Table 5.4.13.1-C: History for each Patient for who Rupture was Suspected and/or Confirmed

Implant Type: textured round gel

reported Ruptures

Evaluation. Patient had

Final
Determination
Local Central of Rupture Method of
Pt ID Patient Information History (Hx) Reader Reviewer Status Determination Adverse Events
C 7 Cohort: Revision Previous ruptured Bilateral ruptures Bilateral Bilateral Explanted Ruptures Bulateral rupturces onset date
“| DOS: 11/17/00 right implant, MRI Ruptures Ruptures confirmed by Product unknown

Concomittant surgeries:

Implant Type: smooth round gel
Placement: subglandular

MRI Substudy: YES

MRI Scan Dates: 3/11/03
Investigator: Robert Mirabile
(#409)

possible rupture on
the left per local
MRI reader

yet to return for re-scan.

Placement: subglandular implants replaced. Catherization and thrombectomy
MRI Substudy: YES L hand for blood clots 10/1/01.
MRI Scan Dates: 2/27/03, 3/20//02, Amputation L hand 10/30/01 for
12/17/03 blood clots
Investigator: Paul Silverstein
(# 404)

C j Cohort: Augmentation Possible rupture on | Possible rupture No rupture No rupture No physical findings of Wrinkling
DOS: 4/27/0 right per local MRI | on right rupture. Plastic surgeon
Implant Type: smooth round gel reader felt area of concern was
Placement: subglandular buckle 1n the implant,
MRI Substudy: YES
MRI Scan Dates: 5/28/02, 4/30/03
Investigator: Garland Porterfield

L (# 405)

r j] Cohort: Revision Previously ruptured | indetermmate for Indeterminate No rupture., Patient had ultrasound R breast trauma sustained 1n car
DOS: 6/8/01 implants & silicone | extracapsular for indeterminate 5/12/04 No rupture. No accident 2/12/02. Note: no
Implant Type: textured round gel granulomas rupture on right, extracapsular for mention of extracapsular | adverse event submitted as
Placement: subpectoral possible correlate with hx rupture on right, | extracapsular stlicone in the report occurrence was not device or
MRI Substudy: YES extracapsular of previous correlate with silicone Hx of | Radiologist procedure related
MRI Scan Dates: 11/13/02. 8/29/03 stlicone on right umplants, current hx of previous ruptured gel recommended repeat
Investigator: Gloria Duda per MRI implants intact implants, implant n MRI
#421) current implants | 1985

intact
c *‘ Cohort: Revision Closed Rupture on left No rupture No rupture Mentor recommended L - Hematoma 4/24/01
~| DOS: 4/18/01 capsulotomy, side repeat scan. Patient has R - Nipple Unacceptably Low

Sensitivity 4/18/01

L - Nipple Unacceptably Low
Sensitivity 4/18/01

L - Baker III Capsular
Contracture 1/17/02

L - Breast Unacceptably Low
Sensitivity 2/24/03
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Placement: submuscular
MRI Substudy: YES
MRI Scan Dates: 11/13/02, 8/29/03
Investigator: Mark Migliori
(# 448)

MRI reader

rupture Motion
artifact on scan

had a rupture. Given her
health status, it was not
important to confirm his
diagnosis. Patient died of
breast cancer January
2004

Final
Determination
Local Central of Rupture Method of
Pt. ID Patient Information History (Hx) Reader Reviewer Status Determination Adverse Events
E Cohort: Reconstruction Possible Hyperntense spot, | No rupture or No rupture or Repeat scan was No Adverse Events submutted
DOS: 10/11/0 extracapsular possibly extracapsular extracapsular suggested. Dr. Migliori
Implant Type: textured round gel stlicone per local extracapsular silicone stlicone said he didn't believe she

j Cohort: Revision

DOS: 11/10/00

Implant Type: smooth round gel
Placement: subpectoral

MRI Substudy: YES

MRI Scan Dates: 10/30/02
Investigator: Thomas DeWire

(#418)

Previously ruptured
bilateral implants

Small amount of
intracapsular
silicone, but no
evidence of
collapse or rupture

"Extra-capsular
stlicone, most
likely residual
from previous
implants, no
evidence of
rupture of
current implant”

No rupture

MRI

Bilateral: Low nipple sensitivity
5/1/01, resolved
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Suspected Rupture Patient Summary

Study ID:L J .
Cobhort: Augmentation

DOS: 4/27/01
Implant Type: smooth round gel filled breast implant

Placement: subglandular
MRI Substudy: YES

MRI scan dates: 5/28/02, 4/30/03
Investigatortﬁ-i

This patient was entered in the Core Gel study on 4/27/01 for general breast enlargement.
No significant past medical history related to the breast is reported.

On 5/28/02 she underwent her Year 1 study MRI scan. The Local Reader reported
findings suspicious of rupture on the right, with no extracapsular silicone. The Central
Reader reported no evidence of rupture or extracapsular silicone bilaterally.

On 4/30/03 the patient underwent her Year 2 study MRI scan. The Local Reader reported
findings suspicious for intracapsular rupture on the right side and an intact left breast
implant. The Central Reader notes no rupture or extracapsular silicone. The Central
Reader notes specifically no evidence of rupture on the right.

- -
Lh :}vas consulted after reviewing both thc{; }reports as well as
ose from the Central Reader. He wrote a letter stating that haa examined the patient ‘
and felt that the area noted on the MRI scan was associated with a buckle in the implant
and that he doesn’t feel any problem exists.

No further action is- 3¢ on this patient. She continues to be followed in the Core
Gel Study byL She will have her Year 4 MRI scan in 2005 in accordance
with the MRI protocol.
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November 14, 2003

Atm: Carolyn Offutt
Mentor Corporation

201 Mentor Drive

Santa Barbara, CA 93111

Dear Carolyn,

Eunderwem MRI Scans on April 30, 2003 and May 28, 2002. Both
of these scens showed a possible intracapsular rupture associated with the right
breast implant. T have examined this patient and feel like this is associated with a
buckle in the implant. I have assured this patient that I don’t feel any problem exist

and that I have reviewed the reports from __Jas well as Mentor
Corporations reviewer. . :

If you should have any questions, please feel free to contact my office.



($* MENTOR

PATIENT TRIAL NO. COUNTRY NO
STUDY ID: 10-008 | 0 , 0 | 1 ]
MR! EVALUATION

% 7 MRt Silicone Breast implant Ev. ‘;agip?/gg;a Sheet

" PATIENT INITIALS l PATIENT SOGIAL SECURITY KO

Patient's Date of Birth: _

J

MRI Reviewer: EJ e

Date of MRI Evaiuaton: m IS'WD 2005

Scan Quality ( one}:

2 E] Adequate
 foth 3 [} Inadequate
RIGHT LEFT :
|0 Notimplanted with Study Device —{] Ndtimptanted with Study Device
Device Piacement  [] Submuscular ) "y ] Submuscular
» 7] Subgiandutar » X Subgiandutar
Implant Type: 1 E Smaooth 1 IX’ Smoath
2 [ Sitex 2 ] Sittex
implant Evaluabon: 1 E}(oEudmce of Rupture : i}ﬂo/ Evidence of Rupiure
2 [ ] indeterminate Evidence of Rupture 2 [_] Indeterminate Evidence of Rupture
» [] Rupture: s ] Rupture:
Check.one Type: Check one Type:
+ [ infracapsutar + [ intracapsular
2 [ ] Extracapsutar 2 ] Extracapsutar
Check one Condition: Check one Candition:
1 [] Uncoliapsed 1 [ Uncoliapsed
2 (] Partially Coliapsed 2 [} Partially Coliapsed
3 [[] Fully Collapsed {linguini sign) > [ Fully Coltapsed (knguini sign}
<
Soft Tissue Evaluaion: | m Evidence of Extracapsular Silicone : % Evidence of Extracapsuar Sitcone
2 [_] indeterminate for Extracapsular Siicone 2 ] Indeterminate for Extracapsuar Siicone
1 [[] Definite Extracapsular Siicone + [_] Definite Extracansutar Siicone

Notes: S’mdaéu/&

. oy, 4/@

on 1He rrr ' g,

S

Lyr Sean .
C ]

aeviewefs’Sig/amk D

Mﬁu@x@@g&

This study was not designed to detect breast cancer, and so the findmgs and impressians here snould not repisce routine screenmy mammograohy and
clinical exmminstion. Some mmpiant ruptures snd smeii amounts of soft tissue sliicone beiow aur threshoids for detachon may not be seen by this methed.

momsuw. MENTOR AFFILATE YELLOW: MENTOR PINE: INVESTIGATOR STE
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- - Sex: FQ
Exam Date: 04/3uU/scuv. Vv,jgs: REG R

Radiology No:

Unit No g’n 3

EXAMS: 001135213 MRI BREAST BILAT WITHOUT CéNTR

Clinical Data: MENTOR STUDY - -
MRI BREAST BILATERAL WITHOUT CONTRAST.

MRI SEQUENCES: Axial T2 and fat-suppressed T2 as wel. as sagittal T2
with water-suppressed pulsing sequences were performeZ of both
breasts using a Siemens 1.5 Tesla magnet and a bilaterzl breast coil.

RIGHT BREAST: There is a subpectoral silicone implar:- demonstrated on
the right. There is a peculiar complex fold pattern -nvolving the
lower inner quadrant of the right implant. This appezrs to have
silicone on both sides of this fold and I it is confl-—snt from
anterior to posterior. I really cannot totally expla:-- this
appearance just on the basis of complex folds and am zoncerned that
there may be a small intracapsular rupture in this lczation. There’
no evidence of extracapsular silicone. The remainder of the implan
appears to be intact.

LEFT BREAST: On the left the implant appears to be inzact and
silicone in nature and lies in a subpectoral locatior. There is no
definite evidence of intra- or extracapsular rupture z- this time.
IMPRESSION:

1. Findings suspicious for an intracapsular rupture cf the right
implant in the lower inner aspect.

2. There is no definite evidence of abnormality invclving the left
implant which appears to be intact.

Report was stat faxed td' ;]on 05/12/03 =zt 1630 hours at

PAGE 1 Signed Report (CONTII“
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Name:

Phys: T ield MD, Garland

Dob: Age: 45 Sex: K

Acct: Loc: MORAD 9
E

Exam Dace: 04/30/2003 Status: REG R
Radiology No:

B Unic No: J0604436
Patient Phone No: _

EXAMS : 001135213 MRI BREAST BILAT WITHOUT CONTR
Clinical Data: MENTOR STUDY - = ’ -

<Continueds>

848-7297.
** REPORT SIGNATURE ON FILE 05/14/2003 **
Reported By i~ Y
Signed By:

Cc:t; :)

Dictated Date/Time: 04/30/2003 (1459)
Transcribed Date/Time: 05/12/2003 (1625)
Transcriptionist: MER GSS

Printed Date/Time: 06/06/2003 (0833)

PAGE 2 Signed Report ‘
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MENTGR ||(p-|7] MR! Silicone Bresst Implant Evaluation Data Sheet

PATIENT TRIAL NG. COUNTRY N2 VIng | PaTIEMTNO. { PATIENT INITIALS [EST SOCIAL SECURITY NO
- . frst quadle kst
Lsmov o 008 (0,0 -
i v , |
MRI EVALUATICN

Patient's Date of Sirth:

a

MRI Reviewer: E
J

Daie of MR éve:usﬂon: l 0« 25 L:& % _::’0] Ot z-‘\"

Scan wagck onel’
v [ Gaod

2 ] Aceguate
men = 5 Il
& ! yesr 3 11 Inadequate
RIGHT LEFT —_
[ Not.~plamz: witi Study Device (] Notimplzanted with Study Device
Device Placemzant . S y [} Submuscutar
: _T,b&(:g:and: £ i 2 ubgfandutar
Imolant Type -1 Sezonh - (] Smoaath o
N

= _
2 1 Siltex

imprant Evaluzica;

- : 1 Inzziemur iz Zvrdence of Rugwrs

i

__ Ruiure’

s -

Crzgkons ~oe

- g
: ] Srzzapsulac
Crzckorz Ziadion
-} '»zciznsed
i} Fzzlly Collapsed

1
t

r _—:

= vy Colizpsad {linguins sign)

» [GAG Evidence of Ruoture

-2 1 Indeterminate S'ndencs of Rupture
1 i Rugture:
Check one Type:
v [ Inuacapsular
2 {1 Extracapsular
Check one Condriion:
1+ {_] Uncollzpsed
2 {1 Paruaily Collapsed
1 [ Fully Coitapsad (linguiri sign)

Soft Tissue Evzluation: ( E’é(: Zviger.cz 5 Extracapsular Silicone

: (7] incsterminzs ‘or Extracapsular Silicone
1 (] Csintte Ex-zcapsular Sificons

s

' % Evidence cf Extracapsular Slicone
2 ] Indeterminate for Extracapsular Silicone
3 ] Defirtte Extracapsular Silicane

Notes N (é’ ) st Gefed I I7aeF—
[ /7 7 e 4

?{r’
: C. _ ] O G || 280,31
eviewer's Signature { month day year

®

This study was not designed to detect breast cancer, anc so the findings and impressions here should not replace routne screening mammagraphy and

clinical examination. Some smolant uptures 3.

WHITE ORIGINAL MENTGR AFFWIATE

Y AT W
7100 ELLOA NENTQR

PINIC INVESTIGATOR SIT2

and small zmounts of soft tissue silicane below aur thresholds for detection may not be seen by this methed.

4813



)| —

Name: [’
Phys
j Dob: Mez 44
3 Acct E
Exam oo

T Radiology No:
Unit No: J0604436

Patient Phone No: _

>

EXAM# TYPE/EXAM RESULT

000977327 RAD MRI/MRI BREAST BILAT WITHOU
Clinical Data: n/a

MRI OF THE BREAST BILATERAL WITHOUT CONTRAST MENTOR STUDY.

HISTORY: 43-year-old female with bilateral silicone implants placed
in April of 2001.

Sagittal and axial T2 and fat suppressed T2 weighted pulsing sequences
were performed of both breasts.

There is dense breast parenchyma present bilaterally. Bilateral
extrapectoral implants are demonstrated. ‘

The left breast implant appears to be intact. The implant capsule
appears to be intact with some fairly prominent folds which are
normal. I do not identify any definite evidence to suggest either an
intra- or extracapsular rupture. On the right, there are also noted
to be some prominent folds, however, there appear to be some of the
implant membrane, particularly medially, which are visible from
anterior to posterior on both the axial and sagittal images. This is
very suspicious for a focal area of implant rupture in this location.
I see no definite evidence of extracapsular silicone on this study.

The visualjzed breast parenchyma is otherwise nonspecific since no
contrast material was administered.

IMPRESSION:
1. Finding suspicious for a focal discontinuity of the implant

capsule medially on the right. There is no evidence of an
extracapsular rupture.

PAGE 1 Signed Report (CONTINUED)
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Name : m
e .
Dob: S

O Il"‘

ACCt:C
) Exam pate: uvosjeuy; «v.2 Status: REG
2 Radiolog: -
) Unit No: j
Patient rrone vo: miliN
EXAM# TYPE/EXAM RESULT

000977327 RAD MRI/MRI BREAST BILAT WITHOU
Clinical Data: n/a
<Continueds>

2. The left implant capsule appears to be intact.

** REPORT SIGNATURE ON FILE 05/31/2002 **

Reported E y =
Signed By: [; ‘;]

Cc: E J

Dictated Date/Time: 05/30/2002 (1042)

Transcribed Date/Time: 05/30/2002 (1258)

Transcriptionist: MER JEV

Printed Date/Time: 06/12/2002 (1440) ‘

PAGE 2 Signed Report
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MRI Silicone Breast Implant Evaluation Data Sheet

PATIENT TRIAL NO COUNTRY NGO SITENO I pamentno. |H
STUDYID: | 10-009 | 0O l 0 11

MRI EVALUATION

Patient's Date of Birth:

MRl Reviewer: C

1

Date of MRI Evaluation:

Hnﬁ.ou&wli;

month day

Scan Quality (check one):
1 D Good //) /6(
2 [] Adequate
3 [ Inadequate

RIGHT
(] Not Implanted with Study Device

LEFT
[} Not implanted with Study Device

2 [] indeterminate Evidence of Rupture
s [URupture:
Check one Type:
_1 [¥Mtracapsular
2 ] Extracapsular
Check one Condition:
+ [} Uncoltapsed
2 ] Partially Coliapsed
3 [_] Fully Collapsed (linguini sign)

Device Piacement: 1 [} Submuscular + [_] Submusculgr ———
— 1 2 [} Subglandular | 2 [[] Subglandular
implant Type: 1+ [} Smooth 1 ] Smooth
2 ] Siltex 2 || Siltex
Implant Evaluation: + {_] No Evidence of Rupture 1+ Mo Evidence of Rupture

2 [} Indeterminate Evidence of Rupture

2 ] Rupture:

Check ane Type:
s (] Intracapsular
2 [_] Extracapsular
Check one Condition: |
1+ (] Uncollapsed néi
2 {] Partially Collapsed
3 (] Fully Collapsed (linguini sign)

Soft Tissue Evaluation:

1+ [\ANo Evidence of Extracapsular Silicone
2 ] Indeterminate for Extracapsular Silicone

1 [_] Definite Extracapsular Silicone

1 UG Evidence of Extracapsular Sificone
2 [] Indeterminate for Extracapsutar Silicone
3 {_] Definite Extracapsular Silicone

Noes LAL0 JA 1Ss0 Cop el Mé’ﬂ/z/&m ﬂ/ﬁéﬁ/
WWW%WWM M&(

Ndds bl oy fiped oot

2({/@5%

Reviewer's Signature

m 7

1"ijlx\L14 P

year

This study was not designed to detect breast cancer, and so the findings and impressions here should not replace routine screening mammography and
clinical examination. Some implant ruptures and small amounts of soft tissue silicone below our thresholds for detection may not be seen by this method.

1500
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YELLOW: MENTOR

PNG: IMVESTIGATOR RitE

[ J

Core Gel Breast
4’ MENTOR | ipE ciinical Tral ADVERSE EVENTS 3YEAR VISIT
TRIAL NO. COUNTRY NO, SITE N, | patENING. )
PATIENT STUDY ID: 10-008 | o | 0 | 1 (J Ne Adverse Ewvenls

Enter one adverse avent per ine. if the evert was experienced at more than ane body sils, enter mach body sits on 2 ssparats fine.

AE CAUSAUITY EVENT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check af ihef apyly) QUTCOME RESOLUTION
COOE* |1 = Procedure relsted SIOE | BREAST PAN DATE 1= Mid 1 = No Trealment 1 *Resolved DATE
(80 {2« Devicarniated |O=WA 0= Nore 22 Moderte | 2 = Medication (specdly] . 2 sOregeing
Balow) {3 s Unknown 1 = Right t= Mid 3= Seyes |1 = Secondary Procadure fanter Procadurs Type Code and date below, and compiste |3 3Dealh

4 = Other 2+=Lat 2 = Modsrws Secondary Procedurss Repart for ail precedires performed for this date)™ 4 »Unknown
3=zSevers Imonth day year 4 = Hosplalization (spacify # ol days and admission dats) monh day  yew
. z § = Pthet (specily) ,
0t g |00 )ﬁo Q3 /211 ,:51 Q4__days0om_ ¢ j_ (01 4
“;)1 Oz D4 PR 01 bq fljfﬂo) 02 |O2 as )8
02 02 r 03 |03 PocadusTypeCodet:___  Procedure Date:____/_ / 03
O+ 03 [Oo Oo 01 |01 O4___cdays,Dase:_7 1 |01 04
D2 04 |O¢ (W 02 |02 as 02
Y. - 02 02 C] 3 |C13 Procedure TypeCodut:___  ProcedurDal ___J_ 7 03
j “Compiete Sscondary Procedures Report, #f new siudy device is
4 12611581222
: - — U —J L = T Impianted, complats Re-implantation Report.
*ADVERAE EVENT COOE® 19ECONDARY PROCEDURE TYPE CODES

1 ® Awyrornelry 15e nopathy 24 = Laciation DficLites, | di=Bopsy
2 = Bakar ) Capauler Contracture with Surgical injsrvention w-uh:im. ety 82 » Capaviaciomy
A = Baker it Capuler Cantrachsre 17 = New Disgoals of Breast Cancer 83 = Explantation with Repiacsment™”
4 = Bahor IV Capaule Conbacture 18 = New Dingrosts of Rheurnatic Disema, 84 = Explanisiion without Replacsment
5 = Hreast pain not associstad with anry other complication spacly; 20 = Othwr, tpecly: €5 = incindon and Dralnage
8 = Breast—naccepiably Low Sensitvly 19 = Nipple—Unecoepiably Low Senaltivly 88 = Mastopery
7 » Brensi—Unscoepiably High Senstiy 20 = Niple—Unaccepiably High Sensivity BT = Open Capsulctomy
1 « Caiclication 21 = Pasiton Change 83 = Position Change
U = Delayed Wound Hesting 22 » Pala 305 Othwr, specily: 89 » Scar Revision
10 = Extvsion 23 » Ruphas 99 = Siin Adusatment
11 » Granuioma 24 = Sem 91 » Othar, spaciy:

12 = Homatoma 28 = ke Change—Putient Requeet
13 » Hypeirophic Scaning 26 » Stze Change—Physician Asssssment only 82 = Gihar, specily.
14 u Irfecien 2 = Winkling

L e
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Suspected Rupture Patient Summary

Study ID:

Cohort: Revision

DOS: 6/8/01

Implant Type: textured round gel filled breast implant
Placement: subpectoral

MRI Substudy: YES
MRI scan dates: 11/13/02, 8/29/03
Investigator: [~ |

This patient was originally implanted with gel implants from an unknown manufacturer
in 1985. In 1995, the right implant ruptured and both implants were replaced with saline
implants. In 2001, the right saline implanted ruptured. On 6/8/01 she was entered in the
Core Gel study and both saline implants were replaced with Core Gel implants.

On 4/17/02 she underwent her 2 Year Study MRI scan. The Local Reader notes findings
suspicious for free silicone in both breasts suggestive of extracapsular rupture of an
indeterminate age, possibly from a previous implant rupture. The current implants were
noted to be intact. The Central Reader reported no evidence of rupture and indeterminate
for extracapsular silicone bilaterally and recommends correlation with history of
previously ruptured implants. It was noted that both current implants were intact.
Correlation with history of prior implants and ultrasound was recommended.

The patient had a mammogram and an ultrasound, but the hospital lost the images. The
patient had a breast ultrasound on 5/12/04 which demonstrated no evidence of implant
rupture. The radiologist recommended repeating the breast MRI which will be offered to
the patient.

The patient continues to be followed in the Core Gel Study by c ~JShe will have
her Year 4 MRI scan in 2005 in accordance with the MRI protocol.
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Reftring Phymcion:  DEFAULT, RCP

BILATERAL BREAST SONOGRAM: 05/12/2004

CLINICAL HISTORY: The patient has bilatera] breast implants and has had a previous MR study dated
4/17/03 from a suburban hospital, city and state not specified with report present indicating possible implant
rupture hilateraily.

No previous MR study of the breasts, mammograms, or ultrasound studies are currently available. Comparison
is made with the report of the previous MR study of the breasts of 4/17/03. .

Sonographically, there are enfoldings of both breast implants but the implants appear intact on a sonographic
basis and no linguine sign seen.

IMPRESSION:
No dcfinite sonographic evidence of implant rupture. Hawever, MR siudy of the breast is a more sensiuve test

foc implant ruprure and given the fact that 8 previous MR exam of April 2003 questioned possible bilateral
implant ruptures, I would recommend a follow-up bilateral breast MRI exam for re-cvaluation. Comparison
with the previous MR study also would be useful.

RMAI

L —

v
CONFIDENTIALITY NOTICR. This report ia intended fov the use af the Rofurnng Physictan or Contulting Mhy It ina info thal ia prviteged and/or
~6denral. 1f you are not the insended recipient or 1Nt NEreod's auiharized spent, pleste demeoy twe repon of recum it by U8 Mail.
S —— @
/ C D
Page | of |

Submssmon Date/Time:  5/13704 10:53 am
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‘$" MENTOR { MR! Silicone Breast imptant Ev.. .ztion Data Sheat t
TRAL IO, CONTRY I, STENQ. | PATIBTID, | _PATED BTWLS PATIEWT SOCUL SECURITY KC.
PATIENT
stuovm: | 0008 |0 (0 1 { .
[ MRI EVALUATION
; < 7
MWREMML.JC\ t:] Stan Quality {check one):
.- . 1 Goed
| Date of MRI Evaiustion: %ML&M~ oo e 2 [ ] Adequate
. .= .+ [ iadaquate
| RigHT | : =
7|0 ot impianted with Study Dewice —+[] Noffhoiarmd with Stdy Devire
m‘W - - T T Oubmennsior——
Jepian Typs Al T Smeoi——
oy - AiET—
impiant Evabuanore | ¢ [ Mo Evitenca of Rupare + [OG Evitence of Rupre
2 ) mosmmmngte Evidance of Rupure 2 ) indaterminae Evidencs of Rugare ‘I'
» ] Rupnee: 3 [} Reptusre:
Cherk one Type: N Check one Type:
t [ incacapsumr + ) momcapsutsr
2 ) Sxtracapsutar 2 [[] Extrecapsuar
Chenk arm Conditior Ched: ona Condlfor
1 [ Uncaliapsed + [ Uncollapead
: [} Partinlly Caliapeed ’ 2 [[] Parfially Colapaed
N » ) Fully Coliapsed (ingumi sign) : [) Fuly Coliapsad (imguini sigof
Saff Tissue Evaluaian: |+ []. No Evidence of Sxracapeutar Siizone + [ No Evitience of Extrecapsular Sicone
2 for Sxtrecammuiar SHicone 1E]&ﬁamn&mmthnmammnnSﬁmm
s [ Deimite Exvacansuiar Sacone » [ Defmite Extracapuiar Siicone

Notes: 9\&?(’
LAy 10 AL A‘“‘WWW /ﬁﬂt//%vé”

P A /,ﬂ//mm«ﬁ
Ctnst f jpg lots Wit

= S;m{f , J V012093

Thez xtudy wac not gesipnad t oaacf orenct caner, aad 20 the SmmEs xy imprersrans here Shacis 0t Mdlsss routine coreemny memmMmograpiy and
cim:>s/ sxmmingoar. Saree yrRLT noumes end Dnel emounts Of et trxue Slirone Delow oy thremholds 1or SemCEon mev act be Snen by tus methad.
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MR # 1633322 : !

- acE: NI - '
EXAM DATE: 04/17/2003
LOCATION: UNK STATUS: REG CLI
DOCTOR: PRIMARY CARE/OTHER PHYSICIAN

EXAM# TYPE/EXAM RESULT
000585357 MRI/BILATERAL BREAST - MENTOR

CLINICAL HISTORY: Patient is a 46-year-old female with a history of
bilateral sil:cone gel breast implants placed 06/08/01. The patient
is a Mentor Core Gel Study patient, study case number is <. !

TECHNIQUE: Sagittal T2 water-saturated, STIR water-saturated, and
axial T2 weichted sequences of both breasts dated 04/17/03 are
submitted for review.

FINDINGS: Thsre are bilateral subpectoral silicone gel breast
implants with no signs of intracapsular rupture. There are focal
areas of highk signal on both the T2 water-saturated and STIR
water-saturatzd sequences in the upper outer right breast and lower
inner left bresast which are suspicious for free silicone. Bilateral
radial folds are noted. No other abnormalities are seen.

INTERPRETATION: .
1. FINDINGS SUSPICIOUS FOR FREE SILICONE IN THE UPPER OUTER RIGHT

BREAST AND LOWER INNER LEFT BREAST ARE SUGGESTIVE OF EXTRACAPSULAR
RUPTURE OF INDETERMINATE AGE. THESE COULD POSSIBLY REPRESENT FREE
SILICONE FROM PREVIOUS IMPLANT RUPTURE. THE IMPLANTS ON TODAY'S EXAM
APPEAR INTACT WITH NO EVIDENCE OF INTRACAPSULAR RUPTURE.

2. CLINICAL CORRELATION AND CORRELATION WITH PREVIOUS MAMMOGRAMS AND
ULTRASOUND AND PRIOR BREAST MRI ARE RECOMMENDED. THE OUTSIDE

MAMMOGRAMS AND ULTRASOUND AND PRIOR MRIs ARE NOT AVAILABLE FOR
COMPARISON.

PAGE 1 (CONTINUED)
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NAME - .

MR #

AGE: 46

EXAM DATE: 04/17/2003

LOCATION: UNK STATUS: REG CLI
DOCTOR: PRIMARY CARE/OTHFR PHYSICIAN

L J

EXaM# TYPE/EXAM RESULT
000585357 MRI/BILATERAI. BREAST - MENTOR
<Continueds>

04/17/03

** REPORT SIGNATURE ON FILE 04/18/2003 *x

Reported By /
Signed By: \/ D Y/ j

04/17/2003
MDI/DB
RESULT CODE:

PAGE 2
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MRI Silicone Breast implant Evaluation Data Sheet

TRIALNO COUNTRY NO SITE NO. PATIENTNO | PATIENT INITIALS
PATIENT I

sTupyip: | 10009 | O ! 0 I 1

PATIENT SOCIAL SECURITY NO.

MRI EVALUATION

Patient's Date of Birth:

ADLA

MRI Reviewer: i - - j

. Scan Quality (check one):
. . 1 D Good

pate of Rt Bvaaton: O 1 |11 ]| Qe dr0 3 2 [ Adequate Nla
month cay year s [ inadequate

RIGHT LEFT

(] Not implanted with Study Device (] NatImplanted with Study Device

Device Placement: « [} Submus s [} Submusertar—————
"‘_"“‘mﬂ:’rf B! [} subglandular
implant Type: 1 [} Smooth 1 { 1 Smoath
—T 2 [} Siitex 2 [ Siltex
Implant Evaluation: 1 (E’(o Evidence of Rupture R {it¥e Evidence of Rupture
2 [] Indeterminate Evidence of Rupture 2 [[] Indetemminate Evidence of Rupture
3 (] Rupture: s [} Rupture:
Check one Type: Check one Type:
_t {_] Intracapsufar . + ] Infracapsular
2 ] Extracapsular 2 [} Extracapsular
Check one Condition: Check one Condition:
1 ] Uncollapsed AK/ 1 [_] Uncollapsed /LA-/
2 [ Partially Collapsed 2 [_] Partially Collapsed

s {_] Fully Collapsed (finguini sign) 3 [J Fully Coliapsed (linguini sign)

Soft Tissue Evaluation: 1 {_] No Evidence of Exiracapsular Silicone 1+ ] No Evidence of Extracapsular Silicone
2 [ Indeterminate for Extracapsular Silicone 2 [ ] Indeterminate for Extracapsular Silicone
s {4} Pfinite Extracapsular Silicone » [} -Pefinite Extracapsular Sificone

N4 I [

I

Reviewer's Signature -

maonth day year

This study was not designed to detect breast cancer, and so the findings and impressions here should not replace routine screening mammography and

climical examination. Some implant ruptures and smafl amounts of soft tissue silicone below our thresholds for detection may not be seen by this method.
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4’ MENTOR MRI Silicone Breast Implant Evaluation Data Sheet

TRIAL NO. COUNTRY NO SITEND { PATIENT NO T PATIENT INITIALS

PATIENT SOCIAL SECURITY NO
PATIENT

STUDY ID: 10-009 OJ 0 L1

MRIEVALUATION

Patient's Date of Birth: ! i ’ I_L_J '_l__l_L_J
month day year

MRI Reviewer: Scan Quality (check one):
1+ ] Good
Date of MRI Evatuation: |1 || 1 || 1 Lt 2 [] Adequate
month day yeat 3 [[] Inadequate
RIGHT LEFT
(] Not implanted with Study Device (] Not Impianted with Study Device
Device Placement: 1 [] Submuscular 1 [ ] Submuscular
2 [] Subglandular 2 ] Subglandular
Implant Type: 1 ] Smooth 1 [ ] Smooth
2 [] Siltex 2 [ Siltex
implant Evaluation: + [T} No Evidence of Rupture 1 [ No Evidence of Rupture
2 [ Indeterminate Evidence of Rupture 2 [ ] Indeterminate Evidence of Rupture b
2 {] Rupture: s ] Rupture:
Check one Type: Check one Type:
1 [_] Intracapsular 1+ (] Intracapsular
2 [] Extracapsular 2 [_] Extracapsular
Check one Condition: Check one Condition:
1+ ] Uncollapsed 1 [ Uncoliapsed
2 ] Partially Coliapsed 2 [} Partially Collapsed
3 ] Fully Coliapsed (finguini sign) 3 ] Fully Collapsed {finguini sign)
Soft Tissue Evaluation: 1 [_] No Evidence of Extracapsular Silicone + [_] No Evidence of Extracapsular Silicone
2 (] Indeterminate for Extracapsular Silicone 2 [ ] Indeterminate for Extracapsular Silicone
s ] Definite Extracapsular Silicone s {"] Definite Extracapsular Silicone

[ v

|MISSEDVISIT "
g ouy

I B A
Reviewer's Signature month day year j

This study was not designed o detect breast cancer, and so the findings and Impressions here should not replace routine screening mammography and
clinical examination. Some impiant ruptures and small amounts of soft tissue sificone befow our thresholds for detection may not be seen by this method.

3/50Y
7

WHITE ORIGINAL- MENTOR AFFILIATE YEWLOW MENTOR PINK INVESTIGATOR SITE
&7/00
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OPERATIVE REPORT

DATE OF SURGERY 06/08/2001

SURGEON s v
ASSISTANT(S) 6 : D{ Qﬁ’l'h(‘ff
PRLOPERATIVE DIAGNOSIS  FAILED LEFT BREAST IMPLANT ;j oYy 5@ f‘1

POSTOPERATIVE DIAGNOSIS. FAILED LEFT BREAST IMPLANT

TITLE OF SURGERY

1 BILATERAL OPEN CAPSULQTOMY
2 REPLACEMENT QF RIGHT BREAST tMPLANT
3 REMOVAL OF LEFT FAILED IMPLANT AND REPLACEMENT OF IMPLANT

ANESTHESIA GENERAL ENDOTRACHEAL ANESTHESIA

DESCRIPTION QF PROCEDURE: Preoperatively, the putieat's chest was marked w the sitting position markng
out the mframammary {okks and well-healed mframammary scars  She was then brought back o the operating
room and piaced in the supme position on the operaung table  After giving general anesthetic, her neck, chest, and
the abdomen were prepped with Betadine and sterilely draped

Work was begun on the right breast, and the wcll-heaied nf amammary scar was ncised fora lengthof 4cm  1he
mncision was then camied through the subcutancous tissue to the capsule. The capsule was entered, and the implant
was removed without difficulty  The smiplant was mitact and contained clear flurd  his was a Mentor Siliex round
implant, a 325-cc implant filled to 375 oc of saltie  The breast Lssue was then palpated. and no sbnormalities
were found The capsule was then scored along 1ts cntirety of the juncture with the chest wall. and un nfenor sk
flap of the capsule was then scored 1o allow cxpansion of the pocket This was a subpectoral pocket The pocket
was then umigated with becitracin solution  Hemostasis was controlled with cautery A moistened lap tape was
then placed withm this pocket, and a simlar procedure was performed on the el side with an incision made m the
well-healed inframammary scar which measured approximately 4 cm m length.  The capsule was entered. and en
unplant was then removed which was collapsed It contamed 3 munumal amount of a clear yellow flwd  On
examination of the implant on the postenor surface, there was an approximately 1 cm reat. The faded unplant was
then passcd off to the back table and was prepated for retum to pathology and then retum o Mentor Corporation

The pocket was umipated with bacitracut solution  The capsule was tuckened along the mfenior edge  The capsule
was scored along its juncture with the chest wall. and an infern capsulectomy was performed allowing expanswon
of the packet The failure of the mmplant occured on May 11. 2001. ABer achieving excellent hem~-rasis.
e ~ioned tap tape was placed. The iap tapes were removed T =" b avcellent hemostasts.
+ mammary prostheses. reference numbe , were romoved from theu
cnle packagmg and placed m bacitracin solution Each implant was then placed n ns subpectoral pocket The
breast tissue was then reapprosimated with 3-0 Vieryl, and the skin was epproximated with 3-0 Vicryl and 8 4-0
Monocryl subcunicular stitch

Copy For: 1 )
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j Friday, June 15, 2001 12 48 43 AM

——

3 o

OPERATIVE REPORT

DATE OF SURGERY 06/08/2001
Page 2of 2
Sten-Strips were placed at the end of the procedure  There was good symmetry of sizc and shape of the breasts

Sterle dressings were placed followed by a 6* Ace wrap dressing  She was then awakened and transferred to the
recovery area m stable condition

C 7

. 06/11/2001 6.27 A
T >

C 3

Copy For: Glona Duda, MD ‘

4826



Rpr 21 04 10:11la
7«

2R - '; 2N "
B N@a \ .

£ Tl

FIVION o

Fagess rm@Bas Lap.ant.,

DR Y B PSR TS W) ,'.'J:.-..'-.n'l'( -

AL GO NG00, @by s

SVEL DT L

LR .1 0 I W

R
TRFLal L@l areln AMP LA L R

SUR TG S AL M Dereus . uegoant

€ o

Ll aran Lo . *

el lT G T PR

s T aAct codes e

LEL

S S N 1 RN ST Fa T :
Yea a0 LNt AR . Aand
PGl K COANGE 1N LS Bde A Saa o Ot G LS L OFeas
COE L s Lent with fas e
LED L o
SR e .

WO AT Lt

NG e w7t QUG

U AFyE
NTATICD AL G T AL i

R]

Ce WL Wl {

AT s L P AL ac

S RY SRR VP Lr P WY = D s

At e L anGlleal AN T ZYLXE ATL ME &

RTINS I | ANSSRES o BN '

P L R W TH ] I N A0 CABTWLEEL W .o

A W F

LSBT AY
S

.
t
VLT W s . - - g m oeey ke iaea e .
LR e S S S R N WD tha” S0 P LTS OO e U Ve ' !
(UM TS SRTET R NI DT SR o L S PRV RN SR : '
Latlihe (B0E Wad Tres T AN AR '« B = S A L B T .
EUDLT e 30E L o e : -

9 = TR N SRR

LR =5y EA PR, g

S WRFS SR EG wi U o

PANRCT L3 LTALRG . AOY - WA SO W T D@ ow A w2l
A PR Wi oLt (AT EINIE wa Ol mr D LOea ) . e X
B, A TAL Do, Waik @i so performes . e A

B
wak

LEAVLOY) AT L0l Ui Ly A 0 L 1003slon. b

TATIG T S T

CE I AU LA whlad) O L& Qs

LN

GHLUE Cowrn 1o ome Leeww.

Blla @ WaE @ Ty T as

e

argase T L ¥ ang SR el D bl atdEe L @ . R Caimile® wa . :
TR WAL o YAl BT R e R R A P T %) B w BT B LY I G AR N I T T 4 ,
Caprdliee O wNiuh  na Toae U Tesit LBy N % AR AT T weR
RV TRES TV IR o T SIS YE R W T I SO T e . @l & C . e
Faor Sfess @ @Amana o7 traa I R N1 ¢ (RN A D !
AL T W e

I

S 48
382 (1/81) PHYSICIAN



Apr 21 04 10:11a

A

<
IENG WA L

A .
L TR I TOR T P o TR I Veargapst

A TR N N R Y N L N N

LR N R LAt L stk

OV L. Ee : (A i,

vl

CALTT R SMH G wWer L T

LN BOVLE Caniary ANt TS CEC L el anc i FEe soat & T cavta

LR a@l . I e UOWARCE LI LdE L w T o

UL LT Y AT RO

CLOOLAD TASRE W@ E DLalBG. RO AT LAY S Go@Eau
WED R Pty

writac .,

LT

A, The 2Mulant WaE CRUOVEG and  TOunu L o

LEANT appearec T Re A oubhieel

T D IR N A T S D R R R Y=
HOE L FOUPTLEBRL . O GULRE B LS WATD ANTAanT QG LhiEPe wah no

BV GE

.

.
Wl h TOME D@ . D0 RALRATLON OT  Lhe DEEact LisesWe 300 arant [
wa.l faeeE ware Nl amaeman s ti@n Yo . t

trna o sk : ae-Tel iea lure
renavas Trom bae wier . we - .
. TRUGAT. TR AL Was AR
1Q8 Co of aordes y 3

woant &0

Y Lo A TN G L LVI6a, T Ples e

R - L

Wit Tla.ea wa b
7 WRaGt. The aeft oo
S7% co o7 nmemdal saline wita oa
sertorinaed

Wi ALACSE Alaa Lol filied WO

e LdE s

Or ThE Opr T te elge

B S DO Tt SR vt § TEN-Y o PUUNPNIRURMPEPUE: I 43 S S VA FPAT S Ko (9 .:m‘r'Ln

ALTE ANL ROad 8. DAE kAR LO8R U TUraen To S ine R PR A VTS
WECE  EnBOVEG  Brior o 22)1&‘.(‘_'(-‘.~§|‘f~'nL 7T Lo ANTS . JAargare-trd cL G doaties

ware laved exiiangg toacougn arate stan wowtnds dn o BXEL DA el WAk

Poamn securad 1n with S0 nyian tutuwr@s THe cradn: wers et on

QAN L

DaE Dtedn U U3

eyL ane e o
2eNTLCW R B
N reNaIneEs Pite And Visl@. BUEeT onre U ps
8 Ores nt
FOCE0rE CThE LNE e A LApR o
QLErATEU L@ JrOCaLUre Wal

e v

Tee Witk I 0 Ve
Loang & 3-0 Sasxon i

: WD efen s Ol
ADPILL L MATEd Wit GG Vi
NG Qf L red

~a
t
~

Safig and an Ace wrane &loone
LT @I COFw

Lo WAt \‘f?\. ..'_'. DALl ANS LT ArNTL T e

aoed Tonlowas o a ol

T Thne pallets

ei '!‘_x

SLUAITY F i 10 L@

G RE

B LT R L

B Y

N . ¢ "o
wRSGr ISR y \'*"1 . P S LN

T ~ Trager .

180582 {1/51) — PHYSICIAN -



Suspected Rupture Patient Summary

Study ID:

Cohort: Revision

DOS: 4/18/01

Implant Type: smooth round gel filled breast implant
Placement: subglandular

MRI Substudy: YES

MRI scan dates: 3/11/03

Investigator. C j

This patient was originally implanted in 1976 with gel implants from an unknown
manufacturer. Because of capsular contracture, she had these implants removed and
replaced with Core gel implants on 41/8/01 at which time she was entered in the Core
study. She was enrolled in the study by T ]and subsequently transferred to
Dr. Robert Mirabile to continue her study 1onow-up.

This patient had a hematoma evacuated from her left breast on 5/16/01.

The patient developed a Baker I1I capsular contracture on the left side in 2002. Dr.
Trevisam treated this contracture by performing a closed capsulotomy in March 2002.
This was a protocol deviation and it was recorded and reported in the Core PMA.

The patient transferred tor jin February 2003. He notes that her
capsular contracture is still present on the left side and recommends an MRI to evaluate
the left breast. The patient was part of the MRI substudy and had her 2 year scan on
3/11/03. The Local Reader reported an early extracapsular rupture of the left breast
implant and intact right breast implant. The Central Reader reported no evidence of
rupture or extracapsular silicone bilaterally. In order to resolve the discrepancy, Mentor
recommended that the patient have her 2 year scan repeated. Dr. Mirabile’s office has
made several attempts to have the patient re-scanned, but she fails to make the
appointments. The study coordinator states that the patient does not think it is a pressing
issue.

This patient continues to be followed in the Core Gel Study by Dr.[_ _JThe study
coordinator continues to try to have the patient rescanned. She is due for her Year 4 MRI
scan in 2005 in accordance with the MRI study protocol.
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VISIT SUMMARY

, D - MM S

DATE. 2/24/03

PATIENT: |

She presents with a staws post bilateral silicane breast implant placement 1 Florida, which was
performed about 2 ycars ago. St did rcyuite 1e-uperation fu1 @ icinatoms ou the Ieh side. She does
present with a contracture of the left side. PE reveals a scar contracture of the left side. She has
previously undergone a closed capsulotomy by her doctor in Flonda. [ have recommended MR
cvaluation of (hat braast,
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<> MENTOR 25t cnisen @QD Jip Fox Message

(805) 879-6000
www.mentorcorp.com

To Coeli Howarth Date 42004
Company [r. ( ] From

cc: Fax No.

FaxNo.  §1(0-275-5804 Telephone Nc

Telephone No. 610-272-8821 Subject Core Gel Study
Number of P2ges 2 (including this one) ) Urgent [ Call to Discuss
if you do not receive [0 Confirm Receipt [ For Review

all pages, please call:

Hi Coeli,

Do you have any chart notes onrfhat document any physical findings surrounding
the suspected rupture of her implant? :} if | recall, did not think it was ruptured — dx was
made by the MRI.

Can you fax me anything you have, including mamm or ultrasound results, etc. The FDA wants us
to write summaries of all the suspected ruptures.

Carolyn 7//m \H/UQO wM Su/ w gmré .
D\&\%ﬁgwu |otorny

Loul MOETHy

W WOYMM/ /

] fodt, s i

R N
Privileged and Confidential -All information here is intended only for the use of the addressee(s). If the reader of this message
is not the intended recipient(s) or its employee or agent, any distribution or copying of this communication is strictly prohibited.
Anyone receiving this communication in error should notify Mentor immediately by telephone and return the original message to
the above address. 0001016
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FAX COVER SHEET

L.\

Send to: . From: ,r" ‘3

Attention: l Date:
Office location: Office location:
Fax number; Phone number:

7 Urgant D Rapty ASAP D Plaasa comment D Please review L_} For your information

Total pages, including cover:

Comments:

has WoF < mer
/l andrr j4 /¢
] f,wfg/m% od S A dpie HSAP.

The documents accompanying this telecopier contain information from the office of Rabert J.
Mirabile, M.D., which is confidential and/or legalty privileged. The nformation is intended only
for the use of the individual or entity named on this transmission sheat. If you are not the
intcnded recipient, you are hareby notified that nay disclosure. copying, distribution, or taking of
any action in reliance on the conterts of this telacopied information is strictly prohibited and that
the documents should be retumed to this office immediately. In this regard, if you have received
this teiecopy, In error, please notify this office by telephone immediately so that we can arrange

for the retum of these documents.

Signed:; [

“hle ‘(\M‘
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- ; Abt Associates Clinical Trials Data Clariﬁcation Form

SPONSOR NAME: MQ’J’U&@/QJ PROTOCOL NO.: 000% CRA NAME

SUBJECT NO.: \TE: o o
RESOLUTION

mRI NE, 0 18 2('“ ]:h 2 % i R
Eved. oo o ifd T Spurce docomesdalt o

Lo : g
Fovm (mp‘objl : . J’G/A \Mqa_jt %’UL MEc
o 4 MRC Loadughon | 51

LOOwD MU/& Lo Dlnle3.
H |64 hoe3

SUBJECT INITIALS:

PRIN./SUB-INVESTIGATOR NAMEI:_

sy o+

Ploqae
- o -1° ) YLC\)
MR Loe
30 |aeo3
- ANy -
C ] /0
Principal/Sub-Investigator Signtdfte Date / '

Note: All signature names must be listed on the Form FDA 1572

tesy
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‘i’ MENTOR

MRI Silicone Breast Implant Eva._.ation Data Sheet

PATIENT NO [ PATIENT INTIALS

TRIAL NO COUNTRY NO SFTE NO.
PATIENT
sTupvio: | 10009 |0 | 0 , 1,
MRI EVALUATION
Patient's Date of Birth:

MRI Reviewer: C RIS
A L

Date of MRI Evaluation: IQA_A (_QLZ’ @9_@
month day year

:] Sean Quality {check one):
’ Eyﬁw

2 [ Adequate
3 [] Inadequate
| RIGHT LEFT
_ T{TJ Not impianted with Study Device -] Not implanted with Study Device
Davice Piacement: + [] Submuscular - + [ Submuscular
25 Subglandutar 2 JXT Subglanduiar
implant Type: 1 $4 Smooth 1 X Smooth
: (] sitgs : [ Sitex -
implant Evaluation: 1 Zﬂo Evidence of Rupture 1 m«No7£vidence of Rupture
2 [} Indeterminate Evidence of Rupture 2 (] indeterminate Evidence of Rupture
s [_] Rupture: s [ Rupture:
Check one Type: Check one Type:
s [] Intracapsular 1 (] intracapsuiar
: [ Extracapsular 2 [_] Extracapsular
Check one Condition: Check one Candition:
1 [} Uncollapsed 1 ] Uncoliapsed
2 [] Partially Coliapsed 2 [_] Partiafly Coliapsed
» [ ] Fully Coliapsed (Enguini sign) s [ Fully Coliapsed (iinguin: sign)
iy
Soft Tissue Evaluaio | + ;7 No Evidence of Extracapsular Siicone + EXYfio Evidence of Extracapsuar Silicone
2 [ indeterminate for Extracapstdar Siiicone 2 ] indeterminate for Extracapsutar Silicone
s (] Definite Extracapsular Silicone s ] Definite Extracapsular Siicone

Notes: /ﬁ/uf)au\f ?/A_l/ <

1

//
vV
R 441002003
Reviewer's Signaturé month day year

This study was not designed o detect hreast cancer, and o the fmomgs and impressions here should not replace routime screening mammography and
clinical examination. Same impiant ruptures snd small amounts of soft tissue slitcone below our thresholds for detection may not be seen by this mathad.

WHITE ORIGINAL: MENTOR AFFILIATE YELLOW MENTOR PINK INVESTIGATOR SITE

7m0
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. @
r
PATI NAME : ACCOUNT _#:
SSN: ’ DOB:
SEX: F

EXAMINATION: MRI BREAST BILAT W &/OR W/ODATE: 3/11/03

HISTORY:
RULE OUT LEFT BREAST IMPLANT RUPTURE. -

COMMENT : . )

Axial FSE T2 weighted, sagittal water suppressed FSE T2
weighted and silicone suppressed FSE.T2 weighted sequences
of bilateral breasts were obtained on 1.5 Tesla MR unit.

Bilateral subglandular breast implants are present. There
is early intracapsular rupture in the left breast implant in
the upper inner quadrant. No intracapsular rupture of the
right breast implant and no extracapsular rupture of right
or left breast are demonstrated.

CONCLUSION:
EARLY INTRACAPSULAR RUPTURE OF LEFT BREAST IMPLANT AND ‘ ‘
INTACT RIGHT BREAST IMPLANT.

Thank you for referring this patient.

¢ )

-, U3
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+ MENTOR

MRI Silicone Breast Implant Evaluation Data Sheet

PATIENT TRIALNO COUNTRY NO. SITE NO i PATIENT NO. ﬁP;ﬂE:T‘QﬁHWI;!S PATIENT SOCIAL SECURITY NO
sTuDYID: | 10-008 | O | 011
MRI EVALUATION
Patient's Date of Birth: |1 || 1 || 1§
month day year
MRI Reviewer: Scan Quality {check one):
v [ ] Good
Date of MRI Evaluation: I | ! Lo g vy 2 ] Adequate
monih day year 3 [ ] Inadequate
RIGHT LEFT
] Notimplanted with Study Device [] Not implanted with Study Device
Device Placement: + [} Submuscular 1 [] Submuscular
2 [_] Subglandutar 2 [ Subgtandutar
implant Type: 1 [ Smooth + [] Smooth
2 [] Siltex 2 [] Sittex
implant Evaluation: 1 (3 No Evidence of Rupture 1 ] No Evidence of Rupture
2 [_] Indeterminate Evidence of Rupture 2 [_] indeterminate Evidence of Rupture _
3 [] Rupture: s [] Rupture:
Check one Type: Check one Type:
+ [] intracapsular 1+ ] Intracapsutar
2 [] Extracapsular 2 (] Extracapsular
Check ane Condition: Check one Condition:
1 [J Uncotlapsed s [] Uncollapsed
2 [] Partially Collapsed 2 [ Partially Collapsed
3 [] Fully Collapsed (linguini sign) 3 [] Fully Coliapsed (linguini sign)
Soft Tissue Evaluation: + [_] No Evidence of Extracapsular Silicone 1 [] No Evidence of Extracapsular Silicone
2 [} Indeterminate for Extracapsular Silicone 2 (] Indeterminate for Extracapsular Silicone
3 [} Definite Extracapsular Silicone 3 [_] Definite Extracapsular Silicone

~
i

-

7}

L Jb o]

]

Reviewer's Signature

mordh day

Loy
o

This study was not designed lo detect breast cancer, and so the findings and impressions here should not replace routine screening mammography and
clinical examination. Some impiant ruptures and small amounts of soft tissue silicone below our thresholds for detection may not be seen by this method.

WHITE ORIGINAL. MENTOR AFFILIATE YELLOW MENTOR
8110

PINK. (NVESTIGATOR SITE
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PAGE ay

18/32/2083 23:31 Y , 3

October 24, 2003

Mentor Corporation

RE:
Dear Sirs:

qad capsular contracture which started in early January 2002. She was
place on Pavobid for two months and underwent a closed capsulotomy with gentle
squeezing of the left breast to break up the excess scar tissue which improved very nicely
with this. She signed an informed consent of all the risks and benefits knowing that the
only other alternative was going back to surgery which she did not want to do at this
time. She knew with a gentle squeeze there is always the possibility of implant breakage

and leakage. Informed consent was signed on March 18, 2002 with her shortly under-
going the procedure.

Sincerely. _ . .
. °
/ /i O/;t/ (03

JPT/bf
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Contact Person:

Physician: V/ ] Phone: N

Date: 4-(5.-03 Time:
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<$) MENTOR

L

MRI Silicone Breast Imp

A

nt Evaluation Data Sheet

ATIENT INITIALS
madls  lest

PATIENT SOCIAL SECURITY NO

TRIAL NO. COUNTRY NO -
PATIENT 3
sTuoyio: | 10-009 | O l 0 [ 1 E_
MRI EVALUATION
Patient's Date of Birth:

MR! Reviewer:

Date of MR! Evatuation: W

can Quality {check onex
1 D Good
: [} Adequate

RIGHT
(7] Not Implanted with Study Device

LEFT
(] Not implanted with Study Device

Device Placement: s [} Submuscular 1+ [ ] Suhmusculae
~ 2 [_] Subglandular | 2 (] Subglandular
Implant Type: + [ 1 Smooth + L] Smooth

2 ] Sitex 2 [ Sittex

impiant Evaluation:

1 [LA% Evidence of Rupture
2 [ Indeterminate Evidence of Rupture
s [_] Rupture:
Check one Type:
_1 ] Intracapsular
2 [} Extracapsular

_————\.—.-\
meck one Condition.™ -
1 [ Uncollapsed
& 2 [[] Partially Collapsed

\&D Fully Collapsed {finguini sign

+ [} No Evidence of Rupture
2 ] Indeteminate Evidence of Rupture

s [RGpture:

Check one Type:

» [HAftracapsular

Check one Condition:
1 [} Uncoltapsed

2 ] Partially Collapsed
1 ] Fully Collapsed (Singui@

Soft Tissue Evaluation:

+ [i4No Evidence of Extracapsular Silicone
2 (] Indeterminate for Extracapsular Silicone
3 [_] Definite Extracapsutar Silicone

+ (] No Evidence of Extracapsular Sticone
2 [_] Indeterminate for Extracapsutar Silicone
1 [} Definite Extracapsular Silicane

N R T
Reviewer's ngna{ure

This study was not designed to detect breast cancer, and so the findings and impressions here should not repface routine screening mammography and
clinical examination. Some implant ruptures and small amounts of soft tissue sificone below our thresholds for detection may not be seen by this method.
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<}> MENTOR

MRI Silicone Breast Impﬁ'nt Evaluati

aluation Data Sheet
TRIAL NO COUNTRY NO A A et JIENT INITIALS NT SOCIAL SECURITY NO.
PATIENT mddls  las!
sTuoYID: | 10-009 ] 0 | 0 | 1 C ] j

MRI EVALUATION

Patient's Date of Birth:

MR Reviewer:

Date of MRI Evaluation: lQmLﬂ_L‘ﬁ loda!q ' 1(9\1 0 } 013‘
m y

year

Scan Quality {check one):
1+ [ ] Good
2 [ AdequateMd
3 [} inadequate

1 [MNo Evidence of Extracapsular Silicone
2 ] Indeterminate for Extracapsutar Silicone

s (] Definite Extracapsutar Sicone

RIGHT LEFT s
(] Not mplanted with Study Device [J Not Implanted with Study Device
Device Placement: 1 [} Submuscular scular
7 granautar | 2 [[] Subglanduiar
implant Type: 1 [ ] Smooth 1 [ ] Smooth—"
—————T7 ] Sitex 2 ] Siltex
Impiant Evaluation: 1 MEvidence of Rupture R ] No Evidence of Rupture
2 [} indeterminate Evidence of Rupture 2 [_] indeterminate Evidence of Rupture '
s [[] Rupture: » [ Ripture:
Check one Type: Check one Type:
_+ [} Intracapsufar y [ Tntracapsular
2 [} Extracapsular 2 [} Extracapsular
Check one Condition: Check one Condition:
1 [ ] Uncollapsed 1+ [] Uncollapsed
2 [ Partially Collapsed 2 ] Partially Collapsed
s [_] Fully Collapsed (linguini sign) 3 [_] Fully Collapsed (linguini sign)
Soft Tissue Evaluation;

1 [{G40 Evidence of Extracapsular Silicone
2 ] Indeterminate for Extracapsutar Silicone
3 I:} Definite Extracapsular Silicone

Notes:Zjb{Z LA _/._, 12014 ll /;7 ir (e '
IL:J.‘J“ .‘, 4’4‘1 i in m l‘ 4 AL AL = 4’1 ...%14_4’1
(12 [ ¢ 8000024 S04
Ua‘/
1)
A Lo b ey ]
Reviewer's Signature manth day year

This study was not designed to detect breast cancer, and so the findings and impressions here should not replace routine screening mammography and
clinical examination. Some amplant ruptures and small amounts of soft tissue silicone below our threshalds for detection may not be seen by this method.

B/15K00
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Page 1 of 4
Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-Filled Mammary Prosthesis
in Patients Who Are Undergoing Primary Breast Augmentation, Primary Breast Reconstruction or Revision

< Listing 1

Adverse Events

M

Onset Resolution
Center/
patient /gu&eogg AE Description Breast Date D M Y Date 0D M Y Treatment Required # Date
Ongoing Nipple - Unacceptably Right  04/18/200) ~ None
[:j ::} \ Low Sensitivity
Nipple - Unacceptably Left 04/18/2001 None
Low Sensitivity
Baker 11} Capsular Left 0171772002 - Medication: PAVOBID X 2
Contracture MONTHS / Other: CLOSED
CAPSULOTOMY
Breast - Unacceptably Left 02/24/2003 None
Low Sensitivity
Breast - Unacceptably Left 02/24/2003 None
Low Sensitivity
Resolved Hematoma Left 0472472001 05/16/2001 Sec Proc: 91
Program Name: Q:\MENTOR\COREGEL\ADHOC\AE061304.SAS Creation Date, Time: 16JUND4 17:59

# Unk indicates a field that'was left blank
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-

Rege 1 of &
Core Gal Study of tha Rafety and Effectivenes of the Menter Round Gel-Fiiled Mseesry Presthenis
fn Potients Who Are liksryolng Primary Breast Augnentetiohy, Frisery Bresst Recomstrunt{on or Rev/sion
Listirm ¥
Mnn.e Eveisty
Unsat Raso it fon
Center/ — o
Fatlar Aznaurlptlm Brrest Dete D M Y etz B N Y Treslent Required # Date
.- RIght 0%/ 187200 Hone
C j Lo mmmy
0:\301-3 Wippla - Unatceptaibly Laft OSmsv/200 Ko
Lt pemsitivity -
ONagM Beker 31( Cxpelwr Left OV/NI/20R2 Kedication: PRVOIID X 2
30 3 Cotrac ture MOITRE /7 Otherz CLORED
. CAPSIROTONY
ONHine  Sreast - Oneccaptably Left  G2/24/2003 Ao
Lew Sensitivity - .
Besolvad  Memteein Left 04 72472001 Uir16/2001 Sec Froc: 91
rat '

(/s

_TOTAL P.B5

Proyrem fhemee; Q= \MENFIR\COREGEL VADRIC\AE . SAY Creation Onte, Tise: 730CW0Y 10:42
# Urk trdicstes » Tleld that mas teft blmk
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Core Gel Study of the Safety and Effectiveness of the ...antor Round Gel-filled Manmary Prosthesis
in Patients Who Are Undergoing Primary Breast Augmenation or Primary Breast Reconstruclion or Rivision

DATA CLARIFICATION FORM

PROTOCOL . NR 15766/N370

PATIENT NUMBER J

PATIENT INITIALS

DATE SENT 10/22/2003

STUDY PERIOD DESCRIPTION PAGE RESOLUTION REF #

2 YEAR VISIT Left Breast: Breast sensation changed from 75 14722 A
"Acceptable” at 1 year visit to "Unacceptably i P
Low" at 2 year visit. But it's not listed as an m Lo @ A AN ek

AE. Please clarify. vy v /)14/7 e Q@/(./

+l4 //)
ﬂmm&m)

Additional Clarification:

* If a more detailed explaination is needed, please attach
| have reviewed the above and supplied data as indicated. | have retained a copy for the patient's CRF file, and | authorize the CRF to be changed accordingly

INVESTIGATOR'S SIGNATURE : DATE :
Above Data Clarification(s) obtained via telephone call to ~ )

CRA's SIGNATURE :

[: DATE : /0 ’}/'Qj




L T A

i

PREINERT
PN

Core Gel Breast
4%’ MENTOR | \o¢ clinical Trial ADVERSE EVENTS 0.2 YEAR VISIT
TRIAL NO COUNTRY NO SITENO PATIENT NO ,
Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on a separate line.
AE CAUSALITY IMPLANT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* (1 = Procedure related SIDE | BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0=NA |0=None 2= Moderate | 2 = Medication (specify) 2 =0Ongoing
Below) |3 = Unknown { = Right |1 = Mild 3= Severe |3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |3 =Death
4 = Other 2 = left |2 = Moderate Secondary Procedures Report for all procedures performed for this datej** 4 =Unknown
3 = Severe |[month day  year 4 = Hospitalization (specify # of days and admission date) month  day year
5 = Other {specify)
&1 O3 0o (@6 03 rZINIvZE O 4__ days, Date /] 01 Oa
kg 02 04 |O1 O oMoy | D2 |02 Os o8
=7 a2 a3 [0 3 Procedure Type Codet: Procedure Date: / / K]
01 3 o Oo (O3 (R 1 O 4 ___days Date:__/ / 01 4
a2 34 ki 1 2 2 s 02
~ \ J2 2 03 3 {33 Procedure Type Codet. Procedure Date I s
\ *
L | , ](,‘l ’ C.g ! l e ’3| ‘Complete Secondary Procedures Report. If new study device is
{ ,
Investigator's Signature \ P month day year implanted, complete Re-Implantation Report.
\ .~
"ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES
1 = Asymmelry 15 = Lymphadenopathy 29 = Other, spectfy: g; f gioPsYl
2 = Baker I} Capsular Contrjcture with Surgical Intervention 16 = Necrosis : po ; Eav'su 86!0'“)'_ .
3 = Baker il Capsular ContrA 17 = New Diagnosis of Breast Cancer ol Expanlalpn Wfth Reptacement
4 = Baker IV Capsular Contra 18 = New Diagnosis of Rheumatic Disease, 30 = Other, specify. o : ' xplantalion without Replacement
5 = Breast pain not associated gny other complication specify: 5 : h:cmon and Drainage
6 = Breast—Unacceptably Low Sensitivity 19 = Nipple—Unacceptably Low Sensitivity po : OHS[ODGXY
7 = Breast—Unacceptably High Sensilivity 20 = Nipple—~Unacceptably High Sensitivity 31 = Other, specify: - - 8 : PDG{‘ CaCD;UMOmY
8 = Calcification 21 = Posil_ion Change N 1 o ; Stc):: gn Change
9 = Delayed Wound Healing 22 = Ptosis ] oabeild evision
10 = Extrusion 23 = Rupture 32 = Other, specity: ol O;:a Gjustment
11 = Granuloma 24 = Seroma = Other, specify:
12 = Hematoma 25 = Size Change—Palient Request L
13 = Hypertrophic Scarring 26 = Size Change—Physician Assessment only .+, 33=Other, specity ‘ 82 = Qther, specify
14 = Infection 27 = Wrinkling AU _ !
28 =Lactation Difficulties, specify \ Lo N N
= Other, specify ____
s —— —
OO0 WHITE ORIGINAL AFFILIATE YELLOW MENTOR PINK INVESTIGATOR STTE —‘
AGE

t #1500




Core Gel Breast
‘eb M. ITOR | o€ ciinical Trial AD. _<SE EVENTS L YEA. ol
TRIALNO COUNTRY NO SITE NO. | PATIENT NO
PATIENT STUDY ID: 10-009 0 | 0 | 1 C: j

Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on a separate line.

AE CAUSALITY IMPLANT (| ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED {check all that apply} OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE | BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Devica related 0=NA |0 = None 2= Moderate | 2 = Medication (specify) 2 = Ongoing
Below) |3 = Unknown 1= Right |1 = Mild 3= Severe |3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |3 =Death
4 = Other 2=left |2 = Moderate Secondary Procedures Report for all procedures performed for this date)** 4 = Unknown
3 = Severe |month day year 4 = Hospitalization (specify # of days and admission date) month  day  year
5 = Other {specify)
@1 O3 Oo |@=0 O3 &1 A O 4__ days, Date:__/_| 01 O4
\Q 02 O4 01 |01 oX1M oy | B2 |02 as 7]
27 |02 O 3 |33 Procedure Type Codet:___ Procedure Date: ___ /| (J3
01 a3 o Jo 043 1 01 04 days, Date __/__J 1 D04
02 0O4 01 R 2 02 0s 02
~ 02 2 O3 03 3 Procedure Type Codet: Procedure Date. | 3
\ \
(~ \ , ’ 0 ‘ . **Complete Secondary Procedures Report. If new study device is
Investigalor's Signature \ S month day Jear implanted, complete Re-Implantation Report.
\Z
} *ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES
1 = Asymmetry 15 = Lymphadenopathy 29 = Other, specify: g; Z gfp:trleclom
2 = Baker !l Capsular Contricture with Surgical Intervention 16 = Necrosis 83 = Explanlalion th Replacement'
3 = Baker |H Capsular Contracture 17 = New Diagnosts of Breast Cancer ol Explanlalion it t%e : en
4 = Baker |V Capsular Contraltyre 18 = New Diagnosis of Rheumnatic Disease, 30 = Other, specify: 85 = lnc?sion and Drai:u . placement
5 = Breast pain not assoclated with-eny other comphcation specily: 86 = Mastopex *
6 = Breast—Unacceptably Low Sensitivity 19 = Nipple—Unacceptably Low Sensitivity 8720 en?: y "
7 = Breast—Unacceplably High Sensitivity 20 = Nipple—Unacceptably High Sensitivity ‘ N= Other, specify: | o ; Pops monag::n Zmy
g = Calcification 21 = Position Change : b 89 = Scar Revisiong
9 = Delayed Wound Healing 22 = Plosis P e 90 = Skin Adjustment
10 = Extrusion 23 = Rupture . 32 = Other, specily: 01 = O S)us mgn
11 = Granuloma 24 = Seroma , specify:
12 = Hematoma 25 = Size Change—Patient Request , : o ‘
13 = Hyperirophic Scarring 26 = Size Change—Physician Assessment only S .\§3 = Other, specify . 92 = Other, specify
14 = Infection 27 = Wrinkling t ‘-.)L_ . N
28 =Lactation Diffculties, specify: " 5‘ 31 = Othe, specy
i = , specify:
[ — it
YELLOW MENTOR PINK INVESTIGATOR SITE

WHITE ORIGINAL MENTOR AFFILIATE
8/15/00

197214

PAGE __ - _
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Page 399 of 448
Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-Filled Mammary Prosthesis
in Patients Who Are Undergoing Primary Breast Augmentation, Primary Breast Reconstruction or Revision

ﬁw:/#o /”/'/“3’[& F407 \ Listing 1

-15;:it“/; Adverse Events
Center/ Onset Resolution
Patient Outcome AE Description Breast Date Date Treatment Required # Date
E Z Ongoing Nipple - Unacceptably Low Right 04/18/2001 None
Sensitivity
Nipple - Unacceptably Low Left 04/18/2001 None
Sensitivity
Baker 111 Capsular Contracture Left 0171772002 Medication: PAVOBID X 2
MONTHS / Other: CLOSED
CAPSULOTOMY
Resolved Hematoma Left 04/264/2001 0571672001 Sec Proc: 91
Program Name: Q:\MENTOR\COREGEL\ADHOC\AE.SAS Creation Date, Time: 30JUNO3 11:50

# Unk indicates a field that was left blank
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Core Gel Breast ,4’5'; )T
1%’ MENTOR | ¢ ciinical Trial ADVERSE EVENTS SO 1 YEAR VISIT
TRIAL NO. COUNTRY NO. SITE NO. PATIENT NO K ) .
PATIENT STUDY ID: 10-009 | 0 | 0 | 1 }: ] J [ ] - [J No Adverse Eve,,n"ts‘lu,

Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on a separate line.

AE CAUSALITY EVENT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE BREAST PAIN DATE { = Mid 1 = No Trealment 1 =Resolved DATE
(See |2 = Device related 0=NA 0 = None 2 = Moderate | 2 = Medication {specify) 2:=0ngoing
Below) |3 = Unknown 1 = Right 1 = Mid 3= Severe |3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |3 :=Death
4 = Other 2= Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)** 4 =Unknown
3 = Severe |month day year 4 = Hospilalization (specify # of days and admission date) month  day year
5 = Other (specify)
_ 01 23 (3o Jo (13 1 01 4 days, Date: __/__/ 01 04
. , 2]

f) 72 o4 O1 01 O 17 2ee & 2 z’zfavasmxzrmmzs W gz

g, A2 O3 O 3 Procedure Type Codet: Procedure Date: / I O3

01 O3 |00 do 03 0 01 04 days, Date: __/__/ C1 O¢4
02 (14 01 1 2 02 J5 02
a2 02 a3 O 3 Procedure Type Codet: Procedure Date: / I 03
E 7 **Complete Secondary Procedures Report. If new study device is
-—l ] -
_ —_ AN 7RO N implanted, complete Re-Implantation Report.
lnvesti#‘s Signature month day year
[74
*ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES

1 = Asymmetry

2 = Baker |l Capsular Contracture with Surgical Intervention
3 = Baker Il Capsular Contracture

4 = Baker |V Capsular Contracture

5 = Breast pain not associated with any other complication
6§ = Breast—LUnacceptably Low Sensitivity

7 = Breast--Unacceptably High Sensttivity

15 = Lymphadenopathy

16 = Necrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumatic Disease,
specify:

28 = Lactation Difficulties, specify

81 = Bopsy
82 = Capsulectomy

29 = Other, specify:

19 = Nipple—Unacceptably Low Sensitivity
20 = Nipple—Unacceptably High Sensitivity

8 = Calcification 21 = Position Change
9 = Delayed Wound Healing 22 = Plosis

10 = Extrusion 23 = Rupture

11 = Granuloma 24 = Seroma

12 = Hematoma
13 = Hypertrophic Scarring
14 = infection

25 = Size Change—Patient Request
26 = Size Change—Physician Assessment only
27 = Wrinkling

83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

86 = Mastopexy

30 = Other, specify:

87 = Open Capsulotomy
88 = Position Change
89 = Scar Revision

90 = Skin Adjustment

91 = Other, specify’

92 = Other, specify:

WHITE ORIGINAL MENTOR AFFILIATE

81500

YELLOW MENTOR

PINK' INVESTIGATOR SITE

PAGE §3
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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 8reast Reconstruction or Revision

Listing 1

Adverse Events

Page 175 of 180

Center/ Cnset Resolution
Patient Outcome AE Description Breast Date Date Treatment Required # Date
C ongoing Nipple - Unacceptably Low Right 04/18/2001 None . onjo'nj ’//“/"L
Sensitivity
Nipple - Unacceptably Low Left 0471872001 None onap',n 2lieloz
Sensitivity j
Resolved Hematoma Left 04/24/2001  05/16/2001  Sec Proc: N

Program Name: Q:\MENTOR\COREGEL\ADHOC\AE.SAS

# Unk indicates s field that was left blank

Creation Date, Time: 04JUNO2 10:03



Core Gel Breast

<$P MENTOR | 3t cimical Trial ADVERSE EVENTS
TRIAL NO. COUNTRY NO T SITENO PATIENT NO.
PATIENTSTUDYID: 10009 | 0 0 (1 | J[ D,

P [T T E

6 MONTH VISIT

| FER - NoAdverse Events

3

Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on a separate line.

|

AE CAUSALITY EVENT ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) QUTCOME RESOLUTION
CODE"® |1 = Procedure related SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device rejated 0= NA 0 = None 2 = Moderate | 2 = Medication (specify) 2 = Ongoing
Below) |3 = Unknown 1 = Right 1 = Mild 3= Severe | 3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |3 =Death
4 = QOther 2 = Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)* 4 =Unknown
3 = Severe |month day  year 4 = Hospitalization (specify # of days and admission date) month day  year
5 = Other (specify)
T
w19 121 D3 |00 o O3 01 |21 0 4___ days, Date: __J__| 01 D4
//f;ré\ 02 W4 A 01 O 11§ k(| Z 2 |02 05 712
02 2 O3 (J 3 Procedure Type Codet'___ Procedure Date: / / 33
/9 2T O3 |Do 2o 03 o1 | O 4___ days, Date: __/__ 01 D4
M,ﬁ 02 04 |Of 01 /81300 72 o2 Os Iaf.
5 72 02 03 0O 3 Procedure Type Codet:___ Procedure Date: | 3

-

-

Inveltigator's Signature

oYy |

month

le_HldatyS]\ 2

year

**Complete Secondary Procedures Report. If new study device is
implanted, complete Re-Implantation Report.

1 = Asymmelry

3 = Baker Il Capsufar Conlracture
4 = Baker IV Capsular Contfracture

8 = Calcification

9 = Delayed Wound Healing
10 = Exirusion

11 = Granuloma

12 = Hematoma

13 = Hypertrophic Scarring
14 = Infection

2 = Baker |l Capsutar Contracture with Surgical Inlervention

5 = Breas! pain not associated with any other complication
6 = Breast—Unacceptably Low Sensltivity
7 = Breast—Unacceptably High Sensitivity

*ADVERSE EVENT CODES

15 = Lymphadenopathy

16 = Necrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumatic Disease,

specify.

19 = Nipple—Unacceptably Low Sensitivity

20 = Nipple—Unacceptably High Sensitivity

21 = Posttian Change

22 = Plosis

23 = Ruplure

24 = Seroma

25 = Size Change—Patient Request

26 = Size Change—Physician Assessment only
27 = Wrinkling

28 = Lactation Difficulties, specify:

29 = Other, specify.

30 = Other, spectfy’

tSECONDARY PROCEDURE TYPE CODES

81 = Biopsy

82 = Capsulectomy
83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

86 = Mastopexy

87 = Open Capsulotomy

88 = Position Change

89 = Scar Revision

90 = Skin Adjustment

91 = Other, specify.

92 = Qther, specify.

' ITE QRIGINAL MENTORAFFILIATE

“R1500

6¥8% 4&

YELLOW MENTOR

PINK INVESTIGATOR STE

PAGE 3t
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Core Gel Study of the Safety and Effectiveness of the Mentor Round Gel-filled Hammary Prosthesis
in Patients Who Are Undergoing Primary Breast Augmentation or Primary Breast Reconstruction or Revision

Listing 1

Adverse Events

Page 58 of 59

Center/ Onget Regoiutfon
Patient Outcome RE Description Breast Dote Date Treatment Required # Date
Left 0472672001  D5/16/2001  Sec Proc: 9

C‘ _] Resotved Hematoma

s718/01 evacvebiom oF
hernabama (&) sid«

Programn Mame: Q= \WENTOR\COREGEL \ADNOC\AE. SAS

# Unk indicates o field that was Left blank

Creation Date, Yime: 12JANCZ 0B:22




Core Gel Breast

Ceb MENTOR | o cinical Trial ADVERSE EVENTS /[E E B j s
TRIAL NO. COUNTRY NO SITE NO. PATIENT NO. ]' " J i
PATIENTSTUDYID: 44009 | ¢ o1 L S5lC [[ 46 - NoA?verse bénts

——

Enter one adverse event per line. If the event was experienced at more than one body site, enter each body si

—— - !

1 = Asymmelry

3 = Baker Il Capsular Contracture
4 = Baker IV Capsular Contracture

6 = Breast—{nacceptably Low Sensitivity
7 = Breasl—Unacceptably High Sensitivity
8 = Calcification

§ = Delayed Wound Healing

10 = Extrusion

11 = Granuloma

12 = Hematoma

13 = Hypertrophic Scarring

14 = Infection

2 = Baker Il Capsular Contracture with Surgical Intervention

5 = Breast pain not associated with any other complication

15 = Lymphadenopathy

16 = Netrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumalic Disease,

specify:

AE CAUSALITY EVENT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure refated SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0=NA 0 = None 2 = Moderate | 2 = Medication (specify) 2 =0Ongoing
Below) |3 = Unknown 1 = Right 1 = Mild 3= Severe | 3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |3 =Death
4 = Other 2 = Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)* 4 =Unknown
3 = Severe | month day year 4 = Hospitalization (specify # of days and admission date) month  day  year
5 = Other (specify}
01 33 |00 06 O3 01 Ot (J4___ days,Date:_/ J__  [EZ1 O4
|2\ D2 @4 O 01 2jzeel z2 |02 Os 02 0S|/ |20
D NeT TSt
Hervirg AS mi,?f&-{b 22 (03 |#3 Procedue Type Codet: 9 |  Procedure Date: O3 /e 120! |3
01 O3 |Oo o 33 01 01 4 days, Date: __/__/ 01 O4
2 04 (O1 01 02 a2 5 02
02 2 a3 (0 3 Procedure Type Codet:___ Procedure Date: / / 3
ra
I.- ] - **Complete Secondary Procedures Report. If new study device is
. |( 2] @ l ! '& l | Implanted, complete Re-Implantation Report.
lr};sTigalor's Signature month year
*ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES

28 = Lactation Difficuities, specify:

81 = Biopsy
82 = Capsulectomy

29 = Other, specify.

19 = Nipple—Unacceptably Low Sensttivity

20 = Nipple—Unacceptably High Sensitivity

21 = Position Change

22 = Plosis

23 = Ruplwe

24 = Seroma

25 = Size Change—Palient Request

26 = Size Change—Physician Assessment only
27 = Wrinkling

83 = Explantation with Replacement**
84 = Explantation without Replacement
= |ncision and Drainage

86 = Mastopexy

30 = Other, specify:

87 = Open Capsulotomy
88 = Position Change
89 = Scar Revision

90 = Skin Ad]usrmenl

o S e

92 = Other, specify. é

WHITE ORIGINAL MENTOR AFFILIATE

15100

168

YELLOW MENTOR

PINK INVESTIGATOR SITE

suoer_ 3



Suspected Rupture Patient Summary

Study ID:C —J

Cobhort: Reconstruction

DOS: 10/11/01

Implant Type: textured round gel filled breast implant
Placement: submuscular

MRI Substudy: Yes

MRI scan date<* 11/13/02, 8/29/03

Investigator: f: 7

This patient was diagnosed with left breast cancer in 10/2000. She underwent a left
mastectomy with tissue expander placement on 10/23/2000. On 10/11/2001 she was
implanted with a Core Gel implant on the left side and entered in the Core Study.

This patient underwent her 1 Year MRI scan on 11/13/02. Both the Local Reader and the
Central Reader reported no rupture or extracapsular silicone.

The patient underwent her 2 year MRI scan on 8/29/03. The Local Reader reported a

hyperintense spot, possibly within in lymph node, which might possibly indicate

extracapsular rupture on the left side. The Local Reader also noted artifact as the patient ‘
could not hold still. The Central Reader reviewer noted no evidence of rupture or

extracapsular silicone. The Central Reader also notes no abnormal lymph nodes.

The results of this scan were discussed with Dr{™ ) He said the patient was too sick
to undergo anc ‘-~~~ MRT scan and he would discuss alternate imaging methods, such as
ultrasound. Dy jstated that did not agree that there was a rupture and given the
fact that she was aying of breast cancer, he did not feel it was appropriate or important to
prove or disapprove his impression.

The patient died of breast cancer in January 2004 before any other imaging studies could
be performed.

4852



MRI Silicone Breast Implant Evaluation Data Sheet

PATIENT TRIAL NO COUNTRYNO. |  STENO. { PATIENT NO.
DYID - |
STU 10009 1001 (T 7\<,
MR! EVALUATION
Patient's Date of Birth:
MRI Reviewer: Déﬁﬂ‘t /7‘ L

Date of MRI Evatuation; l__@ 2[7 I LZ[ QO-B J

Scan Quality {check one):
1 Good

2 [ ] Adequate
1+ ] Inadequate

RIG LEFT
Not Impianted with Study Device (] Not Implanted with Study Device
Device Blacment et =SS E R SRR
| —trt-Segndiar 2 [] Subgiaaduier
|@e‘ SO ST
_a.Q-Silton— - B—Tmer\
implant Evaluation: 1 (] No Evidence of Rupture 1 [Q’(oEvidence of Rupture
2 [] Indeterminate Evidence of Rupture 2 [} Indeterminate Evidence of Rupture
3 [ Rupture: 1 [} Rupture:
Check one Type: Check one Type:
s [ intracapsular 1+ [} Intracapsular
2 ] Extracapsular 2 [} Extracapsular
Check one Condition: Check one Condition:
1 [] Uncollapsed 1+ ] Uncoliapsed
2 [} Partially Collapsed 2 (] Partially Collapsed
3 (] Fully Collapsed (linguini sign) a/[Z/FulIy Collapsed (finguin: sign)
Soft Tissue Evaluation: 1 [ No Evidence of Extracapsular Silicone 1 IE/NO Evidence of Extracapsular Silicone
2 (] indeterminate for Extracapsular Silicone 2 ] indeterminate for Extracapsular Silicone
3 ] Definite Extracapsular Siicone 3 [ Definite Exiracapsular Silicone
Notes:

,/A/W
)

ﬂ/w be WMLW RWL2020 /}/Tf/ &éfzo
/Zz 4¢, It

%&{T /d(/zdhn«,p/w{eﬁ/w mw/wfé pik.

/k,_ .l 101

12109, 3,
year

Reviewer's Signawre {

manth
This study was nof designed to detect braast cancer, and so the findings and impressions here should not replace routine screaning mammography and
clmical examination. Some impiant ruptures and smaif emounts of soft tissue sificone below our thresholds for detection may not be seen by this method.
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PATIENT NAME:
DATE OF BIRTH:
IDENTIFICATION #: : .

REFERRED BY: iD
DATE OF EXAM: UB/I2Y72UV3

CORRECTED REPORT

MRI BILATERAL BREAST WITHOUT CONTRAST, MRl BREAST MENTOR CORE FILM
CODE, ‘

CLINICAL HISTORY: This is an asymptomalic patient with history of breas! car:cer, diagnosed
in August 2000. She had a recurrence in March 2003 Patient has a left silicone implant with
no implant on nght. The breast MRI has been requested as part of a study o evatuate for silent
implant.rupture,

TECHNIQUE: Several imaging sequences have been oblained including T2 welgtited turbo
spin echo, STIR and STIR with water suppression sequences in the axial plane and STIR with
water suppression sequences in lhe sagiltal plane.

INTERPRETATION: No hypointense curved lines scen within the implants. However, there 1s .
ohe focus of hyperintense matenal outside of the impianl, In the very posteroiateral left breas!.

This has a rentform shape, consistent with a lymph nade in the lower axiia. No other arcas of
hyperintense signal seen wiihin the tissue surrounding the implants. Trace fluid is seer around

the implant. This study 1s compared to an earlier one done on 11/13/02. This area of :ncreased
intensity was present on the prior study, but was very subtie at that tme (s dcfinilely present

on the current study.

CONCLUSION:

1) Hyperintense material seen within the posterolatera! left breast. probably within a
lymph node. This would indicate an extracapsular rupture No other free siiconc 15
evident, however.

2) it should be noted that there i1s a significant amount of artifact on this study | spoke
with the technologist wha did the study, and shc stated that the patient was unabie to
siay still for very jong. She was trying to cooperate. but this was essentially as still
as she could be.

C D v R
C ] C ]

BTJE

®

1071 (NOWI RO LT

T VINBEL B LN0ITOIN T ASKAOTIR

i



JEV e JHY g s am JJa VI uuTT

¢ C

< D

PATIENT NAME:

DATE OF BIRTH:
IDENTIFICATION #:

REFERRED BY:

DATE OF EXAM: 08/29/2003

\ )

—_— % V%

MRI BILATERAL BREAST WITHOUT CONTRAST, MRI BREAST MENTOR CORE FIiLM
CODE,

CLINICAL HISTORY: This is an asymptomatic patient with history of breast cancer, diagnosed
in August 2000. She had a recurrence in March 2003. Patient has bilateral silicone impiants,
and the breast MRI has been requested as part of a study to evaluate for silent impiant rupture.

TECHNIQUE: Several imaging sequences have been obtained including T2 weighted turbo
spin echo, STIR and STIR with water suppression sequences in the axial plane and STIR with
water suppression sequences in the sagittal plane.

one focus of hyperintense material outside of the implant, in the very posterolateral left breast.
This has a uniform shape, consistent with a lymph node in the lower axilla. No other areas of
hyperintense signal seen within the tissue surrounding the implants. Trace fluid is seen around
the implant. This study is compared to an earlier one done on 11/13/02. This area of increased
intensity was present on the prior study, but was very subtle at that time. [t is definitely present
on the current study.

INTERPRETATION: No hypointense curved lines seen within the implants. However, there is ‘

CONCLUSION:

1) Hyperintense material seen within the posterolateral left breast, probably within a
lymph node. This would indicate an extracapsular rupture. No other free silicone is
evident, however.

2) It should be noted that there 1s a significant amount of artifact on this study. | spoke
with the technologist who did the study, and she stated that the patient was unable to
stay still for very long. She was trying to cooperate, but this was essentially as still
as she could be.

L > C J
c C ]
o

4855



ol N/

MR Silicone Breast Implant Evaluation Data Sheet

Nt
‘%’ MENTOR

COUNTRY KO. STENO. ] PATIENT NO l
PATIENT L,
stupyi: { 10-009 (0,0 (1,
el B ]L
MRI EVALUATION
Patient's Date of Birth:
MRI Reviewe. . C" . 1 Scan Quality (check one):
| \ [(3-Good
Date of MR| Evaluation: |_{ | / ¥ / lﬂ Zioj01 24 2 ] Adequate
morth - day yest s [] Inadequate
RIGHT LEFT o
[X{ Not impianted with Study Device [] Notimplanted with Study Device -
Device Placement: 1 [ Submuscular 1 [DKSubmuscutar
2 [ Subglandular 2 [_] Subglandular
implant Type: s ] Smooth 1 [] Smooth
2 [ Sittex 2 DX Sittex

implant Evaluation: + [_] No Evidence of Rupture

2 [ Indeterminate Evidence of Rupture
s ] Rupture:
Check one Type:
1 [] intracapsutar
2 [_] Extracapsular
Check one Condition:
+ [_] Uncoliapsed
2 [_] Partially Collapsed
3 [ Fully Coilapsed (inguini sign)

1 Mvidence of Rupture

2 [ indeterminate Evidence of Rupture
3 ] Rupture:
Check one Type:
1+ [] Intracapsular
2 [_] Extracapsufar
Check one Condition:
+ [_] Uncollapsed
2 [[] Partially Collapsed
2 | [] Fuliy Collapsed (linguini sign)

1 E}\(oEvidence of Extracapsular Silicone

Soft Tissue Evaluation: 1 (] No Evidence of Extracapsular Silicone
2 ] Indeterminate for Extracapsular Silicone "2 [] indeterminate for Extracapsutar Silicone
Shep3 | ? (] Definite Extracapsuiar Silicone s [} Definite Extracapsutar Silicone
Pl

e <4
Notes: Ni‘y‘ ’ 'y(

L

Reviewer's Signatfire

VARSI
y year >

month da

This study was not designed to detect breast cancer, and so the findmgs and impressions here should not replace routine screening mammography and
clinical examination. Some implant ruptures and small amounts of soft tissue sllicone below our thresholds for detection may not be seen by this method.

:UnHIgE ORIGINAL. MENTOR AFFILIATE YELLOW MENTOR PINK. INVESTIGATOR SITE

4856



™
L

L
>

NAME:
DOB:’
ID: 3
REFERRING MD:
DATE OF EXAM: 11/13/02

-

BREAST MRI [ 1

CLINICAL HISTORY: She has no breast symptoms at this time. This
breast MRI has been requested as part of the study to evaluate
for silent implant rupture.

TECHNIQUE: Several imaging sequences have been obtained
including T2-weighted turbo spin echo, STIR and STIR with water
suppression sequences in the axial plane and STIR with water
suppression seguences in the sagittal plane.

FINDINGS: No hypointense curved lines are seen within the
implant (s). No hyperintense material is seen in the tissue
surrounding the implant(s). Trace fluid surrounds the
implant (8s) .

CONCLUSION: No evidence of intracapsular rupture or
extracapsular extravasation.

raic

CC: MENTOR
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OPERATIVE REPORT

PATIENT: _ MEDICAL RECORD #: !
blol-H

SURGEON; L 3 DATE OF PROCEDURE:  10/11/2001

PREGPERATIVE DIAGNQSIS:
1. Personal history of braast cancer. ' .
2. Left mastectomy defact.

3. Right braast ptosis.

POSTOPERATIVE DIAGNOSIS;: Same.

OPERATIVE PROCEDURE:
1. Left second stage breast raconstruction with Mentor textured gel implant (275 cc).
2. Right mastopexy for symmatry.

HISTORY: This ig a 33-year-old femate who prasents for second stage of her breast reconstruction.
She previously had a left mastectomy with immediate first stage raconstruction using a latissimus
flap and underlying tissue expander. She underwent adjunctive chemotherapy and radiation
therapy. As a result sha daveloped the expacled the capsule around the tissue expander on the left
side. She presents at this time for second stage reconstruction and has stected to proceed with
silicona gel implant. She would like o paricipate in the cora gel study and understands this s a 10-
year follow up and undersiands the implications and issues tnvolved with the study. She
understands the implants ara under investigation and carry risks and complications which include,
but are not limited to, bleeding, infaction, hematoma. saroma, implant rupture, implant exposure,
capsular contraciure, vislbis or palpable wrinkling, asymmatry and the need for ravision surgery.
She understands she may have an unacceptable rasult, To achieve symmetry the patient has
elected to have a mastopaxy on tha contralateral breast. She understands this will leave significant
scars, she understands that she may have numbness. ioss of viability in the nipple-areotar compiex.
distortion and the need for revision surgery She apoears (¢ understand and acceot the risks

OPERATIVE PROCEDURE: The patient was saen in the prainduction room, placed ni the upright
position. The midline of tha chast, {ne maridian of eacn breast and inframammary folds were drawn
out. We designed the mastopexy so the nipple would end up at approximately 20.5cm. Thisig ata
spot that is similar to the skin paddle on the reconstructed breast and where in the future nippte
reconstruction will reside. We used a periareotar inferior V-technique. It was apparent that on the
reconstructed side we nesdad {0 lower the pole slightly and perform an axtensive capsulctomy.

The patiant was brought to the operating room where she was induced undar general anesthesia
She was given precperative antibiotics, and was prepped and draped in the usual stenie fashion in a
beach chair position. We performed a mastopexy first by infiltrating 1% Lidocaine with epinephrine
into the dermis of the skin to be rasacted, 2 38 mm nippie ring was used te inscribe a circle around
the nipple areolar complex of the nght breast and the excess skin was de-epithelialized. We then
creatad shart skin flaps lo allow upward mobility of the breast mound relative to the skin. The skin
was then redraped around the nipple arsotar complex using interruptad #3-0 and #4-0 Vicryl in the
subcutaneous laysr. The nipple was inset using #5-0 Vicryl cuticular suture. The vertical skin as
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OPERATIVE REPORT
PATIENT: L— MEDICAL RECORD #: 188116
DoB:
SURGEON: j DATE OF PROCEDURE: 10/11/2001
approximated and with the patient nearty upright we detarmined that a horizontal wedge was
necessary o axcise Inferorly, giving the areola the full distance of 5.5 cm. This wadge was excised
and the horizontal limb was closed with interrupted #4-0 Vicryl in a subcutaneous layer and a
running #4-0 Vicryl cuticular suture in the skin. This gave a satisfactory appearance to the braast.
On the left side. a 5 cm jncisicr was usel arourd the skin paddie of the previcus iaussimus fap
“ne subcutaneous lissue was incised with electrocaulery and underlying muscle was divided into the
periprosthetic pockel. We removed the underlying Spectrum implant. We also created a counter
incision over the remote port to deliver the port and remaove it as well. We examined the pockset and
there was no evidence of abnormality. We performed an extensive capsulotomy with electrocautery.
circumferentially at the base of the capsule, but also with several radfal scores and criss-cross
pattern Inferlorly to allow lower pole dilatation. We expanded the pocket laterally. We achieved
hemostasis with electrocautery and irtigated with antibiotic saline. We chose sizing Implants to
determine the appropriate Implant and elected to proceed with a Mentor textured gel implant with
Catalog #354-2757G and Lot #221952. The implant was carefully Inspected . There were no -
abnormalities noted. |t was extemnally irrigated with antibiotic saline and was placed in the
appropriate orientation in the breast pocket. It appearad that we had achleved satlsfactory
symmetry. YVe then Instilied 20 cc of .125% Marcaine Into the breast pocket and closed all inclslens
in fayers with interrupted #4-0 Vicryl In the subcutaneous layer, and a running #4-0 Vicryl cuticular
suture In the skin. Sterlle dressings were applled including a lightly compressive dressing using
Kenlix gauze and an Ace bandage. The patient tolerated the procedure well without apparent

complication. Estimated blood loss was minimal. All sponge and needie counts were correct. The
patient returned to the postanesthesia recovery room In stable condition.

fck C j

D. 10/11/2001 - 903
T: 10/12/2001

cc:  Raferring Physiclan Y/ -J
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MRI Silicone Breast Implant Evaluation Data Sheet

PATIENT TRIAL NO COUNTRY NO. g SITE NO PATIENT NO
STUDYID: | 10-009 | O LO [ 1
MR! EVALUATION

SOCIAL SECURITY NO.

Patient's Date of Birth: —

Lol
MR! Reviewer:

7

—

Date of MR! Evaluation: [_’_l‘__l “ 15 l [ 2*l oJ 0 [2"
month day year

Scan Quality (check one):

+ ] Good A/Q
2 [ ] Adequate
3 ] Inadequate

#n
Not Implanted with Study Device

LEFT
(J Not Implanted with Study Device

2 [ Indeterminate for Extracapsular Silicone
3 [ Definite Extracapsular Silicone

Device Placement: s ] Submuscular + [] Submuscular
2 [_] Subglandular 2 [_] Subglandufar
implant Type: 1 [] Smaoth 1 (] Smooth
2 [] Sittex 2 [ Siltex
Implant Evaluation: 1 [ No Evidence of Rupture + [14No Evidence of Rupture
2 [_] indeterminate Evidence of Rupture 2 [ ] Indeterminate Evidence of Rupture
1 [ Rupture: s [_] Rupture:
Check one Type: Check one Type:
_1 [ intracapsular 1+ (] intracapsufar
2 [] Extracapsular 2 [_] Extracapsular
Check one Condition: Check one Condition:
i [] Uncaliapsed A/ A 1+ ] Uncoliapsed
2 [] Partially Collapsed 2 [ ] Partially Collapsed
a [_] Fully Coliapsed (linguini sign) 3 ] Fully Collapsed (fingumi sign)
Soft Tissue Evaluation: + {_] No Evidence of Extracapsular Sificone 1 [¥"No Evidence of Extracapsular Silicone

2 [_] Indeterminate for Extracapsuiar Silicone
2 [_] Definite Extracapsular Silicone

Notes%MwwcmmWW

(AN~ bwmmmd{wrw Gnmwwwm%m

X bf/u/az

o)

ey ¢ ]

L L

Reviewer's Signature

Ml

month day year

This study was not designed to detect breast cancer, ang so the findings and impressions here should not replace routine screening mammography and
clinical examination. Some implant ruptures and small amounts of soft tissue silrcane below our thresholds for detection may not be seen by this method.
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MRI Silicone Breast Im;ﬁnt Evaluation Data Sheet

RITY NO.

PATIENT TRIAL NO COUNTRY NO ‘ STENO. _ |, PATIENTNO
stupyip: | 10-009 |0 (0 1

MRI EVALUATION

Patient's Date of Birth:

MRI Reviewerd

Lo (C(/Q’E;

Date of MRI Evaluation:

.

' . |
O A4 0,03

Scan Quality {check one):

1[0 Good A

2 [ ] Adequate

month dey year 3 (] Inadequate
RIGHT LEFT 1
[ Not Implanted with Study Device (] Not Implanted with Study Device
Device Placement: 1 [ Submuscular 1 [ ] Submuscular
~— 2 [} Subgtandular 2 [_] Subgianduiar
Implant Type: 1 (] Smooth 1+ [_] Smooth
—_— ArSm 2 ] Siltex
Implant Evaluation: 1 [} No Evidence of Rupture 1 [ No Evidence of Rupture
2 [} Indetermmnate Evidence of Rupture 2 [_] Indeterminate Evidence of Rupture
s [ Rupture. 3 {3 Rupture:
Check one Type: Check one Type:
_1 ] Intracapsular + ] Intracapsular
2 [} Extracapsuiar 2 [ Extracapsular
Check one Condition: Check one Condition: A/
1 {] Uncollapsed N ﬂ\ 1+ [ ] Uncollapsed a
2 [_] Partially Collapsed 2 [ ] Partially Collapsed
s [ Fully Collapsed (linguini sign) 3 [} Fully Coliapsed (linguini sign)
Soft Tissue Evaluation: 1 [ ] No Evidence of Extracapsular Silicone + [1¥No Evidence of Extracapsular Silicone
2 [_} Indeterminate for Extracapsuar Silicone 2 [ ] Indeterminate for Extracapsular Silicone
3 [_] Definite Extracapsular Silicone s [} Definite Extracapsular Silicone

MG

N <
Reviewer's Signature

This study was not designed to defect bresst cancer, and so the findings and impressions here should not replace routine screening mammography and
cimical examination. Some tmplant ruptures and small amounts of soft tissue silicons below our thresholds far detection may not be seen by this method.

8/15/00
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Core Gel Breast )
‘%’ MENTOR | 5c ciinical Trial ADVERSE EVENTS ___YEARVISIT
TRIAL NO. COUNTRY NO ~ SITENO. ,”l __ PATIENTNO
. >
PATIENTSTUDYID: 40,009 | 0 | 0 (14 - - L
e '
Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on
AE CAUSALITY IMPLANT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE | BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See {2 = Device related 0=NA |[0=None 2 = Moderale | 2 = Medication (specify} 2 =0ngoing
Below) |3 = Unknown 1= Right [1= Mid 3= Severe |3 = Secondary Procedure (enfer Procedure Type Code and date below, and complete |3 =Death
4 = Other 2 = Let |2 = Moderate . Secondary Procedures Report for all procedures performed for this date)** 4 = Unknown
3 =Severe |month day  year 4 = Hospitalization (specify # of days and admission dale) month day  year
§ = Other (specify)
01 03 |[Mo [Xo O3 01 |&1 O 4____days, Date: __ D1 D4
}C? O2 i 01 {01 . 02 |02 0s 02
g2 J2 13 J 3 Procedure Type Codet: Procedure Date: / / ‘
01 a3 0o o O3 O O1 4 days, Date: [/ 01 O4
J2 { ] 1 1 02 02 Js (12
/ | [J2 /@2 0 3 [J 3 Procedure Type Codet: Procedure Date: / / ﬁw/
’/ y e - \"4
o (’//I/\/ /(_ / ' . k kS ' Oy / } Z| | ZL J | J‘ c/l **Complete Secondary Procedures Report. If new study device is
Investigalor's Signalure ) month  day vour implanted, complete Re-Implantation Report.
L,:
*ADVERSE EVENT CODES PW F,(/}v( 1SECONDARY PROCEDURE TYPE CODES
1 = Asymmetry 15 = Lymphadencpathy 29= mm,w%W,/Zas£c$£>uni Mjmww
2 = Baker 11 Capsular Contracture with Surgical Intervention 16 = Necrosis o= 221S 2 g§ i Capsulec.tomy‘ .
3 = Baker [t Capsular Contracture 17 = New Diagnosis of Breast Cancer - Explantation w!th Replacement
4 = Baker |V Capsular Conlraclure 18 = New Diagnosis of Rheumatic Disease, 30 = Other, specify: M :4 - Explantation without Replacement
5 = Breast pain nol associaled with any other complication specify: 85 * Incision and Drainage
6 = Breast—Unacceplably Low Sensitivity 19 = Nipple—Unacceplably Low Sensitivity ‘ L e § = Mastopexy
7 = Breast—Unacceptably High Sensitivity 20 = Nipple—Unacceptably High Sensitivity ., v 31=Otfiér, specify: ~ """~ & f Open Capsulotomy
8 = Calcification 21 = Position Change N ; gg : gglll’g:v(;:ange
9 = Delayed Wound Healing 22 = Plosis : l . / o = Scar Revision
10 = Extrusion 23 = Ruplure i l QZ = O\Mw—ipemfy 3 200 } i L ’ 90: Skin M]ustmgnl
11 = Granuloma 24 = Seroma _} l i\~ 91 = Other, specify:
12 = Hemaloma 25 = Size Change—Patient Request J
13 = Hyperrophic Scaming 26 = Size Change—Physician Assessment only 33 = Other, specify: 92 = Other, spacify.
14 = Infection 27 = Wrinkling
28 =Lactation Difficulties, i
acialio foulles, specify 93 = Other, spacily;

WHITE ORIGINAL MENTOR AFFILIATE
/1500
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YELLOW MENTOR

PINK INVESTIGATOR SITE

PAGE .




Suspected Rupture Patient Summary

Study ID: -

Cohort: Revision

DOS: 11/17/00

Implant Type: textured round gel filled breast implant
Placement: subglandular

MRI Substudy: YES

MRI scan dates: 2/27/03, 3/20/02, 12/17/03

lnvestigatorL e ey, J

This patient was originally implanted with gel implants from another manufacturer in
1984 for general breast enlargement.

She was enrolled in the Core Gel study 11/17/00 at which time these gel implants were
replaced with Core Gel implants. She had capsular contracture and a probable rupture on
the right side. This is documented by mammography on 1016/00 and ultrasound on
11/2/00 prior to study entry.

This patient suffered an embolic stroke on 8/3/01 resulting in right hemiparesis and
hemiplegia. She subsequently developed pain and discoloration in her left hand. She was
started on coumadin, heparin and other anticoagulant therapy at that time. An
unsuccessful attempt was made to remove the clots by thrombectomy on 10/1/01. Her
left hand was amputated on10/30/01. This patient also developed a perinephretic
hematoma as a result of her anticoagulation therapy.

On 3/20/02 the patient had her Year 1 study MRI. Both the Local Reader and the Central
Reader reported no rupture and no evidence of extracapsular silicone.

On 2/27/03 she had her Year 2 study MRI scan. The Local Reader reported findings
suspicious for intracapsular rupture of both implants. The Central Reader reported
indeterminate evidence of rupture bilaterally. It was suggested that the patient be re-
scanned. She was rescanned on 12/17/03 and both the Local Reader and the Central
Reader reported bilateral intracapsular ruptures. After she had been taken off coumadin,
these implants were removed and replaced on 3/30/04. Both implants were sent to
Mentor Product Evaluation where tests confirmed bilateral ruptured implants. The
Product Evaluation reference number is 200404-0199

This patient continues to be followed in the Mentor Core Gel Study by Es-s——“““j
She will undergo her Year 4 MRI scan in 2005 in accordance with the MRI protocol.
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CustomerE ) j

c

Ref. Recent ICAL GEL SILTEX
Patient

ool

Thank you for bringing to our attention & recent incident involving our product. For your information, | have
listed below the evaiuation and resultant findings regarding this incident.

Our Reference Number:—

Device A

Catalog No.: 354-3257G

Lot No. : 217513

Complaint : RUPTURE

Device B

CatalogNo.: 354-3257G ‘
LotNo.: 217513

Compiaint : RUPTURE
Mentor Product Evaluation (PE) received a report of the above compiaint fromY; ) j
LABORATORY EVALUATION AND TESTING

EXAMINATION PERFORMED
Gross Evaluation

Twao Siltex Gel-Filled Mammary Prostheses were returned to Mentor for product evaluation. The devices
were retumed autociaved. PE designated the ieft device, Device A and the right device, Device B.

Device A

As recsived, the device weighed 305.4 gm and contained clear gel. An area of shell material measuring

approximately 7 cm x 6 cm was observed missing from the anterior aspect of the device extending to the
posterior aspect. No other anomalies were ohserved.

Device B

As received, the device weighed 246.7 gm and contained clear gel. Foreign black and orange materials

were on the shell surface and within the device. A rent measuring approximately 21 cm in length was
located on the radius af the device. No other anomalies were observed.

TESTING PERFORMED
Device A: Because of the as received condition of the device, PE was unable to perform a leak test. .
Device B: Because of the as received condition of the device, PE was unable to perform a leak test.

MICROSCOPIC EXAMINATION
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Device A: Microscopic examination of the edges of the remaining shell material revealed no indication as
to the cause of the separation.

Device B: Micrascopic examination of the edges of the observed rent in the shell of the device revealed .
no indication as to its cause. PE inadvertently cut the shell of the device during the evaluation.

ADDITIONAL EXAMINATION

Device A: PE made a second attempt to find the area of missing material within the gel returned with this
device. The material was not located.

CONCLUSION

Based on the information received, the patient experienced bilateral ruptures. Based on the results of the
laboratory evaluation and testing, PE observed a large hole in the shell of the left device and a large rent
in the shell of the right device. Microscopic examination of the edges of the hole and rent revealed no
indication as to their cause. Rupture is 2 known complication associated with these devices and is
referenced in our Product Insert Data Sheet; however, trends for Mentor devices will continue to be
monitored by Quality Assurance.

After thorough examination of the patient's left device and its gel, PE was unable to locate the area of
missing shell material. Therefore, no further conclusion as to the cause of the large hole in the shell of

this device can be drawn.

Mentor performs 100% inspection and testing of all deviges prior to release and maintains a
comprehensive quality assurance (QA) system in compliance with the FDA's Good Manufacturing Practice
{GMP) requiations. The system is designed to provide to our customers the maximum assurance of the
high quality of our products.

if you have any further questions on this incident, please do not hesitate to call me. Thank you. ‘

Vit p S0
risty Babb

Product Evaluation Department

TOTAL P.083865
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Contact:
: C ]
OK 73116 Fax:
Sales Rep ¢ Reporter?

Facllity Rep :

A B
Catalog No.: 354-3257G 354-3257G
Size : 325 325
Product ; CLINICAL GEL SILTEX CLINICAL GEL SILTEX
Family : GELS GELS
Lot Prefix :
Lot No. : 217513 217513
Lot Suffix :
Serial Na. :
Mtg Site : Texas Texas
MDR:

Is Product Return Expected ? :
(:\Yes (_)NO Prod. Recoipt Date : RGA No. :

If no, explain :

AorB Code Mode Priority
A 45 RUPTURE
8 43 RUPTURE
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Patient SS# : !:)Yes @No
Patient Contact : (@C (
A B
Date of iImplant: 11/17/2000 11/17/2000
Date Prob. Observed:  12/17/2003 12/17/2003
| When DId Prob. Occur:  After surgery After surgery
Dato of Explant: 03/30/2004 03/30/2004
Reason for Surgery: A A
Placement of Device:  SG SG
Surgical Approach: IMF IMF
l Final Flll Volume:
' Capsular Contracture:  (“jyes @No ()Unk JYes (@No (Unk
Baker Grade:
Infection Suspected:  (")ves @No ()Yes (@No
Cutture Results:
Device Damaged: N N
Explain:

Reporting Flag: FDA

! Is This a 5-day = R Is This a 30-day - .
Reportable MDR? : (_)Yes (@No Reportable MDR?: (_JYes (@No
MDR 5-day Report Date : MDR 30-day Report Date :

is This a Summary Reportable MDR? : @jYes ( )No
MDR Referance No. :

s This a 30-day

DA ENI I

?f
i

MDV 10-day Report Date : MDV 30-day Report Date :
EVS Reference No. :

Notified Body Country : Incident Country :

MDR Description:

4867



=

1s Investigation Required ? :(DYes (:)No Decigion By :

| Incident information l Page 3

it No Reason :

Lab Evaluation :

EXAMINATION PERFORMED
Gross Evaiuation

Two Siltex Gel-Filled Mammary Prostheses were returned to Mentor for product evaluation. The
devices were returned autociavad. PE designated the left davice, Device A and the right device,

Device B.

Device A

As received, the device weighed 305.4 gm and contained clear gel. An area of shell material
measuring approximately 7 cm x 6 cm was abserved missing from the anterior aspect of the device
extending to the posterior aspect. No other anomalies were observed.

Device B

As received, the device weighed 246.7 gm and contained clear gel. Foreign black and orange
materials were on the shell surface and within the device. A rent measuring approximately 21 cm in
length was located on the radius of the device. No other anomalies were observed.

TESTING PERFORMED
Device A: Because of the as received condition of the device, PE was unable to perform a leak test.

Device B: Because of the as received condition of the device, PE was unable to perform a leak test.

MICROSCOPIC EXAMINATION

Device A: Microscopic examination of the edges of the remaining shell material revealed no indication
as to the cause of the separation.

Device B: Microscopic examination of the edges of the observed rent in the sheli of the device
revealed no indication as to Its cause. PE inadvertently cut the shell of the device during the
evaluation.

AorB  Ipvestigators

A EGS

b

B FGS

e e wAn L e fm G 4 mm e mtr Ses 537 Pl e oL eAIS S saten A A kit £ 6% ST i, S . e ol raiers e A8 % 2w A S s
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Product Recelpt 04/01/2004
Date: 41978

Lab Log

Number: 04/01/2004

Authorization for Return and Exam  04/07/2004
of Madical Device Recelpt Date:

Evaluation Date:
Decontamination Method:

04/01/2004
41978

04/01/2004
04/07/2004

DHR Analyst :
DHR Search :

Authorization for Return and Examination of Medical Device

1 tnitial Dato : Followup Date :

Additional Info Requested Date :

Return Kit:
Date Sent By

No Cost Replacement (NCR):

NCR Catalog #:

NCR Sales Order #:

. NCR Sent Date:

‘ NCR Quantity:

Backup Sales Order #:

Backup Order Quantity:

Credit Mamo #:

Consignment Order #: TX1374320 TX1374332

Device Replaced Cat. #: 354-3257 354-3257
Device Reoplaced Lot #: 251591 251591

A __B

Date :

|

4869




| incident Information I Page 5

Priority
A 81 RENT - SHELL
B 81 RENT - SHELL
AorB Cods Failure Priority
A 143 RENT - UNKNOWN CAUSE
. B 143 RENT - UNKNOWN CAUSE
i
A B
Aging Code: H H
Description: 1-5 years 1-5 years

Name Title Date
Device Rocoipt Acknowledgemant Letter :
Authorization for Roturn and Examination of Medical Device :

Quarterly Update Letter :

Final Response Letter :

Investigation Summary :

Background: As indicated in the Product insert Data Sheet (PIDS), rupture is a known complication
associated with Mentor Mammary Prostheses. Mentor is aware that, over time, gel-filed implants
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may rupture due to fluid leakage. Causes of rupture of gel-filled implants include, but are not imited
to the following events:

- Damage from surgical instruments

- Intraoperative or postoperative trauma

- Excessive strasses or manipulations as may occur during daily routines such as vigorous exercise,
athletics, routine manual massage and intimate physical contact,

- Mechanical damage prior to or during surgery

- Closed capsulotomy

- Capsular contracture

- Origins which are simply unknown.

Device Evaluation and investigation Findings:

EXAMINATION PERFORMED
Gross Evaluation

Two Siltex Gel-Filled Mammary Prostheses were returned to Mentor for product evaluation. The
devices were returnad autoclaved. PE designated the left device, Device A and the right device,
Device B.

Device A
[ As recelved, the device weighed 305.4 gm and contained clear gel. An area of shell material

measuring approximately 7 cm x 6 cm was observed missing from the anterior aspect of the device
extending to the posterior aspect. Na other anomalies were observed.

Device B

As received, the device weighed 246.7 gm and contained clear gel. Foraign black and orange ‘
matenials were on the shell surface and within the device. A rent measuring approximately 21 cm in

length was located on the radius of the device. No other anomalies were observed.

TESTING PERFORMED

Device A° Because of the as receivad condition of the device, PE was unable to perform a leak test.
Device B: Because of the as received condition of the device, PE was unable to perform a leak test.
MICROSCOPIC EXAMINATION

Device A: Microscopic examination of the edges of the remaining shell material revealed no indication
as to the cause of the separation.

Device B: Microscopic examination of the edges of the observed rent in the shell of the device
revealed no indication as to its cause. PE inadvertently cut the shell of the device during the
evaluation.

! Root Cause: A root cause of the failure could not be determined.

§ e g T T Tt T T el emm s i 2 S — T .

orrective Action: Because PE was unable to confirm any unusual failure mode, no corrective action

will be taken at this time.

Conclusion Statement: Based on the information received, the patient experlenced bilateral ruptures.
Based on the results of the laboratory evaluation and testing, PE observed a large hote in the shell of
the left device and a targe rent in the shell of the right device. Microscopic examination of the edges
of the hole and rent revealed na indication as to their cause. Because Mentor performs 100%
inspection and testing of all devices prior to release, PE concluded that the hole and rent occurred
sometime subsequent to the removal of the devices from their protective packaging. Rupture is a
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| Incident | ~ -mation Page 7

known complication assoclated with these devices and is reierenced in our Product Insert Data Sheet;
however, trends for Mentor devices will continue to be monltored by Quality Assurance.

Assossed I' * ' Qapb Date : 04/09/2004

sty 2L
- e a
Ar. ) Ay

hoindana bl s

Assessmont Summary :
Based on the information received, the patient experienced bilateral ruptures. Based on the resuits of
the laboratory evaluation and testing, PE observed a large hole in the shell of the left device and a
farge rent in the sheli of the right davice. Microscopic examination of the edges of the hole and rent
ravealed no indication as to their cause. Rupture is a known complication associated with these
devices and is referenced in our Product Insert Data Sheet; however, trends for Mentor devices will

continue to be monitored by Quality Assurance.
Date : 04/09/2004

Date:  04/23/2004
Date:  04/23/2004

Closed By : css
Reopened By : CSB
Roeclosed By: CSB
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[Incident Information1 ~ P°°

4/6/04 CSB
REC'D DEVICES, P TO A, ROMI AND CUST FER. BILATERAL RUPTURE.

4/23/04 CSB

REC'D OP REPORTS, OP NOTES AND OTHER DOCUMENTATION FROM THE CLINICAL
PROGRAMS DEPT.

TOTRL P. %73



HART 31 —<UU4

FHA NU. qud bae 911
JAN-13~20884

e UC/7uw

711

-O/15

MENTOR Customer Field Experience Report (FER) ‘
Telephone # 1-800-258-3487 Fax # 972-659-6687

Patient Name SSW
Dute of Bink Weight -
Physician's,Nome _\ a4 ™MD Customer TS w D
Addross
Phunt ¥ .._—Eﬂ.#:
Mwmd devico is explamted compiere Explant Histery below)
LEFT SDE z;gr SIDE P
Produet (Include size) _51__&‘_9(_.1_[_5;%; Produst (inglu -% a
Catslog ¥ _ 354 3257 & Lot# 513 Camo‘g:‘ %mm >
Compla int __&_%_m_ﬂ Complains X
Date Probizm Observed () e Datc Problsm Observed {1\ /<4 {1 ?) 03
Caps. Contracture YesO NolXUnk QGrade. ! _ Caps. Contracrzre YaeD) NoQ Uk O Grade L
infecron Yesd Nﬁthk Q Infection YesQ No Q
Culnare R s c———caa . Cmm—-———nﬂ-m————mm
Implant History
\ 1 .
Date of Implent \ \ \ 71 \ o Date of bmpiant __{\ | 11 (&]2)
Indicavion: l“Augmcrmuon Q I'Reconsu-n:tion Indication: 1*Augmentafion O |"Reconstruction O
Revision ReconstructisiaNcRmwision Au atation Revision ReconstruotonGhiwvion A enudon
Placemaen( Subrjuscular Subghnduhr Plocemont Submg‘cg_e\swglmdulu
Incision Site Tl Incision Sits 2 G‘"“""-\"\f‘
Incision Size QA Incision Size Lo A
Final Fill Volume PeMALR Pinal Fill Volume _____ 12> W
Fill Schedula TN V 1&~ \ Fill Schedule i~ -
Betadine Usage Yesl NoQ Unk O Conz, s 4‘"" Betadine Usage Yes NoO Unk © Cone. l
Soak YexQ kD F’N P Soak YesOl.N L.J
Pocket irrigation Yes© N nk O Pocket irtigation Y oD unkQ & W) S rd b
Pocket rinsed Yeadg /)\\Lu.z Pocket rinsed YesO NoQ Usk O
mlummd Usz Yes Usk O oo —30 u-nhmmlN use YtsO NoQ Unk O
D device coms into deptact with the padent? o0
1s patient currently involved in any clisicol swdies? Yes%’ﬂo QO Ifyes. specify ColE” TS h“&
Exptant Hixery
-2 .
Dute of Explant o, ! JD\ o\ Date of Explant 3\ :f).)l\) \
Capsul, Contrscture Yga Grade_1_ No & Unkd Capsul. Contracture Y?E Grade_! Nol Unk2
Reuson for Explant watre, Reason for Explant Sy
iog Site Ao Conn Incision Site __ WAL X-v Gamas A~
Incision Size M C e *_Lp Incision Size Lo € e \
Fill Volume 3 | & 3 Fill Volue o A= V1
lnfection YesO NoSl Unk O Infection YesO3 thﬂum: a
Culture Result i Culnare Result
Dotcription of explant Deseripuion of nplnm'
(Coutinue description sa page 2, if necectary) (Contigue dsmption on page 2, if neceassry)
Is asline dw/m:ptmo{?» crlo YO NoQ NAD Is saling clearftransparent in color? Yaad NoQO N/A
ifno, ducnb:nm o D 1f no, describe
Any apparent ago" No Any appacent @ —
Ifyes, desacibo IR e If);u’.pdcscn'he e
Any tissuz mmwth on vglye ,D ‘NoD Any tissue ingrowth on vatve? Yes o
I yes, describe W ‘YQ& If’;es. dcsms: "'9 !1
Any tissus adherence 1o shall? YesQ Noﬁ Any tissue adherence to shell? YesQ N(-/u)
Ifyes, describe 1f yes, desaribe
Pags 1 of2

FORM DOP-QA-4007K-}
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P L Ll B POV O SR i

NHPLULNIVURT FOA WU 400 O8C U1y

TRN-13-2084 15148 P. 885 681 6695 ® ~/11

REV.C ‘
MENTOR Custemer Field Experience Repart (FER) continned
Any damage during explanmdon? Yesid Nox Any domage during explantation? YesD) Noy
If yes, describe If yes, describe .
Is there & probable cause of damage? YesU Noy Is there A probable cause of damage? YesO Nnﬂ(
Ifyes, doseribe If yes, deseribe
Additional description of saline: Additonal description of saline:

Adduao al descripgion of ¢ t: N

LAA FP \x)’bg uf\

_5.( L.co ne la‘:(‘nl‘\(d e
VO oAt . :

Mammogrums pevfermed since implant YesO NogHIf yes, indicate number
Breast mussage employed YesO Nol

Aay history of breast trsuma YesQ Noj If yes, provide details: side (L or R), date and type of tramma

Any othert relevant information YesO) N@lh‘ycs, provide details ‘

n v B I ‘lﬁ . |l

" Sy

Catalag # of No Charge Replacement gevice(s) rcquesm Q-‘

Replacement device: L) Cat ¥ 5';? 2237 Loté_{ E
®) Ca¥# Z54% 3957 Lot#:iiirﬁﬁtﬂxa-/

Explain
Method of Decomamination Nudo clave Date _ﬁb_?.la ¢

Commenis

pmviderofmfmmqéi e s _9..3 ¢N ‘-‘%c{«\ Q@ov&:,minm

Papo2of2

FORM DO -QA-4007K-2
REV.C
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THMA Wi LUUT ALY L'y i VLRITIENAL VAL TUIDULSJURT A NU. 4UD O4c o111 [EVE YR VIV)

JAN-13-2084 15:17 MENTOR CORP. 865 6B1 6895 P.@6/11

AUTHORIZATION FOR RELEASE OF MEDICAL YNFORMATION
(ROMI)

Please release to Mentor, Praduct Evaluation Department, ane complete copy of all medical records in your
possession which relate to me, the undersigned, meluding but not limited to, all office notes, consultation
re%ords. coxr:spondmcc, operative reports, laboratory results, prescription records, patient instruction forms
and consent fonms.

‘5]37)_/@(1

Date

C

Witcss

Mentor Product Evaluation Department
3025 Skyway Circle North
Irving, TX 75038

FORM DOP -QA<4007G
REV.B
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MHR=317CUU4 KLU 11:£9 [ VLITIIUIL VALLE  HHwubi eV L ras sewr s e = -

JAN-13-2884  15:17 MENTOR CORF. B@S 681 8995 P.BSr1L

DOMESTIC (U.S.) AUTHORIZATION FOR
RETURN AND ATION OF CE(S

I agree 10 return the explanted device(s) to the Mentor Product Evaluation Department.

I authorize Meator to examine, and if necessary, alter the condition of the device(s) as may be necessary for
the purpose of safety and to facilitate the evaluation of the device(s).

Meator may retain possession of the explanted device(s) and save and/or perform destructive testiog to the
device(s) a5 deemed appropriate by Mentor.

3 ‘Vp{otf

Date

(
Wimcess Signature

Mentor Product Evaluation Department
3025 Skyway Circie North
Irving, TX 75038

FORM DOS QA-400TF
REV.B'
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OFFICE VISITS

|CPT| FEE

— NEW PATIENT Place{Major OR Minor OR Hospital

Limited/Problem Focused 99201 - —

Expanded Problem 99202 Time: ;5 i)() Date: 5— 200 (-/
Intermediate/Detaled 99203 Anesthesia: Local Qenera—ﬂ With

Comprehensive 99204 - —

Second Opinion Consuitation 99273 Anestnesia Fee $ Prepay $ Facihty Fee Yes( No

ESTABLISHED PATIENT Surgeon Fee § Prepay § - }Z Y-

Postoperative/Minimal 99211 DIAGNOSIS. % Bi
Limited/Problem Focused 99212 qq (p N2 / n{ﬁﬁ [- “h\\nd
intermediate/Expanded 99213 \, Lllg ~{O ‘?L Py
Detarled 99214 6‘ @ ! (? p 1/% E

Comprehensive/History & Physical _ |99215 PH‘SO’Q?URE 0SS. ’ L Ol ¢iecl ‘\)MDQ anls
Post Op 99024 N/CHG /-

mm S A, 19571-5C, 19340-51, (G500

No Show . / 4 /
Cancellation ‘ H /‘? QL/’Q

Rescheduled SURGEFN/EXAM

Void (( ( {\
Burn Debndement E‘&P Ji(m \ L) [ V'\P O~
Ultrasound ¢ |

O

Therapeutic 11900

Keloid/Steroid 11900

Tet Toxoid 90703
i Surgical Appliance 99070 _ .
Burn Dressings 99070

Silicon Scar Sheet 95070 W H-Q,(_} r ‘; 'g_‘/ L

8\ , %/ &
A @,

Deposition Time 99075 % 25T

Medical Testimony Time 99075 INSTRUCTIONS:

Medical Report 99080 39.5 <
Worker's Comp Report 99080 "'W ‘ DM

TESTS/LAB WORK

EKG Hgb GLU K+ CO,
MAMMO  Hct BUN Cl Na+
TE TIME _ PATIENT REASON PRIOR BALANCE | SURGEON'S FEE | ANESTHESIAS FEE SUPPLIES
- N TOTAL $ TOTAL $ TOTAL §
PREPAY $ PREPAY § PREPAY §
SKET NO OR & OOCTOR LOCATION ) aXe}:] e TODAY'S CHARGE CHECK # CHECK # CHECK #
. : CHECK $ CHECK § CHECK §
TIENT NO RESPONSIBLE PARTY PH# -~ REFERRING DR
. ADJUSTMERTS | CASH S CASH $ CASH S
M | F | ADDRESS CITY/STATE 7IP CODE VISAMC § VISAMC $ VISA/MC 3
- .. - -l AMEX $ AMEX $ AMEX $
T OVER %0 OVER 60 OVERA0  CURAENT  TOTALDUE | PT | BC | CS |PAYCHOKCE| TODAY'S PAYMENT | ki g FINS FIN §
.«CE COMPANY 8a |SCT| POLICY | D RELATIONSHIP TOTAL PAID $ SIGNI
TO INSURED
EERERYeR BALA NEXT APPOINTMENT:
E|PIH|T D X
clotr s
Flulile Days Weeks Months
2 DA Appt Time: Acrival Time
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OPERATIVE REPORT

DATE: March 30, 2004

PATEINT NAME: I

SURGEON: , aads.

ANESTHESIOLOGIST:

ANESTHESIA: General

PRE-OP DIAGNOSIS: Status Post Bilateral Augmentation Mammoplasty, Bilateral R & R,
Bilateral Ruptured Breast Implant Prosthesis Confirmed by MRI

POST-OP DIAGNOSIS: Status Post Bilateral Augmentation Mammoplasty, Bilateral R & R,
Bilateral Ruptured Breast Implant Prosthesis Confirmed by MRI

PROCEDURE: Bilateral Open Capsulectomy with Removal and Replacement of Breast’
Implant Prosthesis

Procedure: Under satisfactory general anesthesia and after routine prep and drape with Betadine scrub and ‘

solution a 6 centimeter incision was made just above the inframammary crease of both breasts. Using a bot
knife the incision was carried down through the subcutaneous tissue to the pectoralis major muscle layer. The
scar capsule was identified, and then by sharp dissection it was totally excised from its adhesions to the breast
glandular tissue superiorly and the pectoralis major fascia inferiorly. The margins of the pocket were expanded
by sharp dissection and hemostasis achieved by electrocautery. After complete removal of the scar capsule
hemostasis was again checked with electrocautery and the wound irrigated with Gentamycin irrigant solution.
Both implants were noted to be ruptured. The right implant was replaced with a 325cc Mentor Moderate Profile
Siltex Silicone Gel-Filled implant prosthesis, and the left implant was replaced with a 352cc Mentor Moderate
Profile Gel-Filled implant prosthersis. The wounds were then closed with subcutaneous interrupted sutures of 3-
0 Ethibond followed by intra-dermal sutures of 4-0 Maxon followed by cutaneous over-and-over sutures of 5-0
Prolene. Prior to closure, bilateral 10mm Jackson-Pratt drains were inserted through a separate stab wound in
the lateral aspect of each breast. The patient tolerated the procedure well. A sterile dressing was applied,
followed by a bulky dressing wrapped in an Ace bandage. The patient was awakened and returned to the
recovery room in good condition.

A\
C I

PS:hri
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OPERATION DATE 3/36/5<r PHYSSTATUS 1(Z 34 5 6 E afsa
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SURGEONS 2,/ 7 4 P g O
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ANESTHESIA RECORD - 21815 (7.99)




PREOPERATIVE QUESTIONNAIRE

Have you had OR do you have Date of last chest x-ray ..................... /0 ’0/

High blood pressure ... ¥es/ No  Date of last EKG ..........oovovceeoe... S-24-04

Heart aHack ... e Yes No >

Chest pain (anGINa) ... oo Yes NG~ Previous anesthetic history

Fast or skipped heartbeats.........c...ccccovees weccceeee oo, Yes  _No— Date of last anesthetic or sedation....... ZQ ‘é’é < 2[
Fainting or blackout spells .........c.cccoooeeoemcrrrrreeccca. Yes . &) Any abnormal reactions? ..........eccoocoeeeieeereerveee, Yes NG O
ASIAMIA ettt erenon M6 O Reilative with abnormal reactions to anesthetics? ......... Yes @
Emphysema, bronchutis m (i.e., high feverj

Shortness of breath A0 comments

Seizures or stroke...........
Paralysis or numbness ...

Hepatitis of JRUNDICE ..........c..oeerveeeeeeeeee e, d0

Kidney disease .. . No_ )

Heartbum or hiatal hemia (reflux) ereremeet e e enene Yes (No >

BaCk or neCk m]UﬂeS veevrcemeresssacan reeeersnennane YeS @ List previous surgeries

Glaucoma ...........cccvecenenne e Y€ (D g Date
DHADLES .o e Yes CNo» = -

Anemia or bleeding problems .......4 54%& ......... {%:s/ No - T

Muscle disease or weakness ! .. Yes - - = - ————
Thyroid disease ...... ..o paere: .. Yes_ - -

Arthritis QR LYesO N0 - )

Loose or cracked teeth ..........oooeemevoemeeeeeereeeeeen Yes NoO& —— bl Sl
Dentures or caps ....... (Yes’ No —

Lens {mplants or contact lenses . Yes - List medications you are p tiy taking

A positive AIDS blood test ..........c.ocooeveeereanne.... ... Yes rescription and over-the- |emse1r|m cations or
Psychiatric or mental disorders .............ccoooovvonennnen.. Yes @ ’(:; fbalr':repamrians)er counter medications

MOUON SICKNESS ...c.cenieceeeeece e oo Yes o

Other - ZﬁVd)( v/0.05 f/)’M 2025

_4’-'I [,_ 3 (D AL

Do you rl 2L L A A = /;,,m
1. Smoke? (pkg/day Yoo Py <ot i) 2ome 2 X ety

2. Use alcoholic beverages? ..o LEREIN LA B (R (0. S X LA e
3. Use drugs not prescribed by a doctor? .................

(cocaine, heroin, etc.)

List allergies (drug, suffite sensitivity, other)

4. Obiject to blood transtusion if needed AnA—
10 5aVe YOUF 7 ......cvumeeee oo Yes L
5. Have any body piercings? SARKS... Yes No
(tongue, belly button, etc.) Time of fast food or drink

6. Have any problems to discuss

with the anesthesiologist? ..., Yesc No ) Age ST Height | S 7S Weight /5.2

If female of child bearing age
1. s there any possibifity you could be pregnant?...... Yes No
2. Date of last menstrual cycie

Have discussed risks and benefits of anesthesia/conscious Anesthesia evalustion and notes
sedation with patient. informed consent given. No _
2. Patientis an appropriate candidate for planned anesthesia/sedation ... J¥6s) No Ders cass € 6 4
3. EXAM: Airway Aor 7 e
Heart Vsl : — 7%
Lngs “ e G o
4. PLAN: ASAstas: 1¢% 3)4 5 E - A
Anesthetic proposed: _@General QO Local standby -
Q Spinal . O Conscious sedation
Qa Rz';ional I Physician's signature Date
#16683 (8.99)
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| .' M DATE > /7—%7//@"/
ace: S0 occupaTION: ZL /%L Q(, ’

BRA SIZE: 3 Q) < AGES OF CHILDREN: }

Al

WEIGHT:

EIGHT. VT

AMILY HISTORY OF BREAST CANCER:

A
ATE OF LAST MAMMOGRAM : ! 7—" 03 W LOCATION (MAMMOGRAPHY FACILITS
; N
REAST FEEDING LMP: A QY Q{D \ U

{EDICINES: Ne8 W HORMONES: Pcuk‘ciu

RIOR BREAST SURGERY: |G RY - Vku,( ) Vqlf?_ 2000

ALLERGIES: M

SPIRIN: R} Axr \ A/_,\ SMOKER:
Tosts:___ 7 SYMMETRY: =
s

LANDULAR CONSISTENCY: E’)Of(’% S MCLQSQ S A B
VIPPLES AND AREOLAE: %&g&h«y QV\QA&Jr

INCISION: W@-q REDUCTION TECHNIQUE: Z >

) N

ANESTHESIA: ﬂ@u&/f\e& PROSTHESIS SIZE: 5 Q—f ' ‘

APPROXIMATE B@ZE DESIRED: 3 Z? C SURGICAL FEE: 'l [&}/

PROSTHESIS PLACEMENT: %L{\ ({) AAO .,

The results cannot be guaranteed. Differences in breast size and shape which might exist prior to surgery are to be expected after
urgery. Marked differences will be pointed out and attempts may be made to minimize asymmetry if at all possible.

No surgical procedure can be expected to be pain free, and complications are possible. Infection, post-surgical bieeding and sensory
eficits of the nipple (usually transient) are potential hazards of breast enlargement surgery. These hazards have been discussed.
Jevelopment of fibrous capsules around the prostheses are normal in the healing process. On occasion, these fibrous capsules may cause
irmness, and surgery, at additional cost, may be recommended in an attempt to sofien the breasts. Scars are the natural resuit of all surgical
rocedures. The scars of reconstructive breast surgery, such as breast reduction, subcutaneous mastectomy and mammary suspension for
tosis, may be more extensive than the scars of cosmetic surgery. The location of the surgical scars has been discussed. In breast reduction
nd in subcutaneous mastectomies, nipple sensation may be markedly diminished.

The incisions, possible complications, and surgical fees have been discussed and are understood. Permission is granted to perform
he surgery and to take the necessary pre and post operative photographs.

M.D.
Patient) (Surgeon)
._v 3[ocfoy @
Witness) (Date)
3reast Sheet
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OFFICE VISITS
NEW PATIENT

|CPT| FEE

Certified by American
Board of Plastic Surgeons

—

— Place: Major OR Minor OR Hospital
Liv  J/Problem Focused 99201 —
Expanded Problem 99202 Time: Date’
intermediate/Detailed 99203 Anesthesia: Local General With
Comprehensive 99204
Second Opinion Consuitation 99273 Anesthesia Fee $ - Prepay $ Facity Fee. Yes No
ESTABLISHED PATIENT Surgeon Fee § (\U Prepay $ F M Bil ins. §
Postoperative/Minimal 99211 S —
DIAGNOSIS. \l 1V ) : =
Limited/Problem Focused 99212 5 }/ w . Q S ——
Intermediate/E xpanded 99213 ' ﬁ\ i i
Detailed 39214 f}‘w *{1,\ N
Comprehensive/History & Physical 992151 ¢ - l £ UZ‘ 1 7 CJ{L/
PROCEDURE: !) U - T <
Post Op 98024] n/CHG /\«f) S
OTHER ~_| C
No Show
Cancellation
Rescheduled SURGERY/EXAM: }
voud -5 N ‘fsxxgikxj¥7 i
Burn Debridement Q a LQ_
Ultrasound ‘\D ib‘ﬁ“”-’ v A ‘& ' s: Sw -7
0 -
Therapeutic 11900 M ( 7/, Ot
Keloid/Steroid 11900 :
Tet Toxoid 90703

-

4 cal Appliance 99070

Burn Dressings

95070

Silicon Scar Sheet

98070

Deposition Time 99075

Medica! Testimony Time 98075 INSTRUCTIONS: |
Medical Report 99080
Worker's Comp Report 99080
TESTS'LAB WORK
EKG Hgb GW K+ CO,
MAMMO  Hct BUN Cl Na+
fe TIME  PATIENT REASON -.- | PRIORBALANCE | SURGEONS FEE | ANESTHESIAS FEE SUPPLIES
_ U B Al A AL
PREPAY § PREPAY § PREPAY §
WERMS R ORTR ROLNON, arFice e | O E fcheck e CHECK # CHECK #
4700 \P CHECK $ CHECK § CHECK $
[IENT NO ’RESFQNSIB_LE_F":ARTY e H' -a REFERRING DR N .
BEERERRE SRR ADJUSTMENTS ] CASH S CASH § CASH S
M | F JADDRESS . . _. cqwsr/‘at.e w7 2P CODE VISAMC § VISA/MC $ vVisaMCs -
: - : ¥ oo 2d
o © T ¢ AMEX § AMEX § AMEX $
[ OVER %0 OVERGO  _OVEA30  CURRENT — JOTALDUE_ | BT [BCTCS [PAVCHOGE | TODAYS PAYMENT |y FINS FINS
P e - o
R SOMPANY B8A ISCT] POLICY.I D RELATIONSHIP TOTAL PAID $ SIGNEDi
4 - TO INSURED '
) - : SgS1C 10 Ml NEXT APPOINTMENT: [
° ETPIHIT 9 \ \‘
LIOJ 1t |H h
) flulllE Days Weeks Months
E O|R Appt Time Arrival Time
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z’ 0O P RGER D
NEW PATIENT Placg”Major OF? Minor OR Hosputal
Limited/Problem Focused 99201 - e 0
Expanded Problem 99202 Time: fj() Date: 3 -3C ¢ /
Comprehensive 99204 - — S
Second Opinion Consultation 99273 Anesthesia Fee $ / , é; ( L—-/E Prepay $ (J—- JO Facility Fee YeQ
ESTABLISHED PATIENT Surgeon Fee § , Prepay $ Bm/k(s' $
Postoperative/Minimal 99211 DIAGNGSIS: \
Limited/Problem Focused 99212
\ntermediate/Expanded 99213
Detalled 99214 Qf@ O Y
Comprehensive/History & Physical 99215 PROCEDURES
Post Op 99024| N/ICHG
OTHER" B
No Show K
Canceliation N’ /
Rescheduled SURGERY/EXAM: C( )
Void Nea ds
Burn Debridement R (
Ultrasound D & O VD 5
0 \
Therapeutic 11900
Kelowd/Steroid 11900
Tet Toxoid 90703
Surgical Appliance 99070 i .
Burn Dressings 99070 aé,/ g S b . l( 2
Silicon Scar Sheet 99070 4 '
—msﬁmm#' AN o § = 20
Deposition Time 89075 - B\) . ) O L"Q—D
Medical Testimony Time 99075 INSTRUCTIONS:
Medical Report 99080
Worker's Comp Report 99080
P Repo O W A
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~ | oversa OVER 60 QVERIG  GURRENT _ TOTALDUE | PT [ BC | CS |PAYCHOCE| TODAY'S PAYMENT | ey ¢ FINS e
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HISTORY AND PHYSICAL EXAMINATION

Yo¥-0I5 ®

-

(PLEASE

Date ‘6

Patient Name

Age S O Date of Birth
Referred By 5.»{_ ( /(

i (

Present Problem (Reason for consuitation with Dr. Silverstein) ? (2,(1{ ‘[‘:y f:(/{ e C{, t/L«_,\]O (@__£ ¢

Occupation

Date of Last Physical/Medical Examination 3 / 71 \19 8] "physician

PRV

Date of Last Mammogram

Location (Mammography Facility) _ +

Date of Last Electrocardiogram (EKG) _ é 1 i/ c q Date of Last Chest X-Ray /

~

MEDICAL/SURGICAL HISTORY

(S nend pdelean  10)zelon khtu@\
PuRle U e o Selow,

Did you have any significant side effects or complications as 2 result of the surgical procedure listed above? Yes No é
If so please explain:

- - 1, _ o
Please list all of your current \edlcauons /ED/\ ’\Nﬁg_ﬁ\&u —YW\A - IO/Q-V\L P(\At)a
Levogy| 005 | Toool xi Some IHyoase 10o-acds 7| Vivelle

KQLJ’I@ME({ \ QML\ \Y:W\& T A’Za\ouq Do s O.vmql
B

Please list any KNOWN le(; LLERGIES:
Please list any serious iltness or health problems you have or have had in the past: \V\AA SM\% 200 \

Please circle any illnesses you have or have had in the past of the following orgaa systems:

Brain (including stroke or epilepsy) Face (including paralysis) Intestines
Lungs (including asthma) Nose, Sinus, Throat ‘q@
Endocrine or Diabetes Arms or Legs ars

‘Heart oF Blood Vesséls Nervous System Liver

Eyes (i (Wllucomz or dryness} Breasts Stomach
Reproductive System Urinary System Bones or Joints

Please explain any probiems you have or have had in the past with the conditions circled above:

&\J;o—'c 3&-&0\2&, Z S/M&ﬁv{z{‘}—x/& (L»)\/\o\\%& M}M_ITEL./Q(CJ\.‘
2° Y. QKJ*S\ wea sz Ub u

FAMILY HISTORY

Has anyone in your immediate family had any of the following medical conditions? (Please circie)

Cancer Heart Discase High Blood Pressure (Hypertension) Epilepsy Diabetes
Tuberculosis (TB) Kidney Disease Blood or Bleeding Disorfer Lung Disease ‘

(Continued on back)
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PRE-OPERATIVE INFORMATION @ PN

Have you ever had a bad or adverse reaction to anesthesia?  Yes Are you allergic to adhesive tape? Yes/ No

Are you allergic to suture material? Yes Do you bruise easily? Yes

Do you have high blood pressure (hypertension)? Yes Do you bieed unusually easily? @

Have you ever had rbeumatic fever? Yes Are you a slow or poor healer? Yes

Do you have frequent infections or “boils™? Yes, Do you form large scars or keloids? Yes

Have you taken steroids (Cortisone) medications? Ye Do you have any skin disease? Yes

Do you have shortness of breath after walking? Ye Have you ever had psychiatric care? Yes

Does your religion prohibit blood transfusion? Ye DO YOU SMOKE? Yes \
Dae D 1 D, O \,' (o

Signature Relationship to Patient ’

PHYSICAL EXAMINATION (To be completed by Dr. Siiverstein or nurse) ~

e éﬁ é ¢
Pulse /) Blood Pressure i% D Height S { g/ Wc:ght [ Tempcrature
vz&w%‘bﬂi_ —  AWAOTEARS Q{L‘\\L_,««(‘ Q< a 9595

«:JF( OOL@‘/\A’Y\C/EQQ Cloa . — (7
) Q svo s g QQLL-L p/\mb(%kb

l D™
NECK: Masses 9: Tracheag/\ QLQ/W Thyro:d Wy .
Clear v Rhonchi & Wheezes ‘f} )
Prolongcd Expiration [7 Lé/’(/L/ l

BREASTS: 'Sa(—@ S WA 8§52 S - YWRI 1%(‘/_(1 5
Lo g"ﬁk wa - N -
HEART: Murmurs {_:’ i Thrills <C Rhytlgln- E’L Q,‘ & (

s - s
ABDOMEN: Organ{)mcgaly o Masses =6 Tenderness —FZ, 20 D

SKIN: i’\-}"{@ 7 \
& el g o Legn)

EXTREMITIES: 1= ' ﬁ) l/L%& ) )
Ay ~ [}
—

NEURO: Ancha CZQ* —

1

IMPRESSION: 3 \;3 _M o _
M \'E)LﬁDOU*{‘S \a\/\ @kﬁ)%ué

'\-/\/ %ﬂ}__\
Signature .
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MICROFILM# 83236841214
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LAB ACF. »

REMARKS CENTR¢
Cad o C K?\e%w HTR¢
sso: [N FASTINGs Y

RESULT _

N RANGE POAT OF FZANGL i

HFFFHENCE
RALGE

IS R A X FINQL

Date of Birth: NN

LIPID PANEL :
TRIGLYCERIDES ~“~ '~ '~ 84

" MG/DL Is8 - - XC
CHOLESTEROL, TOTAL . 13% MG/ DL <2080 Xt
HDL CHOLESTEROL -~ - : 54 MG7/DL > OR = 48° -  XC
LDL~CHOLESTEROL 68 MG/DL (CALC) <13@ X¢
CHOL/HDLT RATIO 2.6 (CALE) <44 © 1 XC
COMPREHENSIVE METRBOLIC = =~ - - . S
PANEL - -
GLUCDSE 64 L~ MG/DL 65-189"
RED BLOOD CELLS WERE PRESENT IN THE
SAMPLE UPON RECEIPT IN THE LARORATQEN .
THE TEST(S) ORDERED WERE F‘ERFDRHED'
THE PRESENCE OF RED BLOUD CELLS HAS
BEEN KNOWN TO AFFECT THE FOLLOWING
ANALYTES: POTASSIUM, GLUCASE, T
, INORGANIC PHOSPHORUS, LACTATE
SR SRR DEHYDROGENASE AND IRON.
FOBTING REFERENCE INTERVAL
URER NITROGEN (BUM) 3 MG/ DL 7-25 -
CREAT INIME 8.7 MG/DL 8.5-1.2
" BUN/CREATININE RATIO 13 (CALC) &-2%
SODIUM 134 L MMOL /L 135-146
" POTASSYUM 3.8 MMOL /L 3.5-5.3
CHLORIDE 97 L MMOL /L 98-118
CARBON DIDXIDE - -+ @y “MMOL /L 31-33
CALCIUM ‘ 3.6 MG/ DL 8.5-18. 4
PROTEIN, TOTAL 7.4 G7/DL %.8-8.3
ALBUMIN 4.6 G/DL 3.5-4.9
GLORULIN ° : 2.8 G/DL (CALC) 2.2-4.2
ALRUMIN/GLORULIN RATIO 1.6 (CALC) a.8-2.8
BILIRUBIN, TOTAL™ =~ ®.3 MG/ DL 8.2-1.3 -
ALKALINE PHOSPHATASE 67 UL 28-125
AST 16 usL 5-35
ALT 13 ust. 2~48
SED RATE BY MODIFIED Xc
WESTERGREN - : s /4 ¢ OR = 20 g’
>> REPORT CONTINUED ON NEXT FAGE -*ma?aeeen ¢ .

INDICATES TESTING SITE SBE REVERSE SIDE *
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/J T MICROFILMM aaaaena’
L Te e BB gae | CoHTREaT 2 00 Wﬁ aod”¥S¥E2e04 ™ aoar
EmAnS CEMTRE
TIME

SS#: — FASTING: Y

RESULTY

Lo
I RANGE OUT OF RARGE

REFERETICY
RanGE

S E

UNITS Coug

FERJ2T STATIIS FINQL

Date of Birth: _
ESK SFECIMENS ARE STABLE FDR 4-6 HOURS AT ROOM
TTEMPERATURE (12 HOUKRS 1F REFRIDBERATED). ESR RESULTS oot
TREND LOWER WITH INCREASED SPECIMEN AGE. COMSIDER
"USE OF C-REACTIVE PROTEIN TO ASSESS ACUTE F‘HQ"‘E o T
RESPONSES.
CRC (INCLUDES DIFF/PLT) : : xQ
WHITE BLOUD CELL COUNT 10.6 T THOUS/MCL 3.8-1¢.8
RED BLOOD CELL COUNT 4.63 MILL/MCL 3.80-5.10
YEMOGLOBIN 14.9 G/bL - 11.7-15.5 ~ o
EMATOCRIT 42.@ % 35.8-45.0 .
MCY T 9a. 7 " FL 809.9-196.9"
MCH 3e.2 PG 27.8-33.0
" MENHC 33.3 G/bL’ 32.06-36.0°
RDW 13.4 x 11.8-15.0
T ALATELET COUNT 344 T THOUS/MCL ° 140-4808 " "~ °
ABSOLUTE NEUTROFHILS 6116 CELLS/MCL 1509-7800
ABSOLUTE LYMPHOCYTES 3138 © CELLS/MCL 850-3900
ABSOLUTE MOMOCYTES 4 954. H CELLS/MCL 280-356
" ABSOLYVTE EDSINALHILS 3249 <+ 7 CELLS/MCL ~~ 15-589 -
ABSOLUTE BASOFHILS 64 CELLS/MCL 8-208
NEUTROPHILS ’ 52.7 X C "’ T
LYMPHOCYTES £9.6 %x
MONOCYTES o 9.8 I 4
EOSINOPHILS 3.1 x
" BASOFRHILS ) 8.6 o o
TSH 3.68 TomIusu X0
> 28 YEARS: 2. 48-5.50 )
FOR PREGNANT PATIENTS: )
T AIRST TRIMESTER 8. 30-4.50
SECOND TRIMESTER 8.58~4.608 o
THIRKD TRIMESTER 9.80-5.20 .

3> REPORT TONTINUED ON NEXT PAGE ?—xuam'aaeb ¢
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‘ MICROFILMN @3238412149
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"4#!?989 “”?ﬂ%?ﬁgaen “f“*' , CYILHBOY 2 : 00 ﬂﬁ”&?ﬁ%eaql”ﬂﬁ!ﬁeaeﬂ‘"fu1anvj

CENTRAL

‘ TINE

BSH — FASTING: Y

“ G FINA -r - e ?L‘Ul R e IR NI STy
4.8 H. MG/L X0

*CARDIO CRE

2

HIGH QRRDIUURSCULHR RISK ACCORDING TO nun/coc GUIDEL INES.

FOR AGES ) 17‘Y€QRS: R

CCRP MG/L RISK ACCORDING TO nuachc BUIDELINES
(1.8 LOW CARDIOUABCULAR RISK - -
1.8-3.8 AVERAGE CARDIOVASCULAR RISK.
3.1-10.0 HIGH CARDIOVASCULAR RIGK = .
y18.@°° °  "PERSISTENT ELEVATIOMS MAY REPRESENT R

_NON-CARDIOVABCULAR INFLAMNATION
TSH ' o ' 3.68 : Y mIUsL

> 28 YEARS) RS &Q- -5

FOR PREGNANT pnrzsﬂrs:
T FIRST TRIMNESTER plaaf4:=a“‘"
SECOND TRIMESTER 8.5@-4.60

e o ; THIRD TRIMESTER e.8Qa-5. 20
e e e o — — — g Y Wy = e — — e o G o000 e S RS A . S s R W
Ferforming Site Code Rey lcontinued from +ha hagk): .
XG T AMLIMfM MY 9 P ATNMmME A,

T 7YY REPORT CONTINUED ON MEXT FAGEL . 26D (7 77

£ORDID. Reviead 1OL INDICATES TRSTING SITE SECREVERSESDE &
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ERROR: limitcheck

OFFENDING COMMAND :

STACK:

/JBIG2Globals
-mark-
~-filestream-
-filestream-
-mark-

/ Filtexs

[0.0 1.0 ]
/Decode

1
/BitsPerComponent

[2432.0 0.0 0.0 -3120.0 0.0 3120.0 ]

/ImageMatrix
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/Height

2432

/Width
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/ImageType
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-gsavelevel-
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