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April 14, 1%80 D
TO: FIELD FORCE
FROM: W. LYNCEH, W. STITH

séscr: Physical Property Testing on the Shells of Mammary
Implants

As most of you know Dow Corning has come out with a new shell
material for their inflatable implants which has twice the
tear resistance of their former material. As far ag we know
-this material is only being used on their inflatable mammary
implants. Your physician customers may ask you why they
shouldn't buy Dow implants because of this seemingly s:l.gni.f:l.--
cant new feature. You should point out that when comparing
different types and brands of implants, the tear strength of

- the shell is not-a very important consideration. If your
customer is comparing the properties of different inflatable,
gael filled, gel/saline, and bilumen implants, there are other
properties of the shell which are more important than tear
strength. Explaining this to your customers necessitates
knowledge on your part of the basiec physical properties of
the mammary implant shell and which properties are the most
important. - The physical properties we are talking about are:
tensile strength, maximum elongation, and tear strength, plus
the relationship of these factors to the shell thickness.

The tensile strength of a material is measured by cutting a.
standard dumbell shape sample from the material,

%7 .
e 4£ ol

The sample is placed between the jaws of a tensile testing
instrument, which pulls tt}e sample until it breaks.

[
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The force at break is recorded by the instrument. Naturally,
if one sample is thicker than another the thicker sample will
withstand a proportionately greater force before it breaks.

MEC vpaapvl1Srs
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In order to make an accurate comparison between samples of
different thickness the cross sectional area of each sample,
before testing, is calculated. The force at break divided

by the area will then give the fgrce per unit area, mgst often
expressed in the U.S. as lbs/in. s, in Euroge as kg/em” or in
International Metric Units as Pascals (Pa)*.

The ultimate or maximum elongation is a measure of how much
the tensile test sample stretched before breaking. It is
expressed as a percent increase over the original length.

Tear strength represents the force required to tear a sample
in half after the sample has been nicked to a standard depth.

Tear strength is calculated in pounds per inch of sample
thickness, :

Prom this discussion you should start to see that tensile
strength and elongation are the most important properties.

. During the implantation procedure an intact implant is

subjected to tremendous forces to push it through a very

nharrow opening into the implantation cavity. The smaller the

incision and the bigger the implant, the greater the foxces
that will be placed on the implant. You can see vhy some
physicians may have a much higher breakage rate than other
physicians just due to the size of the implant and the size

of the insertion opening. High elongation as well as ultimate
tensile strength come into play here. Tear strength only comes
into play when the implant shell has already been nicked or cut,
which should not happen if a correct surgical procedure is
being followed,

Regrettably one of the characteristics of silicone rubber is
that it has a very low tear strength. Even if Dow Corning
has made a shell with twice the tear strength of what they
presently have, the new value will still be low compared to
other materials, such as Saran Wrap. During the implantation
procedure, the forces that the implant are subjected to will
almost certainly result in the implant tearing once it has
been nicked, even if the shell is made from the higher tear
strength material. So, even if the tear strength for the

D/C material is twice that of another shell, both implants
still have such a relatively low tear value that the difference
between thae values is meaningless.

Recently we performed a study comparing the gel filled mammary
implants manufactured by us and Dow Corning. This study
substantiated the fact that both MEC and Dow Corning are
using the same shell material for the gel filled implants.

* Used almost exclusively now in scientific publications.

Mnec gueeEv17y
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The study consisted removing the gel from one D/C and one
MEC gel Implant and then performing physical property
testing on the implant shells. Based on a sample size of
ona we did not find any significant difference between the
Silastic and the Surgitek mammary. implant as far as the
physical properties of the shell were concerned. The
results we found with the Surgitek implant were consistant
with the results that we have found with previous MEC units.
The results of this comparison betwean D/C and MEC shells
were not surprising to us since, as you probably know, we
purchase our mammary implant materials from Dow Corning.

I have attached a copy of our report which shows the results
obtained. Feel free to use the information in this report
in your sales presentations. You may also show the report
to your surgeons, but do not leave them a copy of it,

_ o _
W. Lynch - Consultant }; e : .
W.J. Stith, Ph.D. - Vice President Sclentific Affairs

MeEC goggavlsa
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ry 26, 1971

¥. stark

5. poone = #112 /
. uac::ie . #113 PRODUCED BY DCC & DCW

.cached is a note from Jan Varner pcrni.nins to this nold"
:yle ry which appann:l.y vas T
ent of the patisat gor an infection agound the {mplant. b,

. exsnin i{mplant, Jan Varner gglt that -
e was able to bresk chrough the envelope with ainimal effort
and perhap? there is soae degndau.ou of the envelope over & E

unable tO

s 1 an
proks ghrough the envelope with his
son of the

pal CTEAT.
-nhi.li:y!' of the

ed following creat- T ——
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F000534

PROODCED BT DCC AND DCWw
January 15, 1978 .

™C: Ron KRelley -
Art Rathjen
ec: Chuzk Lent ' Diex Criger
Chusk Leash Pat Meacs ~
Ba> Becker Mal Nelson
Al Bey John Hoys:
Bruce Ringeyv Rich Steele

Jack Boone

PROM: Tor Talecost

SU3JEIT: Co——ent on Marrac-y Frosthesis Quality and Rezues:
for Morze Informacz:icn on the Scottsdale Breast
Sympasiu=

The genecal tone of Ast's repcst on the Phoenix Breast
Sy=oc3ium wis one ¢f disagpcintmenct that ve are not §l in
the mavkes place. Diszzpoinntent that twd of cus units
broke duriag aucmestas:dn suogety for the TV tape denzn~-
stTations. ‘ .

During our task forze assignment to get the new products
to mackes, a larse nurcer of pecsle spent 2 lot of taize
discussing eavelope quzlisy. We ended up saving the .
envelopes vere "good ensu3h”® while lookizg at 3Icss thin
( spots and flaws in the form of significant bubbles. The
llowasle fiaws are written into our current specifications.

%hen will we leazn at Dow Corning that making a2 produc:
*just good enough” almost always leads to produc:zs thacs
are "not guite gocd encught?

Plant engineering or other effort to make unifor= and flaw
free envelopes would s:ill be useful. It is unfortunate that
the thinner dispersios, four dip method proved by Barzelo
and Vallender in eacly 1974 appsared too sxpensive to plant
personael to even try, although a much higher acceptance

rate would be obtaired. I sincerly hope this exp¢:§ense
will convince us to supscct progorms for “high quality

rather than "just enouzh guality” in the future.

Ars, I would alsoc hope yc: ean fin2 time in your busy lchegzze

t5 disouss more fully tae details of the papers as they Teidze .
to theories of comcraz::re., Wha: vas behind Frank Gezow's f"T;"
call to mec calling for a bleal-lree, co=zapinans=-Izee crogihes.s

now?
—_—

-
» AA <
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“DOW CORNING,

June 14, 197¢m—

TO: WHOM IT MAY CONCERN
FROM: Gary Corbeill

MAMMARY ENVELOPE PRODUCING PROBLEMS TO DATE - 1976

understood that the green dipping machine is the newer of
the two and has been modified to allow more control flexi-
bility in dipping envelopes. A one-dip process is used
exclusively on the green machine which, at this time, is
restricted to s0lid mandrels due to an air leakage problem
©f the hollow mandrel. It should be realizedq that most of
the round mandrels, low profile round and low profile con-
tour mandrels are hollow which severely restricts the
versatility of dipping all sizes on the green machine. The
problems that I will be reviewing are to be considered ex-~
clusively problenms on the blue machine. Although many
Problems were encountered on the green machine, these are
deemed to be primarily start-up and troubleshooting rather
than definite production problems. For all intents and
purposes, the feasibility of dipping hollow mandrels on the
green machine, reliably, is two to three months away.

Following is a list of the problems encountered, in chrono-
logical order, on the blue dipping machine:

1. Februvary 27 1976 - Air bubbles in the envelope
were breaking, causing a high level of reject filled units.
‘No reasons for the sudden change was found. Production

DCCEMM 219982
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Mammary Envelope Producing Problems
Page 2 -~
June 14, 197s

1. (continued)

the machine. Concurrent with this problem was a brown spot
on the envelope that was believed to be caused by chlorothene
drying spots during the wash cycle. To solve this problem,

SPOt was on the top of the mandrel and easily removed through
Wiping. The brown Spot problem has not returned.

2. April 27, 1976 - The "rotten" envelope syndrome was
encountered.” These "rotten” Spots were primarily in run
areas, which is vVery unusual. Also, weak areas were encoun-
tered in the envelope itself. 1Ip areas of high stress, the
envelope took on a Wavy appearance when relaxed. Many theories
were suggested such as: .

{é) -inhibition of the dispersion cure due to
zinc stearate;

(b) inhibition of the dispersion cure due to
envaporized chlorothene; :

(c) “bad dispersion";
(d) room temperature and humidity conditions.

Although all theorie were investigated, to some extent, none
were proven conclusively to be the culprit. The problem
apparently "went away".fo; the time being. During this

were filled in to help the air bubble pProblem which occurred
in_Rebruary. At this time, a sample program was initiated
which consisted of a representative sample of Placed envelopes
that were then filled and given to Q.C. for their inspection.
If their reject level ran very high, the envelopes were
Scrapped and no attempt was made to £ill them on a large level.
This was an unusual problem in that the unfilled envelope
appeared to be reliable; only after the unit was filled was
this "rotten" Spot apparent.

; 3. May 10, 1976 - A bulge problem appeared. Thig

problem is unilke the rotten spot in that the envelopes

return to shape in the bulge area. The bulge varies in size
protrusion and Strength, which makes it very diffiecult to Q.C.
Again, an unfilled envelope doaes not exhibit thisg Phenomenon; -
only when it's filled can the bulges be found. These were
originally thought to be acceptable but in reality were re-
jected by Q.C. The sample program continued to show 100%

DCCEMM 219983
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Hammary Enveiope Producing Problems
Page 3
June 14, 197¢

3. (continued)

reject units off the blue dipper. Approximate loss during
this period for this problem is 20,000 Placed envelopes.

4. June 7, 1976 - We began dipping with a five-dip thin
dispersion process, as opposed to a three-dip thick dispersion
Process, and certain sizes of envelopes that we could not
pPreviously dip appear to be acceptable. The data for reject
level in Q.c. is very sketchy at this time. Unfortunately,
some of the critical sizes are being produced at a very, very
high reject level with no relief in sight. .

In summary, we have encountered many problems in the first
half of 197¢; problems that, for the most vart, were not
resolved. Total losses due to these problems are approxi=-
mately 30-40,000 pPlaced envelopes and 5-6,000 filled units.

For all practical purposes, since mid April, with the exceptiocn
of the five-dip process, we have not produced an acceptable

envelope on the blue machige.

.Thank you.
%7 w

FPhh

DCCR M 219984
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August 14, 1984 g} TE/C-Y
T0: G. Jakubczak \Ul E;““’Sl qsr‘wv"‘
cc: J. Wessel &J“*‘ Q_A“f‘_

E. Frish

J. Matherly \'_)—g-/ 9////0-

L. Duel ) Q C

R

FROM: . Dumas

SUBJECT: PROJECT REPORT - COMPLAINT ANALYSIS, PLASTIC SURGERY

SUMMARY: Project consisted of establishing methods/approaches to
answering typical product complaints indicated with returned mammary

implants,

In addition, a goal was set to reduce and if possible eliminate the
existing backleg of 130 returned products with associated complaints
gutstanding through 1-1-84,

Backlog 1982 complaints accounted for 39 of total with 91 complaints
registered in 1943.
Once a regular flow of completed analyses being accepted by the Business
Quality Manager had been established, a specific objective was set to
complete an average of one analysis per day.
Based on a pruject completion date of August 1, 1984, the total anmalyses
completed would be 90 units. This number was increased to 100 as a
target to exceed the goal, -
During the 1st week of July, it was agreed upon to move thg project

. completion date back to July 13th in order to begin my assignment in the

orthopedics group. A total of 94 analyses had been completed by this
date slightly under the target of 100 but meeting the specific objective.

Upon completion of the project, a project notebook was assembled
containing example's of completed analyses as well as complaint
investigation_information to be used as a guide to personnel continuing

this work,

Analysis Specifics:

Althcugh the project objective was to address only the backlog complaint
through 1-1-84, analyses were completed for five (5) complaints received
after 1-1-84 based on litigation or specific requests from Customer

Service.

Skin expanders accounted for six (6) of the 130 unit backlog and were
assigned to and complaeted by Dave Pierce, product champion.

DCCKXX A119771



Case 2:00-x-00005-DPH  Document 412  Filed 06/21/2006 Page 15 0f 29

August 14, 1384
Pags Two

Priorities were set to complete the 10 gel-saline complaints in which Dow
Co;:-nf::ng was cited by FDA for failure to answer. After completing these,
priority was given to the (22} remaining gel saline and (12) SILASTIC® [J
backlog.

. 1o
Of the remaining gel mnnmagjs completed approximately (35) were post-op
and {(15) pre-op in nature,

In order to facilitate retrieval of specific returned units held by TS$30, LA
a !og-in and inventory location system was established and is currently . ) Lo
being maintained.

The practice of sending returned units to TS3D from the Medical Plant in

mail envelopes via the plant mail has been changed since many of the
units arrived in a smashed condition making amalysis extremely difficuit.

-
AT

Imagine trying to analyze a nunnn}y flattened Tike a pancake inside a ge!
soaked mail envelape, :

Also of importance was the purchase of polaroid system for taking
photomicrographs. This system will be used primarily fo;&aamp+s+nt=-4::
éon when deemed necessary. - -
-. Gel Saline: R BT

Of the gel-saline units exaﬁined. the most common complaints received
were of g;:gsy surface and post-gp deflation from pin hole leaks.

Due to 2 pattern of complaints of small pin hole tears, a process audit 7
was conducted on 6/25/B2 by Yera Parks and Betty Wade of the Quality i
Control [nspection lab. VYera and Betty discovered burs on the wire

screen in the wash area, These were removed ismediately.

Many of the pin hole ]Jeaks examined suggested origination from this

source. J With the gressy surface complaint, Some of the returned
ints consisted of several uynits unopened and still in the shrink

wrap.
e —t—

The appearance of scme of these units made me sympathize with one surgeon ﬂk"“"

stating that he believed we were socaking the units Mazola™ oil before [ £ Au,™

L

shipping. ]
Since this bieed appears to be inherent fn the current design of the h”irib
product a standard response has been developed to answedr this type of -
complaint. — aur o

e W—— ‘ -
e

@ DCCEX A113772
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VV‘Q/\.K_.. u - ..-- - . o
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August 14, 1984 614_ S M/— u—-v‘f“”'ﬁb J’a‘z' -

Page Three /
) é:,( X T,.-..X_M-""‘"

-

SILASTIC® [I.

The most typical complaints registered with SILASTIC® Il mammary implant
were found to be either Post-Op rupture or rupture during insertion.

Mthough the number of SILASTIC® ]I returns examined were only
approximately 1035 of the total examined. The tear propagation noted with

/ ‘}5 the ruptures was found to be of a much less degree compared with the
standard gel product. ’ \(_\'\‘;/

Of the complaints examined ang) limited personzl testing with the T54D
insertion tester, there is arindication that there ma be more
@ susceptibility to rupturing during fnsertion than that ound with the

// standard gel unit.

Standard Gel Mammarys:
0f the standard gel mammarys complaints examined, the most typical

complaints were found to be either ruptured durmg insertion or post-op
rupture. -
Noted in the majority of ruptures examined was the ease of tear K@. "8":

propagation, j .
In addition non-unjformity of the envelope was noted along most tears Q P

examined, suggesting thickness variation to be a contributing factor to
the rupture. Although befng within thickness specifications, many units

were found to vary as much as .00 within 2 few inches along the tears.

Recommendations:

Several units examined, specifically complaints, such as, "Implant was

found to have a hole in it upon opening the sterile package™ fndicated 1
the possibility of intentional damage being done to the implant in orde u_-.h-" L4
to obtain a credit. A suggestion to eliminate this type of occurance is u(‘_,t "

to give credit to surgeons admitting miss-use of the product (i.e.,
w""‘"’

nicking the implant this situation the implant would not be sent

back for analysis or iogged intc the complaint system. ) ;
>

Another major problem for the complaint investigator is.the on going f:” (el

situation of returned product with little ar no product return
jnformation (i.e., defective product). As a complaint fnvestigator, I
would like to see a policy of no properly filled out return product

informat{ion summary - no credit.

{ /e : '{,u [W&'A' '
. é(/"“""&ﬂ {g,‘,,ﬂo%—é sflire | DCCEX A119773
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D7 E
August 14, 1984 C O/U o0L! . 79

Page Four L ;
h'¢

Y provide product improvements,

{7 <

In respect to suggestions in areas that ma
they are 2s follows:

1, More uniform envelope thickness - all products. fzfl

2. Reduction of bleed characteristics in gel-saline units (1.e., \&chg
SILASTIC® II concept).

3. lIncrease stress resistance in SILASTIC® 1. Perhaps a new H.P. ‘1Qﬁ, )
ﬁl“

formulation to increase the elengation modulus. a)pa

Regards,

Richard Dumas

cls/g

l . .
‘ ) ‘ ' DCCKR A119774
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C000020792

t MEDICAL DEVICE REPORT

DATE CALLED 1O FDA: ZQZISZ& ruE wo: __ SO/ LR R
OATE MAILED TO FDA: Q{Z‘?[éé DA ACCESS NO: ﬂ“3ft§ﬁ2
BRAND NAME: __ Surgitek

COMMOM/USUAL WAME: __ Bijupen Mawmarv Lmplant .
CATALOG M0: 19750-S0 LOT WO: __unknown MODEL WO: _N/A
SERIAL NO: N/A PMA NO: N/A

DEVICE MANUFACTURED (X) INFORTED ( ) BY: Medical Engineering Corp,

ADDRESS 1037 Mt. Pleasant St.

CITY: __ Racine STATE/COIRITRY 3 WI Z1p 53404
CONMENTS ¢ )

NANE OF PERSON REPORTING TO FDA: Walter Joppy .

ADDRESS ¢ 3037 mt. Pleasagt Se. TELEPHONE WO. ( 4]4)- 639~ 7205
CITY: Racine STATE: . ) 1 ZIP: 53404

DESCRIPTION OF EVENT: DEATH ( ) SURGICAL INTERVEWTION (X ) MALFUNCTION { ) OTHER (
NUMBER OF PERSOMS INVOLVED: 1 DATE OF RVEWY: 12/2/88

Implant deflated requiring surgical intervention to replace the implant

Code "’"
SOURCE OF REPORT: DATE MPMW/INPORTER ALENTED: 12/10/86
NAME Sherwood Smith TITLE:
FACILITY RAME: TELEPHONE MO.: { )= -
ADomess: 300-B Lilly Road NOortheast
CITY: Olympia STATE/COUMTRY: _Wwa TIP: 98506

WILL ADDITIORAL INFORMATION BE SUBMITTRD 70 FOA? MO: (x) YES: ( )
IF YES, DATE INPORMATION WILL BE SUBNITTED:
COMMENTS :

mm:smmmmrm:
A. IS STATED IN LABELING: MO (X) YES { ); DATA AVAILABLE/UMKNOWE AT THIS TIME { ):

B. IS USUAL FOR DEVICE: WO (X) YES ( ); DATA AVAILABLE/UNKNOWM AT THIS TIME { ):
OATA DMEIKMW/WOT AVALLABLE ( ).

HAS OR IS EVENT OCCURRING WITE GEEATER SEVRRITY THAM:

A. IS STATED IN LABELING: MO (X) Y¥YES ¢ )2 DATA AVAILARLE/UNKMOWM AT THIS TIME ( ):
DATA CRECNOMN/WOT AVATLARLE { ).

8. IS USUAL FOR ORVICE: N0 (Xx) YRS ( )3 DATA AVALLASLE/UNKNOWS AT THIS TINE ( );
DATA UN"NOMN/NOT AVAILARIE ( ).

COMMENTS :

MWHMMNZIMMNJHBMGW
mmmmmmmunmm.m—
NESS, OR CASUAL SELATIONSHIP TO THE PRODUCT. )

MEC e6e0628r92
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togm 300 - % W\ Vewd e

Cm_gda&%&_“mm- QQS‘OQ m;go“‘z‘ﬂ—saoo
Patient Name it apolicabie) ~ O . {\ _ ,

Product Description T ’_IWW -
l LAWY

gaa;ﬂbe féported experience in detail {attach all pertinent correspondence, letters, invoices, packing lists,
's, etc,)

Was apatient Involved? iYes (O No

Willproductberetumed? \fiYes [INo RGA#
Is aresponse requestad? O Yes No To be directed 10

oetated inomaton._Le ceivedl 13//e/86 on Rl o 34 F |

_Detebminedd by R A. (ah Aot can st bad 4

_rhPas e Lple

R Q.A. USE ONLY

’ owe _LAL11 fi

Reviewed by A
This PER. IS JISNOT  considered a Complaint

TWsPER RIS CISNOT  considered an MDA Type __Sii€9, Zuitel /

If Complaint, Compiaint No. Date Retumed Good Fec'd

Decision approved by 23 7Y Zp <L M_L%Q_?;%_
AllWMMMmmMWMWMMMbdASum.MHMammm

same day information on & product concem is recsived. Written P.E.R.'s and product (if appiicable) must be malied
EmeaHtooAhmuodWymmlm ¢

LWO4152.01 T 1986, Medical Enginsening Corporation 1285

MEC gevez2er93
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SERIOUS INJURY INVESTIGATION REPORT
.h-——-*—__

DATE REPORTED: 12/10/86

REPORTED BY: Shexwood Smith, M.D.

PRODUCT DESCRIPTION/P.N.: LOT NO.:
255/300ce Geo. H.P. Cont. Q.S. Bil./19750-50 Unknown

(SEE ATTACHED P.E.R.}

INVESTIGATED BY:

— -4 5:-1,["6;('1//_'?&(_ e

APPROVED BY:

A Lo o

ITLE AT

MEC 060020794
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--.:SSHIIHIIIIHBIIS===It-s:zsst--:-a--:-tisaﬂl--=‘38-=:--I-itIIlﬂl=I=zll=l=a

SERIOUS INJURY INVESTIGATION AND ACTION RECOMMENDED
u--a-==laSIlu!l#t!lt==I=a=--anna==:l:...:ll:ll-§li===ls:::.=!$l===IIa::an=

1. Pull trace card.

2. Check manufacturing and inspaction procedures.

3. Have Q.A. Lab evaluate unit,

======3==a==8====z==l=======::=ls=!======U==sn===-===============I=======t==
ACTION TAKEN
==.=====.==I==I=B====ﬂ 3===8======'-=-=='==I8==I======'==l==ﬂ======lﬂ======:=

1. Trace card cannot be pulled as the lot number is unknown .

2. Manufacturing and inspection procedures are performed on all units to check for holes
in the shells prior to packaging.

3. Q.A. Lab determineq that the unit had a crease hola.

4. R & D algo evaluated the unit, and the Q.A. Lab findings were confirmed.

5. The occurrences of crease holes in mammary implants is a state-of-the-art concern.

6. A statement in our pPackage insert warns, “Implant may rupture and/or deflate due to
material fatigue (i.e. creage fold phenomenon}. If thig phenomenon does oceur,

additional surgery may be required to remove..."

7. additionally, we have decreased the recommended £ill volume in our bilumen mammary
implants to minimize the amount of fluid loss.

MEC 060020795




. ——— MEDICAL ENGINEERING CORPORATION 23483
- RETURNED GOODS REPORT

EVALUATION AND DISPOSITION

I. MISCELLANEOUS INFORMATION
BQA. LabReview Date _/7 /0K By Whom _LL_C%&

O Feedback Required  To Whom
Q.A. Spacisi info./Comments _ CC: R, Al fsch

il. QLA. SUMMARY
S Comone s MRS O1EZR  iesba s

[0 Legal Dept.
condion:__[. Rease fale, cause cpidiocm/
L N v -
By A o L2 14/ TC
ND DI 1ON

lil. CUSTOMER SERVICE RE

O Remove from Consignment O] lnsue Credit for §
O Retum to Customer [3 No Credit

Disposition by Date

V. QUAUTY ASSURANCE FINAL DISPOSITION
Dnm.nmmam 0 Reinspect
[ Product Destroyed O Restack CORebox and Restock
3 Retain untit notified by :

By Date
Form LW0410101-A "

MEC 000020796




OPERATION REPORT

NAME : _ Date: December 2, 1986

PREOPERATIVE DIAGNOSIS: Previous breast reconstruction
with loss of outer lumen right

implant and severe capsule

contracture.
FINAL DIAGNOSIS: Same .
OPERATION: Open operative capsulotomy and

implant exchange.,

OPERATIVE PROCEDURE: The patient was appropriately
{1 hour 30 min) premedicated and she was
taken to surgery where she

The scar was excised and dissection carried down to the capsule
which was entered. Clear serous yellow fluid was encountered

and this vas cultured. The implant was then removed and the
outer shell seen to have failed. The implant was to be returned
to the manufacturer. The pPocket was then incised using cutting
cautery incising the periphery of the capsule and re-establishing
a large submuscular pocket using both sharp and blunt dissection.
Hemostasis was achieved with the cautery. The capsule was then
removed from the entir inferior half of the anterior aspect of
the pocket and radial capsulotomy performed over the superior
half. The pew implant was then filled to 360 cc. by adding 30 cc.
to the central lumen and the implant inserted. Hemoatasis was

Prolene. A bulky outer dressing was applied and the patient
feturned to Recovery having tolerated the procedure well.

Sherwood P, Smith, M.D-
SPS/em

MEC 00e820797
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PICTORIAL REPRESENTATION
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1; 0 ~

SEAL - UP

SAMPLE THICKNESS AT AFFECTED AREA

1.

2.
3.
4,
SEAL - DOWN
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DOW CORNING BREAST IMPLANT
REMOVAL ASSISTANCE PROGRAM

Patient Name:a RSl — e

26 Ko (1) K !
Phone: _ Jcf- 27 ¢~ 290

Physician Who Will Perform Name: Dr.fAoma< ) Cand~
Address: /| X/ n7e Lo , |

Physician Who Performed Implant Surgery Name: Dr. Thoma $ N Oa nt—
Address: 2/ /0 Fe* Mo (o Frlmends (g 2S00

Phone: Jof- 25 -22¢o .
Approximate mor#h and year of implant surgery: 7- 7/

Dr. ThemaS D Gant and1agree my breast implant device(s) should be removed.

Ihavediscussedtheremovalsurgerywithbr.!ﬂu;mns D Gant
andlundersmndmdagreemacceptmeﬁsksassociawdwiﬂnhemmovalsurgery.

I am certain Dow Corning manufactured the silicone gel filled breast implant device(s) I intend
to have removed. 1 understand this program only applies if the post-operative verification
performed by my physician identifies Dow Coming as the device manufacturer.

I am unable to pay for the breast implant removal surgery withoug the' financial assistance
provided under this program. )

/. -
/ "

7.

Patient’y/signa Physi&ian?s signature

A-/5-92 | Yo f5.5
Date |

Date

LS .
Please check the box if you are willing to have your physician return your removed
implant(s) to Dow Coming to be used in a physical and chemical testing program.

Results of this test program will be made available to you upon request. Dow Coming
does not test human fluids or tissues. _

Program Representative Initials ﬂ”5

12NN
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REPRESENTATIVE in ks

BREAST IMPLANT REMOVAL ASSISTANCE PROGRAM

EXPLANT RETURN CHECKLIST

ARG (72T 2%

ETURNING EXPLANT YES X " NO

INFECTIOUS DISEASE gYES__ NO X DISEASE [F.KNOWN

PRODUCT >/ & SIZE OF EXPLANT SCce

- 3 . . -
CATALOG NO. ;00/‘/-(/3@0 LOT NUMBER ##0807:9;_
DOUBLE LUMEN YES __ NO X

COMMENTS _#e7- yermoved /w;;/ -z.‘:o::>9 202

o/, JUL 01 1982

TO BE COMPLETED BY EXPLANT TESTING PROGRAM

DATE EXPLANTS RECEIVED

ASCENSION NUMBER

DATE NOTICE OF RECEIPT MADE TO REMOVAL ASSIS‘I‘ANCE

COMMENTS

|

e Y alalal

06/05/92



