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Preface

This booklet is designed for women
who are considering or who have had
breast implant surgery. It contains gen- .
eral information about silicone breast ..
implants manufactured by Dow Corning
Wright and the major benefits and risks
associated with the implants.

This booklet is not the only source of
information you should consider. You
should ask your plastic surgeon for a
copy of the package insert brochure that
accompanies the implants you are con-
sidering. While the package insert is
intended primarily for the physician, you
should read it and ask your doctor to
review it with you. You should not hesi-
tate to ask your doctor any question
concerning the implants, the surgery,
your health, your body, and the risks
involved as well as possible benefits.

All surgical procedures have certain
risks. Your own physical condition may
have a bearing on these risks. It is
beyond the scope of this booklet to deal
with all of these issues; they should be
fully discussed with you by your doctor
as they relate to you personally.

As you read this booklet, you niay
wish to make notes or write down ques-
tions to discuss with your doctor.
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I} BACKGROUND INFORMATION

Silicones may be generally described as syn-
thetic materials made up of the elements sili-
con, oxygen, carbon and hydrogen. These
materials are frequently referred to as “poly-
dimethylsiloxanes” or “PDMS.”

The three most common elements on earth
are carbon, oxygen and silicon, Silicon is never
found as a free element, but usually in combi-
nation with oxygen, called silicon dioxide. It is
best known as quartz, quartz rock or ordinary
. white sand.

To manufacture silicones, dozens of steps are
required, starting with quartz rock or ordinary white
sand to produce basic silicone fluid which can then
be processed to a final product as a fluid, a gel or a
rubberlike material called an elastomer. Special
additional processing and testing are performed to
manufacture medical and implant grades of sili-
cone materials versus industrial grades.

Research was started in the early 1950’ into the
use of silicones for implant purposes. Animal -
studies were done in several species with results
that showed very little adverse response.
Biological safety studies continue up to the pre-
sent time. To date, over 300 studies including life-
time animal studies, have been performed on the
types of materials used in Dow Corning Wright
breast implants.

The medical uses of silicones are many and
varied. The first silicone implant, dating back to
1955, was a hydrocephalus shunt used to drain
excess fluid from an infant’s brain into the blood
system. Over 500,000 of these have been
implanted. Since then, silicones have been used
for orthopedic implants, pacemaker encapsu-
lents, drains, catheters, intra-ocular lenses, phar-
maceutical, and many other medical applications.

At the request of two plastic surgeons, devel-
opment work on the breast implant started in
1961 with the first Dow Corning SILASTIC®
Brand breast prosthesis implanted in 1962. Since
that time a number of other companies have
manufactured silicone breast implants. This
booklet deals only with the Dow Corning
Corporation and its subsidiary, Dow Corning

Filed 05/19/2006  Page 13 of 41

Wright, products. Please note that there are no
references to-the polyurethane foam covered
implant since neither Dow Corning nor Dow
Corning Wright has ever manufactured this type
of device. '

It has been estimated that since 1963 approxi-
mately two million women in the United States
have had breast implant surgery. In 1976
Congress gave authority to the Food and Drug
Administration (FDA) to regulate all medical
devices to assure safety and effectiveness. Among
other things, the law required FDA. to classify all
devices into one of three classifications actording
to risks. All implants are in the high risk classifi-
cation unless “down-classed” by the FDA. All
devices lawfully on the market before 1976 were
allowed to continue on the market unless FDA
determined the risks of such devices were unrea-
sonable. While the FDA has not yet determined
that silicone breast implants pose an unreasonable
risk, FDA has become concerned about some

~ problems reported by both patients and physi-

cians. Accordingly; FDA has required that all breast
implant manufacturers file all of their safety and
effectiveness data as a part of the Pre-Market
Approval Application (PMAA) process. The dead-
line for filing the PMAAS is July 9, 1991. If a com-
pany fails to file, it must cease selling the product.
The FDA will study and evaluate the PMAA data
submitted by each company in order to reach a
decision whether or not the company will be
allowed to continue selling, To date, the data avail-
able indicates that silicone implants are safe
enough to continue to be available. As with all
implantable devices, there are risks and it is
extremely important that a patient understands the
risks and can make an informed decision about

having the surgery.
TYPES OF IMPLANTS
MANUFACTURED BY
Il _DOW CORNING WRIGHT
(available in various sizes and shapes)
Individual Surgeons often prefer certain types

of breast implants. Discuss with your surgeon the
type he or she thinks is best for you.

r—————

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concerns you might have about silicone breast

Your phﬁdm is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast

implants, breast surgery and the risks associated with both.

implants, breast surgery and the risks assoclated with both,

sy o i
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1. SILASTIC® IL H.P.

This is a silicone gel-filled implant with the
gel contained inside a smooth-surfaced, silicone
envelope. This envelope is made of a medical
grade high performance (H.P) silicone elas-
tomer (rubber-like material) with a fluorosilicone
barrier layer on its inside to reduce gel bleed
through the envelope. The silicone gel is a clear,
sticky, cohesive material that feels like a very
thick jelly:

2. SILASTIC® II GEL SALINE H.P.
(Double Lumen) :

This implant consists of a SILASTIC® Il H.E
implant within a larger SILASTIC® II H.P
implant shell, one of which is designed to be
filled during surgery with a sterile saline (salt)
solution through a triple seal valve. This valve
feature allows for volume or size adjustment
during surgery.

3. SILASTIC® MSI HL.LP.
(Micro Structured Implant)

This is a silicone gel-filled implant like the
SILASTIC® II H.P except that the outer surface of
the silicone elastomer envelope has micro-struc-
tured pillars which give a textured rather than
smooth surface. The pillars are part of the
implant envelope and are not a coating which is
added on later Animal studies and short-term
clinical experience suggest that the micro-struc-
tured implant may reduce the possibility of cap-
sule contracture (tightening of the scar around the
implant). Long-term experience (over 2 years) is
not yet available to prove if the risk is reduced.

4. SILASTIC® MSI GEL SALINE H.P
(Double Lumen)

This implant is like the SILASTIC® I Gel Saline
H.P. but with the outer envelope having the micro-
structured surface.

5. SILASTIC® CUSTOM IMPLANTS

Occasionally, the needs of a patient for breast
reconstruction require that an implant be cus-
tom designed and made for her only.

Filed 05/19/2006 Page 14 of 41

NOIE: Packaged with each implant is a printed
package insert brochure which contains important
information about the product, about possible risks,
reported adverse reactions and complications. You
should ask your doctor for a copy and ask him/her
to fully discuss it with you.

Prior to your surgery, you should also ask for a
photocopy of the “sticker” that comes with each
implant so that you may keep it with your
records. This sticker identifies the implant, its
size and the manufacturer’s lot number which
will allow the company to trace the complete
manufacturing history of that particular implant if

_ it becomes necessary.

I AUGMENITATION SURGERY

Women consider having breast augmenta-
tion in order to improve their breast size or
shape because they think their breasts are
too small, uneven in size or unattractive.
Some women have breasts that do not fully
develop or have significant change in size
or shape after pregnancy, weight change or
aging. The decision to have the surgery
should be an individual one to please you,
not someone else. There may be reasons
augmentation may not be right for you and
you should follow your surgeon’s advice.

Most insurance companies will not cover the
cost of cosmetic augmentation and may not cover
the costs even if a medical problem asises during
or after the procedure. You should consult with
your insurance company before surgery to deter-
mine coverage or lack of coverage.

The surgery may be done in a hospital operat-
ing room, an out-patient surgical center or an
accredited office surgery facility. The facility should
be prepared with the appropriate staff and equip-
ment to deal with any emergency that might
occur. You should make sure the facility is prop- .
erly licensed and accredited by calling your local
medical society or surgeon.

You should discuss with your surgeon the
type of anesthesia, whether general (fully
asleep), local (awake with numbing of the area)

-

Your physician is the most imponant source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concerns you might have about silicone breast
implants, breast surgery and the risks associated with both.

‘Your physician is the most important source of information-about
breast implants. You should thoroughly discuss with your doctor
any questions or concerns you might have about silicone breast
implants, breast surgery and the risks associated with both.
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or a combination of local with mild sedation
(partially awake). The risks of each type should
be fully explained and understood.

There are three types of incisions used for -
inserting breast implants:

1.An inframammary incision is made under
the breast at the fold or crease line. This is
the most common incision, but with the
disadvantage that the scar may be visible
with some clothing, such as a bikini top.

2.A periareolar incision is made around the
edge of the areola (the darker skin around
the nipple) with the disadvantage that the
incision may be too small to allow inser-
tion of some implants.

3.An axillary incision is made in one of the
crease lines of the armpit. This is used
less often because it is more difficult to
get proper placement of the implant in
some patients, and if there is an implant
problem, an incision on the breast may
be required.

There are two locations for implant
placement:

1.The subglandular (or submammary)
~ placement is between the breast tissue
.and the chest wall muscles. This is the

" most common placement since it is easier
to do and there is usually less pain after
surgery. The disadvantage is that the
implant may be more visible in slim
women, and mammography examination
may be more difficult and less effective.

2.The submuscular placement is between
the muscles of the chest wall and the rib
cage. The advantage is that mammogra-
phy may be more effective and the breast
may be more attractive in slim women.
The disadvantages are that there may be
more pain after surgery and the breast
will move with certain muscle actions.

After the implants are in place, the incision is
closed with stitches, a tape and dressing may
be applied, and your surgeon will advise about

* the type of bra to be worn as well as other

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast
implaats, breast surgety and the risks associated with both,

instructions. You will be told to avoid lifting,
bouncing, etc., for a time period and when you
will able to return to normal activities. Some
doctors may advise massage exercises. You
should follow your doctor’s instructions. You
will be advised to watch for any signs of infec-
tion, bleeding or bruising. Any symptoms or
concerns should be reported immediately to

~ your doctor.

I_RECONSTRUCTIVE SURGERY

. Following mastectomy (surgical removal of all

r part of the breast due to disease like cancer
or due to injury) patients have several choices
to help restore appearance. This booklet deals
only with the silicone implant choice. Your doc-
tor can advise you about external prostheses
and other surgical approaches.

Understanding why other women choose
implants may help you make the decision. Your
doctor can provide you with the names and con-
tacts of women's support groups and perhaps
even the names of women in your area who are
willing to share their experience.

One such organization is the Y-Me National
Organization for Breast Cancer Information and
Support. Its headquarters can be reached at
18220 Harwood Avenue, Homewood, Illinois
60430, or by calling 1-800+221-2141.

While reconstructed breasts are not the same in
appearance or feel ‘as natural breasts, most recon-
struction patients find that restoring the general
size and shape helps to overcome the sense of
loss patients may feel following a mastectomy.

You should fully discuss all issues with your
doctor before surgery and specifically deter-
mine if you are a suitable candidate for recon-
struction with a breast implant as a part of the
mastectomy surgery or if you should wait for a

_period of time,

Your expectations about size, shape, scars,

sensation, and risks need to be fully discussed: .

with your doctor so that you do not have false
expectations. :

Reconstructive surgery will be done while under
general anesthesia and usually takes from two to

seven hours. Your surgeon will discuss with you

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concerns you might have about silicone breast
implants, breast surgery and the risks associated with both,

Tl g At
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the extent of surgery expected, the type of anes- ing process, giving the breast a full or swollen
thesia, your general health condition and what you feeling. This should be reported to your doctor.
should expect during recovery. Skin decay, called necrosis, occurs when there
Depending on the amount of skin and tissue left is not enough blood to supply the skin. This may
after mastectomy, your surgeon may require a tis- happen because the implant size is too large for -
sue expander be implanted first to create addi- the available tissue or remaining tissue has been
tional skin. The tissue expander is a silicone changed by a mastectomy.
elastomer (rubber) envelope that is implanted Necrosis may result from radiation treatments,
where extra skin is needed. Over a period of sev- steroid drugs used to reduce capsular contrac-

eral weeks, the surgeon periodically fills the
expander with sterile salt water and the skin grows
as a result of the pressure just as it does during
pregnancy or weight gain. When an adequate

ture, an implant that is too large for the available
space, and smoking.

In some cases, the surgeon may have to~
remove the implant to prevent infection.™

e

amount of tissue has grown, the expander is If necrosis is severe enough, the implant may
removed and the breast implant inserted. come through the skin.

The type of implant used may be one of the If you suspect a hematoma, infection, fluid
types described on previous pages of this accumulation or necrosis, tell your doctor
booklet. immediately.

Most insurance companies cover the costs of
breast seconstruction during or after mastec- . POSTOPERATIVE RECOVERY
tomy. You should check with your insurance After surgery, you can expect some swelling,

. company to confirm coverage. . discoloration, pain and tenderness to occus, but
they should disappear with time. If a flap proce-
. SURGICAL RISKS : dlfl'}; was done, you will also feel pain up; t[l?xe

As with any surgery; breast augmentation or places where skin and tissue was removed to
reconstruction poses risks that you should know form the flap. If the pain becomes a problem,
about, such as hematoma, mfecnon, fluid accumula- your surgeon can order-some medicine for you.
tion and skin necrosis. The length of your stay in the hospital or clinic

A hematoma is a blood clot whxch forms as a will vary, depending on the type of surgery you
result of a leak in a blood vessel. If this happens, have and your general health.
you may have swelling, pain, and discoloration Your surgeon may advise you to massage
and possibly an increased risk of capsular your breast to reduce capsular coritracture or
contracture. pain. Instructions will include proper tech-

Signs of infection—pain, redness, swelling, and nique, as well as how often and how long to :
fever— should be reported to your doctor imme- massage. i
diately. Infection is an infrequent problem but Your surgeon will tell you when you can return
may be troublesome or even serious if it : to your normal routine. This will depend on how
occurs. Nearly all infections occur within a few (l fast healing takes place and how well you feel.
days of surgery. e Check with your surgeon about any limits to your

Infections around the implant are usually }‘ activities and follow up visits.
treated with medication. If this is ineffective, the
implant must then be removed. Most women . COMPLICATIONS
have o wait until the infection has cleared
before the implant can be replaced. Capsular Contracture:

Serous fluid accumulation may occur immedi- A capsule is a layer of scar tissue that nor-
ately following surgery or later during the heal- mally forms around any artificial material that is
Your physician is the most important source of information about Your physician is the most important source of information about
breast implants, You should thoroughly discuss with your doctor breast implants, You should thoroughly discuss with your doctor

any questions or concerns you might have about silicone breast any questions or concerns you rnight have about silicone breast
implants, breast surgery and the risks associated with both. : implants, breast surgery and the risks associated with both.
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placed in the body. Capsular contracture occurs
when the scar tissue shrinks around an implant,
squeezing it so that it feels firm, or in some
cases, hard.

This is the most frequently rcported problem
relating to breast implant surgery. No one
knows why some women develop capsular
contracture and some others don't, or why in
the same woman one breast may contract and
the other doesn't. i

Contracture occurs in various degrees, from
barely detectable firmness to a hard breast. It
may be severe enough to be bothersome—even b
painful-and may cause deformity.

This condition may occur in one or both
breasts and to a different degree on either side.
It may develop anytime, even years later,
although it is most likely to occur in the first
several months after surgery. Even if it’s treated
successfully, capsular contracture can recur.

To relieve or reduce the firmness or a con-

 tracture, doctors use a procedure called a cap-

sulotomy. There are two types of capsulotomy:
“closed” and “open.”

During “closed” capsulotomy your doctor
tries to break up the scar tissue by forcefully
squeezing the hardened breast. This doesn't
always work and may result in bruising, bleed-
ing, or in rupture of the implant. If the implant
ruptures, you may need surgery to remove and
replace it. Because of the risk of rupture, we do
not recommend this procedure.

The other procedure called “open” capsulo-
tomy, involves surgery under anesthesia. The
surgeon removes the implant and either makes
many cuts in the capsule to loosen it or
removes all or part of it. If an implant is
inserted again, the surgeon inserts the same
implant or a new one in the breast pocket.' i

Gel Bleed: K

Gel bleed is the “sweating” of small amounts -
of silicone fluid through the outside covering
(envelope) of the implant. This free silicone may
then move slowly into the surrounding scar tis-

" sue, the nearby breast tissue and muscle, and

even the lymph nodes in the armpit.

Your physician is the most important sousce of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast

implants, breast surgery and the risks associated with both.
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Breakage/Rupture of the Implant
With Leakage: -

Your breast implant may break or rupture,-
sometimes for no apparent reason. You might
have a rupture and not know it, because the scar
tissue surrounding your implant can keep the gel
from spreading (migrating). If you have had a
hard blow to the breast, such as an auto acci-
dent, or if you notice a change in the appearance
or feel of your breast, you should consult you
doctor. A mammogram ‘may be useful in some,
but not all, cases to determine if an implant has
been ruptured.

If the capsule tears or ruptures as a result of a
severe injury such as receiving a strong blow to the
chest or having a closed capsulotomy; the gel can be
a serious problem. It may be squeezed or may ooze
into the surmounding body tissues. Movement or
migration of large amounts of silicone gel, however,
is believed to be uncommon.

If migration occurs, the free gel may cause
inflammation, tenderness and swelling around the
ruptured implant, as well as lumps on the chest,
arms, and abdomen. Prompt surgery is recom-
mended to remove the implant and as much of the
slicone gel as possible. If all of the silicone is not
removed, it may leave lumps, called granulomas.

Interference With Tumor Detection:
Because silicone gel causes a shadow on an
X-ray, silicone implants and free-floating silicone
may mask the presence of breast cancer during

routine mammography (X-ray of the breast.) If
you have breast implants, you should always tell
the radiologist before having a mammogram so
special techniques can be used.

Granulomas:

~ 'Certain body cells can surround a droplet of
silicone in quantities large enough to form a
lump called a granuloma. It may be difficult to
tell the difference between silicone granulomas
and other breast lumps. A suspicious breast
lump should be removed and examined (biop-
sied) to determine if it if cancerous. If a biopsy
is to be performed, be sure that your doctor
knows that you have breast implants.

"

‘Your physician is the most important source of infonmation about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast
implants, breast surgery and the risks associated with both.




Case 2:00-x-00005-DPH

If you discover any lump or suspect a rup-
ture, you should be checked by your doctor
immediately.

Asymmetry:

While the goal of the surgery is to create 2 sym-
metrical (balanced) look to your breasts, a num-
ber of factors may cause asymmetry (unevenness).
These may include capsular contracture, implant
shifting, use of steroids in the implant pocket,

uneven placement, different size implants inserted, ¢

a pre-existing anatomic asymmetry and differ-
ences in the rate of healing between the two

breasts. f‘

If your breasts were uneven to start with, the
implants may improve this, but not always
completely.

Changes in the Nipple and Breast

- Sensation:

Following surgery, some women report that
their nipples and breasts become either
painfully sensitive or lose sensitivity. Others,

* 'who have submammary implants, have reported

that, compared to the rest of the body, their
breasts feel cooler to the touch.

These changes may be temporary or perma-
nent. Either condition can have a bearing on
sexual response and the comfort level of nurs-
ing. You should discuss this with your doctor

' before surgery.

Movement of Implant:
The implant usually will not move out of the
pocket unless there is a severe injury or contrac-
ture. Once dislocated, it can be uncomfortable
and can distort your breast appearance/shape.
You might need another operation to correct the
problem. )

Bl FURTHER STUDIES NEEDED

Birth Defects and Problems with
Nursing:

Scientists have yet to determine the effect, if
any, of breast implants on a pregnant woman or
her unborn baby. Animal studies have shown no
adverse effect. Many women with breast implants

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast

implants, breast surgery and the risks associated with both.
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are able to nurse. Some women have problems
nursing, but it's not known if the problems are
related to breast implants.

Current studies show no indication that sili-
cone leaks into the milk of mothers who have
breast implants, but little research has bee
done in this area. .

Cancer:

Whether or not implants cause cancer is a
concern to many people.

Studies of women with breast implants so far
show no increased risk of cancer, but these-studies
are incomplete. Long-term studies are continuing.

Some life-time rodent studies have shown a
25% incidence of a type of cancer called “sar-
coma” which is expected to occur when solid
objects of artificial material are implanted in
rodents. Most breast cancers are “carcinomas”
not “sarcomas.” Both Dow Corning Wright and
FDA scientists have reviewed these studies and
concluded that they are not likely to indicate an
increase in risk to humans, and that if there is a
risk, it is likely to be very small.

Auto-Immune Diseases:

A small number of women have reported
symptoms of rare forms of auto-immune diseases
(often called connective tissue diseases) such as
Lupus and Scleroderma. These are diseases in
which cells attack other cells in the body, causing
a wide variety of problems. Scientists are study-
ing the issue to determine if there is a true con-
nection between the implants and these diseases.

OTHER IMPORTANT
Il INFORMATION

Breast Examinations:

If you decide to have breast implant surgery,
it is important to continue to have your breasts
examined for breast cancer.

You should become familiar with your new
breast shape and feel and continue to examine
your breasts yourself each month. You should
have routine physical exams, including breast
examinations, as recommended by your doctor.

‘Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concerns you might have about silicone breast

implants, breast surgery and the risks associated with both.
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If you don't know how to check your own
breasts, have your doctor or other qualified
health professional show you a proper method.
You could also contact the American Cancer
Society for breast self-exam instructions. If you
have had an implant, be sure that you receive
special instructions.

Mammography:
Mammography is an X-ray exam of the

breast. Mammography can detect 2 small cancer ¢

in the breast before it is large enough © be felt.
Studies have shown that the smaller the cancer,
the better the chance for survival and cure.

The American College of Radiology (ACR) , a
professional society of physicians who special-
ize in diagnosis and treatment through the use
of X-ray equipment, has warned that “mam-
mography may be more difficult to perform
and less effective on implanted breasts.”

This is because the implant shows up as a
dense shadow on the X-ray hiding the breast
tissue and possibly hiding any small cancerous
tumors. However, you should not be discour-
aged from having a mammogram. It may detect
a tumor in that part of your breast not hidden -
by the implant.

It is easier to X-ray the breast when the implant
is placed behind the chest wall muscle rather than
when the implant is located in front of the muscle.

To perform high quality mammography only
“dedicated” or specially designed equipment
should be used. If you have a breast implant,
ask your plastic surgeon to recommend a mam-
" mographer who is experienced in using-a spe-
cial technique that will show more breast
tissue. It is very important to tell the technician
you have a breast implant to assure that the
proper technique is used.

This technique involves pressing the implant
against the chest wall while the breast tissue is
gently pulled away and in front of the implant.
It usually involves extra X-rays of the breast and
increased radiation exposure. It may be more diffi-
cult if there is a capsular contracture, ,

The ACR and the American Cancer Society
(ACS) recommend the following mammography

Your physician is the most important source of information about i
breast implants. You should thoroughly discuss with your doctor i
.| any questions or concems you might have about silicone breast )
implants, breast surgery and the risks associated with both.
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guidelines for healthy women with breast
implants:

* Women 35 years or older with no signifi-
cant risk factors should have a mammog-
raphy.exam before surgery.

 After surgery, women between the ages
of 40 and 49 should have mammograms
every two years and every year after 50,

* If you are at high risk of getting breast
cancer, your doctor may adjust your
mammography schedule to meet your
personal needs. For more information
about breast cancer risk factors, contact
your local chapter of ACS.

X-raying of the reconstructed breast requires
special techniques also. No mammogram is
necessary if all breast tissue including areola
and nipple have been removed. This should be
discussed with your doctor.

Ill_CONCLUSION

This booklet is provided to help you under-
stand the benefits and risks of breast implant
surgery. It does not and cannot answer all possi-
ble questions nor can it put into perspective
your own personal situation. It is intended to
give you an overview of the major issues and
remind you to seek more detailed and specific
information from your doctor.

If you have the implant surgery done and have
a complication or problem, it should be reported
to your doctor and to Dow Corning Wright at the
numbers given below: If desired, you may con-
tact the Food and Drug Administration through
the U.S. Pharmacopeia at the number given
below. Your report should have the following
information available if known:

¢ Manufacturer’s name

* Product brand name and catalog number
¢ Product style, size and lot number

¢ Date of implant surgery

* Date of problem ’ _

* Nature or description of problem

¢ Name and address of surgeon

* Your name, address and telephone numbers

e

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concems you might have about silicone breast
implants, breast surgery and the risks associated with both,
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; To call or write Dow Corning Wright:
I P.O. Box 100
Arlington, Tennessee 38002
Telephone 1-800 + 442-5442 i
In Canada 1-800 +255-2156 g
l To Call U.S. Pharmacopeia (for FDA): s
i Telephone: 1-800 +638-6725

© COPYRIGHT 1991
ALL RIGHTS RESERVED

SILASTIC® — This registered trademark is the brand name for Dow
Corning's silicone elastomer products, materials and related products.
Only Dow Corning may identify its' products with the trademark SILAS-
TIC*. The word is not a synonym for silicone elastomer and it is
improper to use it without capitalization or to use it to identify another
manufacturer’s material. Since it may not be used by others, the
appearance of the word SILASTIC® on a medical product assures that it
is of the highest quality and comes only from Dow Corning.

Your physician is the most important source of information about
breast implants. You should thoroughly discuss with your doctor
any questions or concemns you might have about silicone breast
implants, breast surgery and the risks associated with both.
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IMPLANT INFORMATION CENTER TRAINING

MONDAY JUNE 21, 1993
8:00 - 8:15 WELCOME - REVIEW OF TRAINING AGENDA - BRIDGET SNOW

8:15 ~ 9:15 HISTORY OF DC IN MEDICAL DEVICE/MEDICAL MATERIAL BUSINESS
EUGENE - (GENE) JAKUBCZAK

9:15 ~ 10:00 WHAT IS INFO CENTER? WHY DO WE EXIST? -~ BRIDGET SNOW
* Background/Caller Activity/Associate Responsibilities
* View Connie Chung Video (15 minutes)
* View Primetime Live 6/3/93(20 minutes)

10:00 - 10:15 BREAK

‘10:15 - 11:00. HISTORY OF IMPLANTS AND DOW CORNING IMPLANTS SPECIFICALLY
GERRY HAAS
* View Mammary Implant Production Video
* Handout Varifil(R)

11;00 - 12:00 SURGICAL PROCEDURES - Bridget Snow
*Video 3 APPROACHES TO BREAST AUGMENTATION
USING SILASTIC II MAMMARY IMPLANTS (1S MINUTES)
*Video INTRAOPERATIVE TISSUE EXPANSION Dr. Saski (30 MINU@ES)

\

12:00 — 1:00 LUNCH

-1:00 - 3:00 MEDICAL TERMINOLOGY AND COMPLICATIONS (PACKAGE INSERT)
PRESENTED BY REGISTERED NURSES IN COMPLAINT ANALYSIS

3:00 - 3:15  BREAK
3:15 ~ 5:00 IMPLANT INFORMATION CENTER LITERATURE PACKET
. AND PERTINENT KEY ISSUES - BRIDGET SNOW
TUESDAY JUNE 22, 1993
-8:00 - 9:15 .OTHER KEY ISSUES/GENERAL QUESTIONS & ANSWERS -~ BRIDGET SNOW
'~ 9:15 - '9:30  BREAK
9:30 - 11:00 MEDICAL MATTERS - DR. MYRON HARRISON
* Lymph/Immune System
" * Autoimmune
* 8i in the Body

* Adjuvant Study
* Breast Milk
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3:45 - 4:30

4:30 - 5:00

8:00 - 9:00

9:00 - 11:00

11:00 ~ 1:30

1:30 - 2:30

2:30 - 3:30

3:30 - 3:45

3:45 - 4:45

'4:45 - 5:00

ATTNY CLIENT PRIVILEDGE/LIABILITY OF ASSOCIATES
LEGAL DO’S AND DONT‘S.— BARBARA ANDERSON ‘

LUNCH

TEST DATA - DR. ROBERT LEVIER
* Completed Studies - Summary
* In-progress Studies
* Future Plans
* Biological & Safety Data (10,000. pages)

BREAK

COMPLAINT FILES AND MDR REPORTING - DEBRA GRUBBS
Food, Drug and Cosmetic Act of 1906 as amended
* ‘Good Manufacturing Practices (GMP‘s)
Medical Device Reporting Act of 1984 as amended
Safe Medical Devices Act of 1990

FDA - BRIDGET SNOW
WRAP UP QUESTIONS & ANSWERS

WEDNESDAY JUNE 23, 1993
(IIC ASSOCIATES ONLY)
OPEN

IIC'PROCEDURES MANUAL - TONI DEWALD
(to include demo of telephone usage)

OPEN
DO’S AND DONT'S -~ VICKI WESTBROOK

MONITORING PROCEDURES .
RESOURCE LIST - »

‘DATA . BASE CODING

CORRESPONDENCE FORM LETTER BOOK

HOW TO FIND A CORRECT _PACKAGE INSERT - SANDY MENDYK

HOW TO READ A LOT NUMBER
HOW TO USE THE CATALOG NOTEBOOK
GRIFFIN BELL ’

BREAK
MDL ORDER ~ BRIDGET SNOW

BREAST IMPLANT REMOVAL ASSISTANCE PROGRAM
CUSTOMER RELATIONS .

10,000 PAGES AND 800 PAGES

WRAP-UP AND QUESTIONS AND ANSWERS — BRIDGET SNOW
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b-A23-7-
/ Liek L(/’/«’i/ /517//

DO’S
1. State Dow Corning Wright Implant Information Center and q{our full name.

¢ Layf Qagtosromet
%

2. Ask if caller is an implant patlent (not apphcable if Doctor, Lawyer, or if caller has received
implant other than a breast implant).

3..Read recording statement and ask if caller wants to be recorded.

4. Be Certain the caller has your name and telephone number so they can reach you again. If
necessary, do a “supplemental” call report if they call again.

5. Encourage patients to discuss questions and concerns with their doctors.
6. Offer to send the Patient Information Packet.

7. Stick to the facts. Be open about what we do and do not know. Use the information in the
Patient Information Packet and other approved materials.

8. Provide other sources of credible information (see reference list) including ASPRS, FDA
-other manufacturers, etc. :

10. Do respect the caller’s right to privacy. Treat the details of each call as confidential to be
discussed only with those who have a need’ to know. 4 .

11. Do try to address the caller’s immediate concerns during the conversation and then offer to

follow-up with the written information, if needed.
12. Be sympathetic and human. Take as much time as the caller needs.

13. Do be sensitive to the caller’s tone of voice and hidden agenda.
Note: You do not have to talk to caller if it is an obscene phone call or if caller is using

profane language.
6/22/93

K
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DONT’S

1. Do not guess or speculate about an answer. If you do not_knoW the answer, offer to find out
and call back. Contact resource person for assistance.

2. Do not talk about other manufacturers’ products. Stick to silicone in general or Dow
Corning’s products. Give 800 number for manufacturers if caller has a question,

3. Do not give personal opinions. Any opinion you express is the opinion of the company.
(NOTE: You can answer questions based on your factual personal experience.
for example - Have you ever had surgery? Do you have implants? Do you
know anyone who has implants? etc. After you answer these questions, tell
caller you are concerned with them.) J :

4. Do not commit to what the company will or will not do. Your job is to provide
information and not to practice law, medicine, science or marketing,

5. Ask for information needed for call report. If they do not want to give their name or their
doctor’s name or any other information, do not press.

6. Do not read to the caller. Answer questions in you own words but be certain that your
_explanation is consistent with the Patient Information Packet.

~7. Do not get on the telephone if you are upset, tired, uncertain of some fact, etc. Calls can be

Y

extremely* stressful and you will not do yourself or the caller any good if you are upset or
stressed out".

6/22/93

5
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DOW CORNING BREAST IMPLANT
REMOVAL ASSISTANCE PROGRAM

Iu February 1992, FDA provided the followi—g advice to women with silicone gel-filled implants.
"t is important to bear in mind that most women do not experience serious problems with their implants.
At this timie, FDA is not recommendiig women have their implants removed if they are not experiencing
any problems. But women with implants should be on the alert for potential problems. If they
experience any symptoms they feel may be related to the implants, they should contact their personal
physicians or plastic surgeons, as théy would with any illness.” ‘

Dow Corning supports this statement by the FDA. Furthermore, Dow Corning believes that silicone gel-
' ﬁﬂedbmstmphﬂdevmsaveaﬁmpor&ﬂmedmlpumwemdthatmnmaqmovﬂwﬂd
result in surgical complications or harm which otherwise would not occur. Although it does mot

encourage, and in fact strongly discourages, unnecessary surgery, Dow Corning recognizes that each
woman, in consultation with her physician, must make her own decision. For those women who agree

- with their physicians that for medical reasons the implant(s) should be removed, but who are unable to
pay for the removal surgery without financial assistance, Dow Corning has designed a financial support
program described in detail below. - This program applies to patients who reside in the United States.

- A, ’l‘hcl’rogram

The Breast Implant Removal Assistance Program is designed for a woman who has agreed
with her physician that for medical reasons her Dow Corning gel filled breast implant
device(s) should be removed and who is unable to pay for the removal surgery without the
financial assistance provided under this program. The program is effective for removal
surgery performed as of January 6, 1992, and will remain in effect for the foreseeable
future to allow women to make an informed decision regarding removal surgery. ‘At least
one years notice will be given prior to termination of this program.

~ 'The surgeon, as primary infermediary, is mponsible for provxdmg the patlent with appropriate
nsk mformatmn prior to surgery. -

' B.  Product:

- The program will apply to all Dow Cormng gel filled breast implant devices nnplanted prior to
January 6, 1992.

C. Conditions

The following conditions must be met in order f or the Breast Implant Removal Assistance Program
to apply:

1. Product must have been used only as intended and in accordance with Dow
Corning literature current to the date of 1mplantatlon.

March 29, 1993 _ ¥
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2. Product must have been implanted and removed by appropriately qualified,
licensed surgeons in accordance with accepted plastic surgical procedures.

3. Patient certifies she is unable to pay for the removal surgery without the
financial assistance provided under this program.

4.  Completion and return of the Patient Certification Form'and the Informed Consent
Form prior to removal surgery.

5. Post-operative verifi catlon by the physician that Dow Corning manufactured the
: removed breast implant device(s). : .

D.  Expenses

~ Dow Corning agrees to pay up to $1,200 of the medical expenses directly related to removal
surgery that are not covered by insurance. This program is not intended to cover costs related
to breast implant replacement. )

Paxﬁcipaﬁbninthispmgmmwill'notrequimarelmse ot‘yourpotenﬁalclanmagamst])owCormng

-

To Apply for Assistance

1.

3.

’Ihe physician or patient should contact a Dow Commg representative by phoning
1-800-442-5442 or writing to Dow Cormng Corporation, P. O. Box 994, Mail #95,
Midland, MI 48686.

The Dow Corning representative will explam the program and send

© & a program brochure,

b. a certification to be signed by the patlent and her physician confirming that
(1)  she understands and agrees to accept the risks associated with removal
surgery.
(2)  she:is unable to pay for the removal surgery thhout the financial
. assistance provided under this program.
(3)  her gel filled breast implant device(s) were manufactured by Dow Cormng.

¢. . an Informed Consent Form to be reviewed and signed by the patient.

The pauent and physician should complete the Patient Certifi catxon Form and the patlent
should complete the Informed Consent Form. The physician should return the completed
forms to Dow Corning in the self-addressed, stamped envelope provided, prior to removal

. Dow Cormng will issue a check, made payable Jointly to the patlent and the physncxan,

upon receipt of:
a. a written post-operative statement from the physician verifying Dow Corning as the
manufacturer of the removed breast implant device(s).

b the physician’s statement of medical expenses directly related to the removal surgery

that is not covered by insurance, -

March 29, 1993 ) %
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DOW CORNING

Au_gust 21, 1992

Max Dean

Dean,. Dean, Segar, Hart
& Shulman, P.C.

1616 Genesee Towers

" 120 East First Street

Flint, MI 48502-1957

Dear Mr. Dean'

: 'I am writing in response to your letter of June 10, 1992 and various telephone calls between
you and Linda Abbott of Dow Corning’s Implant Removal Assistance Program I appreciate
the opportunity to respond to the questions in your letter.

The documents used in the Dow Corning Implant Removal Program were prepared t0 assrst
in 1mplement1ng a removal program for women with a desire and medical need for removal

of ' Dow Coming implants, if they could not otherwise afford the costs attendant to such a. .

procedure. The program thus: contemplates that participants will be involved with their-
respective surgeons in discussions related to potential complications of removal surgery, the
normal course of which includes a patient’s acknowledgment of the inherent risks. of all
surgical procedures and/or the particular risks of the contemplated procedure. The language
of the Removal Assistance Program documents, including references to an informed
understanding of the potential risks of surgery, are consistent with this purpose.

- With regard to the program not requrnng a release of a partxcrpant’s potentxal cla1ms against
Dow Comning, this language is in our view clear and-straightforward. “Dow. Corning: has
,consxstently stated -that: parucxpants in the program‘need not exécute a ‘release. of habﬂrty o

: parnc1pate -and nothmg in the written documents for the program constitutes such a release

-1 hope that thlS letter is responsive to your client’s questrons
'Very truly yours,

(oots S

_Bridget Snow, Supervisor
‘Removal Assistance Program
1-800-442-5442

DOW CORNING CORPORATION, MIDLAND, MICHIGAN 48686-0995 ~  TELEPHONE: (517) 4964000
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Dow Corning Corporation
Breast Implant Support

Information

DOW CORNING

On March 19, 1992 Dow Corning
made a decision to exit the
silicone breast implant business.
Dow Corning understands the
need for continuing information .
to doctors and patients and, in
response 1o this need, we have
established sources of

information and support.

©Dow Corning Wright 1992
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Dow Corning maintains an 800 s
number and personnel to answer T
questions from doctors or other

healthcare professionals et
concerning more detailed implant

related questions or concerns.

You can access the Professional
Relations Department by calling
. 1-800-437-7056.

i
{
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S SRR | Dow Corning has established
e support for the research programs
e necessary to address questions
raised by the FDA advisory panel.
It has established the following:

$10 Million Research Fund

$500,000 Matching Grant with
the Plastic Surgery Education
Foundation

This research support is aimed at
providing additional scientific -
information on silicone breast
implants.
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EXHIBIT F
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EXHIBIT G
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Jl DOW CORNING

3/30/92

FdR PATIENTS WHO DO NOT MEET PROGRAM REQﬁIREMENTS

_ Wé '.appi:'eciate your ‘ca_ll about our Implant Removal Program. 'We ha{re-

| carefully defined the prﬁgx;am and are sorry that the facts of your
éitﬁation do not meet the requirements. We have a mér_e formal .
__'ciaim_s 'p_rbcedure with more complex criteria which may be of value

to you. We cannbt .advise you on whether ydu, should call 6r not,-

‘but if you choose to do so, the number is 1-800_—;32—-‘71’58’.’»45;9_ <y
IF YOU CHOOSE TO CALL THIS. NUMBER, PLEASE TELL THE OPERATOR THAT YOU |

"ALREADY TALKED TO A REMOVAL ASSISTANCE PROGRAM REPRESENTATIVE. -

REV. 5/5/92

- DOW CORNING CORPORATION, MIDIAND, MICHIGAN 48686-0994  TELEPHONE: (517) 4964000
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From: BMSNOW --MIDVMO1 ' Date and time 04/29/92 19:12:46
To: MJBIGGS --MIDVMO1 ' S : -

Note From: Bridget M. Snow - 6145
' REMOVAL ASSISTANCE. - MAIL #95
-SUBJECT: REMOVAL ASSISTANCE CALLS REFERRED TO CUSTOMER RELATIONS

MARTHA, WOULD YOU PLEASE COPY LYNN ON THE FOLLOWING:

LINN, CONFIRMING OUR TELEPHONE DISCﬁSSION THIS AFTERNOON, :
HERE ARE SOME ADDITIONAL PATIENT NAMES THAT WERE REFERRED TO
'CUSTOMER RELATIONS AND ENDED UP BACK WITH REMOVAL ASSISTANCE.

PLEASE FOLLOW-UP WITH:

1) Rosemary Battles
(817) 569-4507
Initially given Mem # 4/21/92
Mdr'd 4/15/92 - Notice to Anderson 4/15/92

‘2) Christine Conklin
301 Island Shores Dr.
West Palm Beach, FL 33413
(407) 6411823 ...you can leave msg on answering
machine if 'she is not there.
Initially referred to Mem 4/21

3) Leslie Gums
: 4312 Mesaview Dr.
Mesquite, TX 75150
(214) 681-4513
MDR'd by us on 3/23, Notice to Zurich on 4/16
Initailly referred to Mem on 4/10

ce: MJWILDES--MIDVMOl - TKBUTLER--MIbVHO1 , R
DABENNET--MIDVMO1 : .. ‘MKSTAMAS--MIDVMO1

Bridget

Y



