RESOLVED
REV Right Baker IV Capsular 9/8/2003 1/9/2004 RESOLVED
Contracture
REV Right Nipple Sensation Changes 2/1/2002} 3/10/2003 RESOLVED
REV [ eft Baker [V Capsular 9/8/2003 1/9/2004] RESOLVED|
) Contracture
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subi- Side Complication Specify Date Date QOutcome
REV At ipple Sensation Changes 2/1/2002 3/10/2003 RESOLVED,
REV oft Rupture 9/17/2003 |
REV eft Other: False Positive For 8/26/2003 1/9/2004 RESOLVED;
Rupture On
Mammogram
REV eft Other Siliconoma 8/26/2003 1/9/2004 RESOLVED
REC eft [Asymmetry 10/23/2001 3/5/2002 RESOLVED|
REC eft Seroma 9/13/2001 9/18/2001 RESOLVED|
REC —eft Other: Surgical 3/5/2002 7/2/2002 RESOLVED|
Complications
Related To
[Technique
REC Right Ptosis 7/1/2002 10/25/2002 RESOLVED;
REC Right Size Change - Patient 10/1/2003 12/19/2003 RESOLVED
Request
REC Right Other: Breast Mass 9/23/2002 10/11/2002 RESOLVED
REC Left Ptosis 7/1/2002 10/25/2002 RESOLVED
REC [ eft Size Change - Patient 10/1/2003 12/19/2003 RESOLVED|
Request
REV Left Other: lAbnormal 4/11/2003 6/17/2003 RESOLVED;
Mammogram
REV Left Other: IBreast Mass 12/21/2001 1/22/2002, RESOLVED
REC Right Baker [V Capsular 12/17/2001 3/12/2002 RESOLVED
Contracture
REC Right Breast pain 5/29/2002) 9/19/2003 RESOLVED
REC Right Nipple Sensation Changes 7/26/2001 8/21/2001 RESOLVED
REC Right Size Change - Patient 9/19/2003 9/19/2003 RESOLVED,
Request
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CONFIDENTIAL
AE AE
Event Other Onset Resolution
Indication | Subject Side Complication Specify Date Date Outcome
REC [ eft Baker 11 Capsular 12/17/2001 3/12/2002 RESOLVE
Contracture with Surgical
Intervention
REC Left INipple Sensation Changes 7/26/2001 8/21/2001 RESOLVED;
REC i eft Size Change - Patient 9/19/2003 9/19/2003 RESOLVED
Request
REC Right Asymmetry 8/11/2001 2/17/2003 RESOLVED
REC Right Wrinkling 2/11/2002 2/17/2003 RESOLVED
REC Left Baker II Capsular 2/5/2003 2/13/2003 RESOLVED
Contracture with Surgical
Intervention
REC -eft Nipple Sensation Changes 2/11/2002 9/16/2002 RESOLVED,
REC -eft Asymmetry 5/8/2002 ONGOING
REC .eft Baker 11 Capsular 2/24/2003 4/3/2003 RESOLVED
Contracture
REC light Extrusion 5/16/2002 5/31/2002 RESOLVED
REC light Size Change - Physician 12/4/2001 5/9/2002 RESOLVED
IAssessment only
IREC eft Size Change - Physician 12/4/2001 5/9/2002 RESOLVED;
lAssessment only
REC ight Other: Lack Of Projection 4/16/2003 4/24/2003 RESOLVED,
REC ight Hematoma 9/19/2001 12/18/2001 RESOLVED|
REV wght Baker 11I Capsular 5/31/2002 8/13/2002 RESOLVED,
r Contracture
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CONFIDENTIAL
AE AE
Event Other Onset Resolution

Indication | Subject Side Complication Specify Date Date Outcome
REV ’ ght Implant 1/17/2002 ONGOING

Malposition/Displacement
REV eft Baker 1l Capsular 5/31/2002 8/13/2002 RESOLVED

Contracture
REV eft lmplant 1/17/2002 ONGOING|

l‘ Malposition/Displacement
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