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It is impossible to adequately discuss breast implant ill-
ness without first discussing the recent history of breast 
implants. In January 1992, responding to concerns over 
the possibility of a link between breast implants and a 
variety of autoimmune diseases, the US Food and Drug 
Administration (FDA) called for a voluntary moratorium on 
the use of silicone breast implants.1 Later that year, restric-
tions were lifted for saline implants, but new regulations 
governing silicone gel-filled implants were imposed. These 
regulations limited the utilization of gel-filled devices to 
women seeking breast reconstruction or replacement of 
an existing implant. Additionally, implant manufacturers 
were required to collect expanded safety data and monitor 
the health of thousands of implant patients for a minimum 
of 10  years.2 In 1999, an Institute of Medicine 400-page 
report, “The Safety of Silicone,” concluded there was no 
demonstrable link between silicone implants and diag-
nosed autoimmune disease. It was not until 2006, how-
ever, that restrictions on silicone gel-filled implants finally 
were lifted. At that time, the director of the FDA’s Center 
for Devices and Radiological Health called silicone breast 
implants “one of the most extensively studied medical de-
vices.” 3 Yet now, nearly 30 years after the moratorium, it 
appears many of the same questions that instigated the 
“breast implant crisis” of the ’90s have resurfaced. Why? 
And how can we, as plastic surgeons, responsibly address 
the current situation while helping to restore the well-being 
of patients who feel frightened and vulnerable?

Those of us who were in practice during the 1990s and 
early 2000s and lived through the uncertainty of those 
times do not want to see our patients go through the same 
or similar anxieties. Surgeons newer to practice may be 
less aware of historical details but nevertheless should 

understand that there were patients during that era who 
felt “abandoned” or “misled” by their physicians. Such 
feelings most often were engendered not by actual indiffer-
ence on the part of doctors but by a frustrating lack of de-
finitive answers to highly complex scientific questions. It 
is always difficult to prove a negative (no association), and 
from an epidemiologic standpoint the numbers necessary 
for conclusive proof simply were not there. The absence of 
a verifiable alternative explanation for diverse yet seem-
ingly related symptoms, coupled with a general climate of 
distrust, resulted in the perfect storm.

Today, in many ways, we find ourselves in a similar sit-
uation as the 1990s, though possibly a more complicated 
one due to compelling new factors. One of these factors 
is the emergence of reports describing breast implant-
associated anaplastic large cell lymphoma in some women 
with textured-surface breast implants.4 The number of 
cases remains small in relation to the number of women 
who currently have breast implants, and the precise caus-
ative factors are yet undetermined. However, we can no 
longer state with scientific certainty, as researchers and 
government agencies have done for many years, that there 
is absolutely no association between breast implants and 
cancer.
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Adding to the current dilemma was the missed op-
portunity for long-term data from the post-approval fol-
low-up studies. As noted earlier, the FDA required US 
breast implant manufacturers to conduct scientific studies 
and commit to a minimum 10-year patient follow-up as 
part of the pre-market approval process for their devices. 
Thousands of women were enrolled in studies that, if ex-
tended beyond the 10-year requirement, would have led to 
additional data for analysis with respect to the long-term 
safety of implants. The implant companies, presumably 
because of the expense involved, made the decision to ter-
minate this research. With closure of the studies, all par-
ticipants and data were deidentified, which significantly 
limits the ability for further follow-up. It is not helpful when 
we must explain to our patients that, although 10-year data 
show no apparent association between silicone gel-filled 
breast implants and connective tissue disease,5 the hope of 
continued follow-up has not been realized.

The power of the internet is another factor working to 
exacerbate patient anxiety even beyond the levels experi-
enced previously. The breast implant crisis of the ’90s was, 
in large part, launched by a single sensational story on the 
alleged association between breast implants and autoim-
mune diseases, aired on CBS by television journalist Connie 
Chung.6 Other media were quick to follow Chung’s lead, 
often interviewing “experts” with nonexistent credentials 
and citing “studies” that had no scientific basis. Today, in 
2019, the reach and influence of television is dwarfed by 
that of the internet and especially social media where dis-
cussion groups centered on various medical problems are 
increasingly popular. Although some medical forums may 
in fact be helpful, others can promote the sharing of misin-
formation by individuals who are either unqualified to ad-
vise others or have a personal or profit-motivated agenda.

The largest social media group focusing on concerns 
about breast implant safety currently has over 80,000 mem-
bers.7 Online discussion often centers around various the-
ories about toxins leaking from the shells of breast implants 
and making women ill. Although manufacturers’ proprie-
tary formulary information is not readily available to the 
public—which undoubtedly contributes to the perception 
of industry’s lack of transparency8-10—the FDA website 
includes a list of “ingredients” used by various implant 
manufacturers, and this list has been widely circulated.11 
(It should be noted that any “toxic” ingredients present in 
breast implants are either at undetectable levels or levels less 
than those found in drinking water.12,13) Another common 
perception among participants in this social media group is 
that saline implants, which have been deemed safe by the 
FDA for years, were never studied to the same degree as 
silicone gel-filled implants. Some women with saline im-
plants are worried by anecdotal reports of mold discovered 
in explanted devices and believe that such contamination 
could be responsible for their symptoms.

These types of concerns and speculations are virtu-
ally identical to those voiced by symptomatic women in 
the 1990s. At that time, unfortunately, doctors too often 
brushed aside such concerns without a serious attempt 
to provide explanations. It is important that our response, 
both as a specialty and individually, offers real assistance 
to those in need of guidance and care. Some patients ex-
periencing symptoms will elect to have their implants re-
moved and may also seek other remedies. Where they turn 
for help is critical to the opportunity for an outcome that 
improves rather than worsens their situation.

Although our first impulse may sometimes be to dis-
courage a patient from implant removal, we must re-
member that women have as much right to have their 
implants removed as they did to have the prostheses placed 
into their body. Implant removal, like any plastic surgery, 
must be approached with appropriate informed consent 
based on the latest and best scientific evidence and with a 
full understanding of both risks and benefits. Our profes-
sional societies have generally recommended that a patient 
experiencing any type of difficulty possibly related to her 
implants should first return to her implanting surgeon. We 
believe this is still the best advice, assuming the original 
surgeon is prepared, first, to be a compassionate listener 
and then to help each patient reach an informed decision 
appropriate to her individual needs. This is how a plastic 
surgeon provides responsible patient care, even when sur-
geon and patient may start out with different beliefs about 
the problem and its best solution.

At the opposite end of the spectrum are physicians who 
see patient concerns as financial opportunities to be ex-
ploited. Some of these doctors tout themselves as “explant 
experts,” as if they possess special surgical skills beyond 
those of the “average” highly trained plastic surgeon. One 
of the popular claims being made by such practitioners 
is that en bloc capsule removal has been established as 
the standard of care, even when there is no demonstrable 
capsule pathology. Many patients who insist on en bloc 
resection have been led to believe, usually through anec-
dotal reports on social media sites or direct solicitations 
by medical practitioners, that implant toxins may be left 
behind if this technique is not employed. Although en 
bloc resection is necessary in the event of malignancy, 
there is no science establishing a need or benefit when 
removing a benign capsule. In fact, when a capsule is thin 
and in a submuscular position, en bloc resection presents 
increased risks of significant bleeding or development of 
pneumothorax.14

The fear of implant toxicity may drive patients who have 
previously had their implants removed by capsulectomy to 
seek additional surgery, just in case there might be any 
microscopic fragments of the capsule remaining in their 
body. In our opinion, this is quite a different matter than 
performance of a primary capsulectomy upon request. Yet 
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there are practitioners willing to perform these secondary 
capsulectomies with no scientific, medical, or surgical in-
dications for doing so. Again, it is essential to listen to 
patient concerns and take the time to explain the poten-
tial risks and benefits of various options. In the end, if a 
surgeon cannot in good conscience perform a requested 
procedure and the patient cannot be dissuaded, referral to 
another reputable doctor may be the best service one can 
provide.

Another challenge to patient care and safety is the pro-
liferation of medical “scams” promoting phony tests and 
cures. Patients may be encouraged to seek out various de-
toxification programs, such as expensive chelation therapy, 
that are not scientifically proven to offer any benefit. They 
are told that breast implant illness can be specifically diag-
nosed with genetic or blood tests to determine if someone 
has a predisposition for breast implant illness when no 
such tests exist. In an aggressive attempt to attract busi-
ness, a few physicians have created special websites with 
URLs that contain buzzwords reflecting the concerns of 
breast implant patients. Sadly, this kind of opportunism 
is not unusual in situations where patients are desper-
ately searching for answers, but such “come-ons” are not 
worthy of medical professionals.

Breast implant patients are understandably frightened 
by the specter of lymphoma. It is not difficult to imagine 
how some make the leap from concern about breast 
implant-associated anaplastic large cell lymphoma, which 
remains only a remote risk, to fear that implants might pro-
voke a variety of other more common disease processes. 
We must always keep in mind that these women are under 
tremendous stress, experiencing disturbing symptoms 
with causes that so far have eluded them and their doc-
tors. Plastic surgeons need to remain openminded, listen 
to patient concerns, and discuss the scientific evidence in 
terms that are readily understandable. Currently available 
research does not directly link implants with autoimmune 
illness, so there is no guarantee that symptoms will im-
prove with implant removal. On the other hand, studies 
have shown symptom improvement in some patients 
without laboratory evidence of autoimmune disease.15 We 
need to emphasize that medical science is always evolving, 
and there are many diseases and conditions that remain 
poorly understood despite years of research. We have not 
stopped looking for answers to the many legitimate ques-
tions that have been raised, nor will we stop until answers 
are found. For the present, however, we need to help our 
patients understand their current options and the potential 
risks and benefits of each course of action, including the 
possibility of doing nothing.

As surgeons, we are both scientists and caregivers. We 
must rely on scientific evidence to determine the best treat-
ment for our patients with implants, but we also must com-
municate with patients in a way that establishes a human 

connection. This is not “hand-holding.” It is a holistic 
approach to patient care that considers not only physical 
symptoms but the impact of those symptoms on the entire 
person. At the same time, plastic surgeons must not allow 
the tail to wag the dog. Patients frequently come into our 
offices requesting treatments that are not appropriate for 
them and that will not achieve their goals. Normally, we 
do not hesitate to say so. However, with respect to breast 
implants—perhaps because we want so very much to give 
these patients some peace of mind—we may be tempted 
to comply with ill-advised requests. In our opinion, per-
forming en bloc resection simply because someone asks 
for it, without proper medical indications for employing 
this riskier technique, is not in a patient’s best interests. 
Instead, we should educate patients on the anatomy of 
capsulectomy, pointing out the potential risks of en bloc 
vs a precise capsulectomy. We should not be afraid to raise 
the question of whether a capsulectomy is even necessary.

For patients who are worried about implant toxicity, it 
may be useful to discuss the chemical composition of im-
plants and what we know, based on decades of scientific 
research, about how these chemicals react with the body. 
We should try to restore trust in science but acknowl-
edge where our knowledge falls short and more research 
is needed. To that end, The Aesthetic Society is currently 
funding a variety of scientific studies through the Aesthetic 
Surgery Education and Research Foundation to dig deeper 
into potential causes of the various symptoms described 
by breast implant patients and ultimately determine the 
best treatment for them. Answers to these questions are 
important not only for symptomatic women with implants 
but for patients who do not have symptoms and women 
currently considering implants for cosmetic or reconstruc-
tion reasons. The way forward, as suggested in one re-
cently published article, must include further evaluation 
of breast implant outcomes facilitated by a robust registry 
system and relentless analysis of a range of implant/pa-
tient and peri-implant parameters.15

As physicians, we take an oath with the basic premise 
“premun non nocere” (first, do no harm). We should keep 
that oath in mind with every surgical decision we make 
and especially as we navigate the sometimes-murky wa-
ters of breast implant patient care. Think of our relation-
ship with these patients as a partnership with the shared 
goal of supporting patient health and well-being. We may 
not always be successful in achieving that goal, but let us 
make sure our patients know we will never stop trying.
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