EDITORIAL I

What Do Women Need to Know and When Do

They Need to Know It?

Susan F. Wood, Ph.D.

Scott L. Spear, M.D.
Washington, D.C.

hen a woman enters a physician’s office
Wconsidering silicone breast implants, both

the surgeon and the patient have cer-
tain hopes and expectations. Effective commu-
nication about risks and benefits, both known
and unknown, is critical for the woman to make
an informed decision. In this age of makeover
television programs, enormous media attention
regarding plastic surgery, high rates of long-
term survival after mastectomy, and direct-to-
consumer advertising, it is especially important
that physicians work to ensure patients under-
stand the information, some of which is complex
and not intuitive. What women learn from the
World Wide Web, advertising, or word of mouth
is quite often incorrect and misleading. Whether
they are potential augmentation patients or recon-
struction patients, women need to consider their
own medical history, their own economic circum-
stances, and other personal considerations, as well as
the potential risks and complications of breast im-
plants in general and silicone gel implants in par-
ticular, as part of the process of exploring the pos-
sibility of breast implants. It falls on plastic surgeons
as well as other physicians and trusted sources to
provide this information.

The decision about breast implants is a life-
long decision, even though the implants are un-
likely to last any given patient’s lifetime.'~ Silicone
gel breast implants have been approved for re-
construction for women of all ages and for aug-
mentation for women only aged 22 years and
older, to allow them to achieve both the physical
and emotional maturity necessary before making
this lifelong decision. It is clear that the process of
informed consent continues to be highly variable
depending on who is giving and who is receiv-
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ing and processing the information. What have
women and surgeons said about their previous
experience with informed consent?

One surgeon said, “I give [patients] what I
consider my informed consent. . . I go through all
the features like the position, . . . whether to have
a smooth or textured implant, and all of those
issues such as carcinogenicity, altered mammog-
raphy, capsular contracture, rupture, bleeding, in-
fection . . .. And then I give them the [FDA] book-
let to go home and read.”

One augmentation patient said, “My doctor told
me that these implants would go with me to my
grave.”

A second surgeon said, “As a surgeon, it is my
responsibility to help my patients decide what
treatment is best based upon an intelligent risk-
benefit analysis. By and large, the women that I
consult with every day are smart, well informed,
careful to make wise decisions.”

One breast cancer reconstruction patient said,
“There were many risks with the implants that I did
not know about.”

Women seeking augmentation are usually sig-
nificantly different from women seeking breast
reconstruction after breast cancer surgery; they
are typically younger and healthier, with expecta-
tions of benefit that will last for many decades.® For
either augmentation or reconstruction, women
need to be informed in clear language what the
short- and long-term expectations are of local
complications, surgical risks, and long-term health
and financial implications. It also needs to be clear
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that although we know some things about breast
implants, there is still much that is unknown, and
that unknown risk is not necessarily the same as no
risk. This is a difficult challenge for healthcare
professionals, to honestly and ethically convey use-
ful information to patients. Itis also a challenge to
women to seek information, ask good questions,
and carefully consider the answers.

START WITH WHAT WE KNOW

Breast implants will not last forever, but what
does that mean to the woman? It means that she
is likely to need or choose to have one or more
reoperations on her breasts, some within just a few
years."”? As most women might anticipate having
the implants for many decades, this reality must be
communicated directly and clearly.

Rupture of silicone gel breast implants is usu-
ally silent and may have consequences. Currently,
magnetic resonance imaging is the most accurate
way to detect a rupture. Two studies have examined
clinical examination and magnetic resonance imag-
ing and concluded that only 30 percent of plastic
surgeons familiar with a patient and her breast im-
plants detected a silicone gel rupture,” compared
with 89 percent detection with magnetic resonance
imaging.**® Mammograms are often inaccurate in
detecting rupture, and if an implant is already bro-
ken, the pressure from a mammogram could cause
the silicone gel from the implant to leak outside the
capsule.'? With rupture, removal is recommended,
because the loss of shell integrity results in the loss
of a key barrier preventing migration of silicone into
the patient’s adjacent tissues. Replacement after re-
moval is an option, but replacement is not neces-
sarily a requirement.'” Removing both implants at
the same time may be a reasonable option even if
only one is ruptured. Women need to know that
silent rupture is just that, silent, and in this case
ignorance of rupture is not bliss. Women have the
right to know if their implants have ruptured
(whether silent or symptomatic), so that the next
decision about removal and replacement can be
made with that information in hand. If a magnetic
resonance imaging scan shows possible rupture or
leakage or if a woman is experiencing symptoms that
may be caused by her silicone gel implants, she
should schedule an appointment with a plastic sur-
geon familiar with breast implants, including their
removal and replacement.

Mammography to detect breast cancer is com-
plicated by all breast implants and will require
extra radiographic views of the breast.? All breast
implants, whether silicone or saline, interfere with
mammograms, and the larger the implants, the
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more likely they are to obscure some of the breast
and potentially hide cancerous tumors.'”*!* The
additional views of the breast with implants re-
quire a specially trained technician and will cost
more, take more time, and expose the woman to
more radiation. Mammography may also lead to
rupture, especially if the implants are older.'-?
For young women in particular, it is difficult to
communicate the importance of routine screen-
ing mammography, which may not be recom-
mended to them for 20 or more years in the future
after their breastaugmentation. Most will not have
experienced having a mammogram and do not
know the compression involved during the pro-
cedure nor how different views of the breast are
taken. The benefit of routine screening mammog-
raphy in early detection of breast cancer for
women over 40, and even more so for women over
50, must be discussed, along with the real need to
take special care and extra effort and cost to en-
sure it will be done properly.

Breast implants may eventually feel hard and
become painful (i.e., capsular contracture), and
this is not uncommon. Along with this, the breasts
may look abnormal. As such, capsular contracture
is the most common cause of reoperation and
implant removal.'” Since many women seek im-
plants for reasons associated with appearance, this
is a critical fact to convey.

Women are likely to feel better about the ap-
pearance of their breasts in the years right after
getting breast implants, but implants do not ad-
dress underlying psychological issues, ranging
from improving self-esteem to treating body dys-
morphic disorder.! Physicians need to conduct a
careful and thoughtful evaluation of the patient,
as those with body dysmorphic disorder or other
mental disorders, including depression and eating
disorders, are not good candidates for breast im-
plants. In addition, there are no long-term data on
the effect of breast implants for improvement of
overall body image.

Removal can be difficult if an implant is rup-
tured and if the gel has migrated outside the capsule.
With removal of the implants, the resulting stretch-
ing and sagging which may have occurred may be
“cosmetically unacceptable.”®® If it occurs, silicone
leakage into the tissue may result in removal of
breast tissue, so that even with replacement, wom-
en’s breasts may not be fully restored. It is important
for women to know that after a second surgery, the
risk of more complications, especially capsular con-
tracture and rupture, is higher than before. Revi-
sions or secondary corrections do not reduce the
need or likelihood of future surgery.
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The financial and health insurance issues are
real and lifelong. Breast implants for augmentation
are not usually covered by health insurance, but
patients may not be aware that follow-up operations,
removal and replacement, and additional costs for
mammography and magnetic resonance imaging
are also not likely to be covered. For women expect-
ing to live at least 15 years, these financial costs are
likely to go far beyond the initial charges of implant
surgery. Also, insurance companies may drop cov-
erage or raise premiums for women who have un-
dergone breast implant surgery.'* These personal
financial expenses are critical facts women need to
consider.

WHAT WE DO NOT KNOW

As important as it is to advise women about what
is known about silicone breast implants, it is perhaps
more important to convey to them whatis unknown.
It is difficult for a woman to give true informed
consent when there are unknown risks associated
with breast implants. This is true of most procedures
or medications, but in the case of a lifetime decision
for an elective procedure, this becomes even more
difficult. The consent a woman is giving has to be
made with clear understanding that the unknown
risks may be quite real, even if they are not currently
identified. The studies carried out on the newly ap-
proved products provide little information after 3 to
4 years for an implant that is expected to be in the
body much longer than that. Although Mentor pro-
vided the U.S. Food and Drug Administration with
10-year data for 100 European augmentation pa-
tients (no reconstruction patients), this study in-
cluded just a few implant styles, and the plastic sur-
geons used surgical techniques that are somewhat
different from those common in the United States.'?
Longer studies are ongoing, but it will be some years
before the quality and outcomes of those studies are
known. And with each new product that comes on
the market with claims of being new and improved,
the comparisons once again will be based on short-
term studies.

Women need to know that we do not know
howlong implants last. For some women, it may be
only a few years; for others, it may be much longer.
The implant company data provided to the Food
and Drug Administration by Mentor and Allergan
indicated that 0.5 percent (primary augmenta-
tion) to 7.7 percent (revision) of implants broke
within the first 3 years, and the rupture rate is
expected to continue to increase substantially af-
ter that.>® We do not have data on long-term im-
plantation of these products in the body, so it
cannot be honestly predicted. Particularly for

young women seeking augmentation who will be
responsible for paying for any additional opera-
tions, this may be problematic, and this reality
must be emphasized.

We do not have good long-term data on out-
comes for women undergoing reconstruction after
breast cancer surgery. Women with breast cancer are
known to have higher risks of complications. Un-
fortunately, the studies that have been performed
and submitted to the Food and Drug Administration
for approval did not include many breast cancer
survivors; in the case of Mentor, none of the women
had implants for more than 3 years.'”> Women with
breast cancer need to know all of the surgical and
nonsurgical options after breast cancer surgery, and
not be left with the misconception that surgical re-
construction is actually a necessary part of their can-
cer treatment.

As in most other drug and device studies, we
do not have specific data collected and analyzed
on women of different races and ethnicities. Dif-
ferences in keloid formation, scarring, capsular
contracture, and other complications in African-
American women are a potential problem that has
not been studied in breast implants and thus re-
mains an unknown.

Women with autoimmune disease or a weak-
ened immune system are not recommended by
implant manufacturers to have breast implants,?
largely because these women were excluded from
the clinical studies for these products. A question
that has been raised many times is whetherssilicone
breast implants have the potential to disrupt the
immune system.'® Previous studies have generally
excluded women who were already at risk for auto-
immune diseases because of family history or per-
sonal history, and most of the studies have not in-
cluded women who were known to have leaking
silicone in their bodies. They also included very few
African-American or Hispanic women, who are at
higher risk for lupus and other autoimmune diseases
than non-Hispanic white women are. Many studies
to date have failed to identify a statistically significant
increased risk of classic autoimmune diseases, ex-
cept in some limited forms (the possible increased
risk of fibromyalgia with extracapsular silicone and
other potential autoimmune symptoms).!-!415

Regarding cancer, there is compelling evi-
dence that breastimplants do not increase the risk
of breast cancer, but it is also known that breast
implants may obscure the mammographic detec-
tion of breast cancer by reducing the sensitivity of
mammography. Studies have not identified any
related increased risks of other cancers, although
there are limited data suggesting a higher risk of
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cancers for augmentation patients as compared
with other plastic surgery patients. A study carried
out by the National Cancer Institute also found an
increased risk of dying from brain cancer or lung
cancer among breast augmentation patients com-
pared with other plastic surgery patients, but the
authors could not determine whether or not the
latter is related to silicone gel breast implants or
caused by increased smoking among women with
breast implants.®16:20

Physicians need to be alert to the documented
increased risk of suicide among women with breast
implants, which was statistically significant in several
large studies.! With the increased rate of women
with body dysmorphic disorder who seek breast im-
plants and other plastic surgery, and the fact that
implants will not improve this condition nor raise
overall self-esteem, it is possible that mental health
problems predate implants in some patients.

Young women who may decide to have chil-
dren in the future also need to be told about the
possibility of reduced success of breastfeeding
among women who have undergone breast sur-
gery, whether augmentation or reduction. They
also need to be told about the need for research
on possible leakage of silicone or other implant
substances into breast milk, as this remains an
unanswered question.'?

CONCLUSIONS

Silicone breast implants recently approved for
reconstruction in all age groups and for cosmetic
augmentation in women 22 years old and older
present a challenge to physicians and health ed-
ucators. These products have been studied pro-
spectively only for 3 to 5 years in the most recent
studies submitted to the Food and Drug Admin-
istration. Women need to know and understand
the known risks of rupture, capsular contraction,
pain, and complications and the issues with mam-
mography, as well as the likelihood of reoperation.
Critically important is the need to understand
that, as with all medical devices, these are not
lifetime devices, and a small percentage of women
will have ruptured implants within a few years.
Therefore, proper follow-up to detect breakage
will be necessary, and more than 15 percent
should expect reoperations within 3 vyears.
Women need to know that long-term studies with
the newly approved devices have not been com-
pleted, and therefore, the expected lifetime and
stability of implants are unknown at this time.

Questions will always remain that should be
conveyed clearly to women considering breast im-
plants, including the need for more information
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about suicide, some cancers, autoimmune condi-
tions, pain, and other nonspecific symptoms. Non-
Caucasian women should be informed that ade-
quate studies have not been done on women of
their race or ethnicity. Breast cancer patients
should also be informed that the Food and Drug
Administration-sponsored studies on these de-
vices did not include many breast cancer patients
for more than 4 years. There are, however, several
other long-term studies on reconstruction with
large numbers of patients that provide useful
information.* Given the current knowledge, com-
plication rates are significantly higher for recon-
struction than they are for augmentation.

Given the breadth and depth of information
that women must learn and understand before
reaching this lifetime decision, adequate time and
multiple perspectives should be provided to
women. Women should take sufficient time, which
is recommended to be 2 weeks after receiving
information from the physician, from other health
educators, and from written materials and other
reputable sources, to consider this operation. For
most women undergoing augmentation, this pro-
cedure is elective and not time-sensitive. Unlike
many medical therapies, this educational and in-
formed consent process should be not perfunc-
tory and short-circuited but rather a time for phy-
sicians to carefully assess the mental health needs
of the patient and to consider the appropriate use
of mental health screening resources to ensure
that she does not rush into an impulsive decision.

The challenge facing plastic surgeons and
other physicians in educating their patients about
silicone breast implants is one of clear and honest
communication, time, and professional judg-
ment: a challenge faced daily by health profes-
sionals for many procedures and treatments. The
goal is to ensure that those women who ultimately
choose to have breast implants do so with the full
understanding of the known and unknown risks
and costs, so that they can make this lifetime
choice thoughtfully and clearly.
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