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Abstract

One of the most popular cosmetic procedures is breast augmentation through the use of
breast implants, giving women an opportunity to enhance their physical appearance and well-
being. However, this new appearance also brings the associated health risks regarding Breast
Implant Illness (BII) and the development of Breast Implant-Associated Anaplastic Large Cell
Lymphoma (BIA-ALCL). This abstract comprehensively reviews the literature review and
information on the associated risk between breast implants, Breast Implant Illness (BII), and Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL). In the current market, there
are various types of breast implants, including saline and silicone made with a silicone shell with
either a smooth or textured surface. We look at current information from the Food and Drug
Administration (FDA) and the World Health Organization (WHO) to understand the information
given to patients and physicians to help women make the best decisions for them with all the
information given. Breast augmentations were up 44% to about 365,000 performed in 2021 and
roughly were up to 32% to about 148,000 having them removed. While implantation is still a
popular elective surgery, implant removal is also growing at an increasing rate (The Aesthetic

Society, 2022).
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Introduction

There are approximately 9,540 plastic surgeons in the United States, with Arkansas having
only 69 plastic surgeons. Only one state, Wyoming, has fewer than Arkansas plastic surgeons
(Blau, 2020). Plastic surgeons all start with medical school to earn a Doctor of Medicine degree
(MD) or a Doctor of Osteopathy degree (DO); after residency, doctors can complete an exam to
become board-certified by the American Board of Plastic Surgery. Plastic surgeons can specialize
in body contouring, microsurgery, craniofacial or craniomaxillofacial surgery, gender affirmation
surgery, cosmetic surgery, hand surgery, or burn surgery.

Women have always looked for ways to improve their bodies and be the perfect idea of
what they think they should be. In 1945, Japanese prostitutes started injecting silicone into their
breasts; in 1962, Thomas Cronin and Frank Gerow invented the first silicone breast implant
(O'Leary, 2012). In 1976, the U.S. Food and Drug Administration (FDA) started regulating
silicone implants; in 1991, Marian Hopkins won a settlement with Dow Corning due to issues with
her breast implants. In 1992, the Food and Drug Administration (FDA) asked for breast implants
to be voluntarily stopped so they could review the safety, and later that year, manufacturers Dow
Corning, Bristol-Myers Squibb, and Bioplasty removed their silicone implants from the market.
In 1995, Dow Corning filed for bankruptcy, which stopped litigations against them and the
implants (O'Leary, 2012). Saline implants were brought to the market in 1996. In 1992, the Food
and Drug Administration (FDA) decided silicone implants should only be used for women who
have had breast cancer and need reconstructive surgery; in 2006, silicone implants were reinstated;
in 2019, the Food and Drug Administration (FDA) investigated complications of breast implants
rupturing (Figure 1) (Suh, 2022). From 2000 to 2012, many countries have banned silicone breast

implants and have also agreed to pay for women to have them removed. Breast implants can be
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inserted above the muscle or below, depending on the body type of the woman and the wants of
how they will look.

The United States has been popular for breast implants through the years, but removal of
breast implants has become more popular than putting breast implants in. Breast Implant IlIness
(BI1I) consists of about 50 symptoms causing women to get sick, and there are two cancers now
being associated with implants: BIA-ALCL, which is Breast Implant-Associated Anaplastic Large
Cell Lymphoma, and BIA-SCC, which is Breast Implant-Squamous Cell Carcinoma (Connect,
2024), this is a less common cancer found. Women are not the only ones who are getting implants,
but also men who are transitioning to women have the same risks associated with implants. In

2015, there were 62 breast augmentations performed on men transitioning to female (Lane, 2018).

Definition of Terms

Breast Implant Illness (BII): BIl is a term used to describe the symptoms that can occur

after implant insertion.

Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL): BIA-ALCL
is a rare form of lymphoma that can occur in some women who have breast implants. This is a

type of lymphoma, not breast cancer.

Breast Implant Squamous Cell Carcinoma (BIA-SCC): BIA-SCC is a very rare but

aggressive, epithelial-based tumor that comes from the breast implant capsule.

Breast Magnetic Resonance Imaging (MRI): MRI is a type of scan that uses magnets and

radio waves to check for abnormalities in the breast.
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Breast Positron Emission Tomography Scan (PET-CT): PET-CT is a type of scan that can

help reveal the metabolic or biochemical function of the tissues and organs.

U. S. Food and Drug Administration (FDA): Responsible for protecting the public health

and safety.

Diffusion-weighted MRI (DWI): This is an advanced MRI technique that can measure the
mobility of water molecules diffusing in tissue, which is impacted by biophysical characteristics

such as cell density, membrane integrity, and microstructure.
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Problem Statement

The use of breast implants has become increasingly popular for both aesthetic and
reconstructive purposes. However, concerns are being raised regarding the potential health risks
of exposure to Breast Implant Illness (BII) symptoms and the associated risk of cancer. Despite
growing patient awareness and anecdotal reports, a comprehensive understanding of the causal
factors, prevalence, and mechanisms underlying Breast Implant Illness (BII) and the potential
oncological implications of breast implants is still incomplete. This study addresses the critical
knowledge gaps and uncertainties surrounding the safe use of breast implants, aiming to show the
relationships between implantation, the development of Breast Implant Illness (BII), and the risk
of cancer Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL). By
systematically investigating these associations, the study seeks to contribute to evidence-based
medical decision-making and improve the overall safety and well-being of individuals considering

or currently living with breast implants.

The Food and Drug Administration (FDA) banned silicone implants in 1992, but in 2006,
the ban was lifted, and women started getting implants at a growing rate. From 1997-2021,
approximately 7.2 million women have been implanted in the United States, and from 2015-2021,
breast implant surgeries increased by 19.2%, but explant removal increased by 87%; this is a 4.5X
increase (American Society of Plastic Surgeons, 2020). According to the American Society of
Plastic Surgeons, in 2020, approximately 36,367 women had explant surgery in the United States,
which increased to 71,284 women in 2021 (see Figure 8). Not only do women have a risk of Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) and Breast Implant Illness
(BII), but other issues can arise with breast implants, such as leaking, buildup of calcium around

the implant, necrosis, or tissue death, shifting of implants, mold, and autoimmune responses.
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According to Dr. Markarian (Markarian, 2024), implantation of breast implants will cost between
$3,900-$12,500, while explants of breast implants will cost between $4,500-$5,500 (Lee, 2024).
Most insurances will not cover the cost of removal because they still consider this a cosmetic
surgery, even though women are getting sick. Most insurance will only pay if Breast Implant-

Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) cancer is found.

Purpose Statement

The purpose of this study is to systematically investigate the potential relationship between
breast implants and the risks of Breast Implant Illness (BII) and cancer, looking to provide a
comprehensive insight into the risk factors and possible complications for women who receive
Breast implants—Ilooking through the patient experiences, medical literature, and data. In
reviewing this, I aim to contribute to the existing knowledge, enabling informed decision-making

of breast augmentation and ensuring the well-being of women with breast implants.

Capstone Research Questions

This capstone project will investigate the following questions:
1.) How do we ensure women are informed of the risks before surgery?
2.) What can we do as Healthcare Administrators to ensure proper knowledge is given to our

community and patients?

Hypotheses

The project is focused on the relationship between breast implants and the risk of Breast

Implant Illness (BII) and cancer. The goal of this project is to determine if, as administrators and
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physicians, we can provide enough information to patients before implantation and to help women

who are suffering after implantation.

Ho: Women are being given enough information to make an informed decision about the

health outcomes of having breast implant surgery.

Ha: Women are not being given enough information to make informed decisions about the

health outcomes of having breast implant surgery.

Literature Review

History of Breast Implants

In 1948, after years of experimenting with the development of silicone and after it was
demonstrated that the product was tolerated after being ingested, Dow Corning decided to start
looking at how they could focus it on medical uses. In 1959, they established the Center for Aid to
Medical Research to work on discovering new technologies with the newly discovered silicone.
The first breast implants were made of a sponge that was made of plastic polymers, which hardened
inside the woman’s body. Dow Corning, with Dr. Frank Gerow and Dr. Thomas Cronin, created
and implanted the first breast implant in March 1962 (Radoslovich, 2020). The FDA originally had
breast implants classified as Class Il as breast implants were figured as longstanding and low
complication risk. In 1982, after several lawsuits, breast implants were now assigned as Class III,
and then in 1992, the Food and Drug Administration (FDA) issued the product recall. However,
the ban was lifted as plastic surgeons and manufacturers fought back; after that, the Food and Drug
Administration (FDA) only allowed surgeons to use saline implants on mastectomy patients, and
patients had to agree to be part of a research study. Dow Corning withheld evidence showing the

potential risk of silicone implants, even with letters from plastic surgeons, and looking at the
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information that is given to patients about implants included no information about the potential
risks. When the third legal case was brought forward in 1991 about the problems a patient was
having with the implants she received after her reconstruction surgery, it started a flood of
litigations; when the verdict was rendered on her case, there were 137 pending cases, but by the
end of the following month there were 3,558 cases against Dow Corning, after which they filed

for bankruptcy (Radoslovich, 2020).

What is Breast Implant Illness

Breast Implant Illness (BII) has been reported as a list of about 50 illnesses women are
experiencing after receiving implants. Many symptoms include pain, inflammation, fatigue,
blurred vision, breathing problems, anxiety, hair loss, headaches, and the list goes on; these
symptoms are associated with silicone and saline implants. When women go to their physicians,
many physicians are telling patients there is nothing wrong with them; women are going through
a series of tests with all results showing any reason for their illnesses (Patel, 2020). In the latter
part of the 1980s and the 1990s, there was an alarming number of breast implant ruptures (Figure
2), and women started reporting different ailments, all while the manufacturers were still reporting
breast implants to be safe. When implants are inserted into a woman's body, it creates a fibrous
capsule made of dense fibrosis, which restricts the blood supply; this can often contract, which can
cause a silicone leakage or saline implant to rupture (Figure 3) (Fleury, 2022). Many women have
been blown off when they are reaching out for help; they are seeking advice from psychiatrists
when the medical physicians are saying there is nothing wrong with them. Some women may not
experience symptoms for years, but some are having symptoms right after having breast implants
placed (Lachmansingh, 2022). Some of the symptoms mimic the autoimmune syndromes that are

seen in fibromyalgia and chronic fatigue syndrome. According to the American Society for
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Aesthetic Plastic Surgery, 2018 329,614 breast augmentations were performed, accounting for
77% of surgical procedures performed by plastic surgeons (American Society of Plastic Surgeons,

2018).

What is BIA-ALCL

In 2016, research was done to observe the changes in silicone implants in women who were
getting breast MRI scans; approximately 1,000 of the women had changes in their breasts from the
implants. They received more tests and looked to see the connection with Breast Implant-
Associated Anaplastic Large Cell Lymphoma (BIA-ALCL). The FDA started recognizing Breast
Implant Illness (BII) in late 2020, and women spread the word through social media sites, from
everyday women to celebrities. In 2019, manufacturers did a voluntary recall on textured implants
as they have been linked to Anaplastic Large Cell Lymphoma (ALCL); while all implants have a
risk of this cancer, the textured implants have a higher risk. Researchers are still looking for the
reason why implants are causing the illnesses, and it is being shown that many of the symptoms
go away once the implants and capsules are completely removed (Harvard Women's Health Watch,
2020). Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) is where fluid
accumulates around the implant, causing swelling in the breast; if caught early enough, removal
of the implant can cure the lymphoma, but if not caught early, the lymphoma can spread to tissues
and lymph nodes, causing the women to have to go through radiation, chemotherapy, or
immunotherapy. The World Health Organization (WHO) has just recently recognized Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) as a T-cell lymphoma, as

many women are receiving implants as reconstructive surgery for breast cancer.
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Testing for Women

According to (Suh, 2022), about 300,000 women are getting implants each year in the
United States, with about 30,000 and increasing each year are getting their implants removed due
to Breast Implant Illness (BII). Breast Implant Illness (BII) is also causing many auto-immune
diseases in women. If a physician suspects cancer in a patient, the first line of investigation should
be an ultrasound to look for any abnormalities. Breast MRIs can help determine how the implant
looks and if there are issues with the surrounding tissues (Figure 4). A positron emission
tomography scan (PET-TC) is also a great way to check the periprosthetic capsule around a breast
implant to see how it is forming and contracting the implant (Figure 5) (Fernandez, 2018). Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) has been found in women
seven to 10 years after implantation, and mainly with textured implants, but this can also happen
to any implant at any length of time. Canada Health Service estimates Breast Implant-Associated
Large Cell Lymphoma (BIA-ALCL) has two subtypes: “effusion-only” or “mass forming.”
“Effusion only” is a slowly progressive cancer and is found in the majority of women; “mass
forming” is more aggressive. Effusion can be treated with the removal of the implant and the intact
capsule, called a (total en-bloc capsulectomy) and can have a 93% chance of the woman going into
remission (Figure 6) (Mehdi, 2022). In a study looked at by (Zeyl, 2023), women with textured
implants have a 1/355 chance of being diagnosed with Breast Implant-Associated Large Cell
Lymphoma (BIA-ALCL). When a woman has a positive CD30 blood exam, this will prompt
additional breast examinations, which often include MRIs, ultrasounds, and often a surgical plan
when the malignancy is suspected. Women who have been diagnosed with Breast Implant-
Associated Large Cell Lymphoma (BIA-ALCL) have often come in complaining about breast pain

and swelling; often, these women are misdiagnosed when they first come in.
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Guidelines and Risk

The World Health Organization (WHO) has not set any guidelines for screening for Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) or Breast Implant Illness
(BII). However, the management has been using the guidelines for Anaplastic lymphoma kinase
negative (ALK-ALCL). In a recent study, five of 11 women with silicone implants and four of 11
women with saline implants have been diagnosed with breast implant-associated anaplastic large
cell lymphoma. Seven of the 11 women had textured implants. (Figure 7) shows the patients'
clinical and imaging characteristics (Dashevsky, 2018). When the associated risk was revealed in
2019 with breast implants and cancer, the Food and Drug Administration (FDA) requested the
recall of textured implants. However, their report did not recommend the removal of the textured
implants. The only request is that doctors inform patients about the risks and what patients need to

look for and request that doctors report the cases to MedWatch.

Psychiatric Problems with Women and Reconstruction

When a woman is diagnosed with breast cancer and has to undergo a mastectomy, this can
often put a woman’s mental health at risk. They often feel like less of a woman; they are not pretty,
which can affect their mental health; they will then turn to having implants put in to improve that
feeling. Between 2013 and 2018, Yale University did a review of women who went through breast
reconstructive surgery. Of the 1136 patients who received implants, 471 completed the survey, and
93 were previously diagnosed with psychiatric diagnoses. This can play a part in how a woman

can accept how they are feeling and how they can accept their new implants (Mehta, 2020).
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Possibility of Leaking Particles

In a recent study that was completed of 389 women who had silicone breast implants that
had them removed, 384 women had some silicone particles located in the tissues of their implants,
337 had some silicone particles outside of the surrounding capsule and into their lymph nodes, and
47 women only had some silicone found inside of their capsule. This can make the women feel
sick and cause issues with more areas of their bodies (Kijkman, 2024). There is no known test that
can validate and detect silicone bleeds from breast implants, but an MRI or Ultrasound can help
find ruptures in patients. Leakage of particles can happen when the silicone shell breaks down over
years or as capsular contraction constricts the implant, causing it to leak. The possibility of silicone
toxicity due to breast implants leaking silicone into the body has been found to pass into the

placenta and cause miscarriages to occur (Mustafa, 2022).

Visualization of Breast Tissue with Implants

Breast MRI is the best way to look at the breast in a prone position and use the dedicated
breast coil (Wiedenhoefer, 2015). Before implantation, a mammogram is mandatory for those who
are of age and are not at high risk of complications. This imaging will provide the physician with
a knowledge of what the women’s breast tissue looks like and ensure there are no issues before
surgery. Mammograms are expected to be completed as normal for women after implantations.
However, the breast implant can obscure the breast tissue over or under the breast implant, making
it harder to detect breast cancer (Johnson, 2013). There is a newer technique that is still not being
completely used but is rapidly growing in the detection of breast cancer, which is called Diffusion-
weighted MRI; this imaging can help in the differentiation of the benign and malignant breast

lesions and improve the quality of the imaging of the breast. Diffusion-weighted imaging uses
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motion-sensitizing gradients to measure the movements of water molecules and obstacles, and it

has been shown that malignant breasts have decreased water diffusion (Partridge, 2018).

When performing mammograms with implants, the provider must take extra precautions,
as the machine's squeeze on the breast tissue can rupture the implant. However, this imaging can
also determine if the implant has already ruptured. The number of breast surgeries increases the

risks of complications with mammography.

Breast Density

Breast density refers to the fibroglandular tissue and the fat that is in the women’s breasts
and how it is seen in mammogram imaging. The range is from no dense and all fat to almost no fat
and all dense tissue, which is looked at in four stages: almost entirely fat, scattered fibroglandular
densities, heterogeneously dense, and highly dense. Dense breasts can obscure imaging and mask
cancer cells; adding implants will also add a layer that will obscure imaging and hide cancer

(Gordon, 2022).

Research Methodology

This is a pilot study that looks to gain insights into the experiences women are having with
breast implants, with information that could be given to women preoperative to ensure they are
aware of the risk. Women who have been implanted would have had implant surgery if given the
information before surgery. This method will allow for an in-depth review of their symptoms and
what is being done to help women. In researching this topic, speaking with physicians, clinics, and

women in the surrounding area would be good. Often, you can easily find a friend or even a family
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member who has had implants removed. I know of three women close to me who have had

implants removed in the last four years.

Data Collection

In March 2023, the Food and Drug Administration (FDA) created a profile registry that
healthcare providers submit that will give updates on squamous cell carcinoma, various
lymphomas, and any other cancer that can be in the capsule that surrounds the breast implant. The
Food and Drug Administration (FDA) will review the reported data and release a safety
communication informing the public of the outcomes of the reports. This will help educate the
public about the issue. It has a recommendation for healthcare professionals and recommendations
for people who have or are considering breast implants, which provides links and information
about what can happen. The Food and Drug Administration (FDA) currently has a summary of 19
cases that have been reported, while there are many others that have not been reported (FDA,
2023). Creating a pilot study where information from the literature is given to patients and

consulted with a counselor before surgery could help ensure they are aware of all the risks.

Having a questionnaire that is presented to patients before surgery during consultation
would be an essential step in ensuring that patients are aware of the health issues and outcomes of
having breast implant surgery. As a healthcare administrator, creating a form such as the one found

in the attached link, Breast Implant Patient Decision Checklist Example (plasticsurgery.org), for

patients to read and talk with a counselor before surgery can be scheduled. Create a questionnaire
for patients after surgery, coming in for a 1-year post-operative check-up to look at whether or not
they felt informed enough of the risk of having breast implant surgery and that they feel good about

their procedure.


https://www.plasticsurgery.org/documents/Patient-Safety/Breast-Implant-Patient-Decision-Checklist-Example.pdf
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Ethical Issues

Ethical issues that could result from the pilot study include physicians not fully explaining
to patients the risks of not performing surgeries, which could result in surgeons losing money.
Often, surgeons and clinics will do things to benefit them, and not performing surgeries will cost
them money. Patients could agree to the risk of receiving the surgery but still not fully understand
the possible health outcomes. Patient safety should always be the priority of the clinic and
physicians. There is always a risk of recalls of the products due to implant materials, as well as
balancing the patient’s well-being with financial concerns they are facing from having breast
implant surgery. Surgical physicians' thoughts should always be in the patient's best interest,
especially with elective surgeries. What are the benefits versus issues that could arise for women
who have had breast cancer with a total mastectomy for receiving breast implants? Could this be

beneficial to women or harm their health?

Results

Results from the pilot study will need to be compared to the studies of the women who
come in for consultations and fill out the questionnaire and the women who return for their one-
year postoperative checkup to understand what information we are providing patients to make
clear and concise decisions about receiving breast implants. This will give us the numbers of
women who decide against getting implants once they receive the information, how many women
are happy with their implants after a year of implantation, and how many women decide to remove

their breast implants after that time, even with the information due to illness.

Discussion
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Healthcare administrators can help women understand all the risks involved by ensuring
information throughout hospitals and clinics within our systems. Breast implants do create a lot of
revenue for physicians. However, with the increasing knowledge about Breast Implant Illness (BII)
and Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL), more women are
suing and winning for harm, so our goal should be to keep our systems at low risk by providing as
much information as possible to patients and family members. While not all women will get sick,
we need to create a way for women to have discussions with other women for and against having
implants put in. Some women are having implants put in after having a mastectomy for cancer and
then getting sick from implants. There have been quotes, “Yes, these are fake, my real ones tried
to kill me,” but then I have also seen some saying, “My real ones tried to kill me, and so did the
fake ones.” We need to show women that it is okay to be authentic and that they are beautiful. An
article in “What 7 Women Wish They Knew Before Removing Their Breast Implants” talks about
what women wish they had known about what they would feel and look like after removing
implants. So many get implants to feel better about themselves, but truth be told, they never feel
100%. Many women are afraid of what they will look like after removing their breast implants
after having these stretching their skin for years. These seven women talk about how they can be
happy with less-than-perfect breasts, how the recovery is long but worth it, that they felt better
after their breast implants were removed, how explanting can be emotional that it takes some
getting used to seeing them without the breast implants they will need lots of rest. They end up
loving their breasts more than ever. Women have this conception that breast implants will make
them beautiful but never think about what they can also do to them: back pain, stress on the body,

feeling sick, and often emotions about their new look (Edgar, 2023).
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There are many social media pages that women are joining to talk about their experiences
with how they feel with their breast implants, what they are going through with the removal, who
they are using, what they are paying, and just emotional support with many of them having over
40,000 women in them. Podcasts and shows are being made about breast implants and what they
are doing to women. There is a surgeon in Little Rock, Arkansas, who has been on the news and
is one of the leading doctors women are talking about in this area to have their breast implants
removed; when removing implants, you need to ensure you also remove the capsule around them,
having this done with can cost you around $6,000, but even higher at times depending on the issues

a woman may have for this procedure.

Limitations

Limited quality of the long-term data on breast implant patients will continue to make it
difficult to conduct studies, along with patients having to self-report symptoms and the accuracy
of physicians documenting these reports. Women who do the study may not represent the broader
population, leading to selection bias, and women who have symptoms are more likely to participate
versus the women who do not have any symptoms, which will have an impact on the overall
findings. There will be a hard time controlling the variables due to the lifestyles of women, pre-
existing health conditions, and genetics, which can affect any research being done. Long-term
studies would have to be done as most Breast Implant-Associated Anaplastic Large Cell
Lymphoma (BIA-ALCL) does not affect women until years later. However, Breast Implant Illness
(BII) can affect women in the short term. While Breast Implant Illness (BII) and Breast Implant-
Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) are known, the cases of Breast
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) are rare and commonly

associated with textured implant can make this harder to study since you need a larger group.
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No specific test can also be run to determine Breast Implant Illness (BII); it is just
determined by what symptoms women complain about. Doctors are not fully aware of these
conditions yet, which makes it even harder to determine what is wrong with their patients. Another
limitation could be that positive findings are more likely to be published than negative findings,
leading to a bias in the outcomes. Media coverage of celebrities can cause regular women to admire
them and then start saying they have problems when they do not. Breast implants have been around
for many years, and while the issues of them are just coming to light, more women still feel they
are safe and this will not happen to them. There needs to be some collaboration between healthcare
providers, researchers, and regulatory systems to look at a comprehensive understanding of the

health implications of breast implants and the health of the patients.

Future Research

With future research, we could get physicians to have yearly checkups on the women who
receive implants to ensure they are still doing well. With the risk of rupture, leaks, mold (see Figure
9), and flipping, these should be mandatory checks to ensure women’s health and safety. If a
physician does not do yearly checkups, could we hire a company that does yearly surveys with the
women? All implants have a serial number so that they can be traced by the women. Many states
have medical students who offer patient experiences, so this could also be a clinic they offer to
women as part of their training. Future research needs to be continued on breast implants and the
materials used in patients to ensure they use the highest quality materials. Silicone shells continue

to be harmful, so with research, we can find material that will not affect women's health.
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Role of Administrators

Healthcare administrators have many roles within an organization, ensuring the efficient
delivery of healthcare services. They continuously work on strategic planning, financial
management, personnel management, regulatory compliances, quality improvements, technology
integration, risk management, policy development and implementation, and ensuring the
organization's infrastructure is in working order. While every department plays a crucial role in the
organization, without the oversight of the healthcare administrator, departments would not run
smoothly. We will need to ensure that plastic surgeons follow our guidelines and policies in
providing the proper information to patients during consultations and that they understand the risks
of their elective surgery. Without the administrator reviewing outcomes from surveys and ensuring
the physicians are keeping the highest research and knowledge possible on the subject matter, to
ensure patient safety, knowledge, and continued growth for our organization with the best quality

of care.

How Breast Implant Illness and Cancer Applies to a National Level

When looking at Breast Implant Illness (BII) and associated cancers at a national level, you
would create a collaboration between healthcare providers to gather and analyze data on patients
with breast implants to help identify potential cases and review the data to collect relevant
information. There could be a national registry for individuals with breast implants to help track
health outcomes post-implantation. Effective communication is an essential part of being
transparent with the public about their ongoing research and recommendations relevant to breast

implants and creating an educational center to enhance the public's knowledge about breast
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implants and the associated risks to help individuals considering breast implants so they can be

fully aware of the associated risks.

Public awareness and education can help raise awareness about the associated risks of
Breast Implant Illness (BII) and cancer. Public health campaigns can ensure that women know the
risks and receive yearly screenings to watch for any issues that can come to light. National
regulatory services can regulate by creating a safety group to oversee the implants, review existing
regulations, and monitor the long-term safety of the implants. There needs to be more funding
allocated to research to investigate breast cancer and Breast Implant Illness (BII), which can also

be used for the development of safer materials and techniques.

Conclusion

While breast cancer is more common than Breast Implant-Associated Anaplastic Large
Cell Lymphoma (BIA-ALCL), women should get regular mammograms to watch for any
problems. Dow Corning filed for bankruptcy in 1995, and Sientra filed for bankruptcy on February
13, 2024; with the decrease in sales, they reported an $82 million in debt from declining sales.
Sientra is claiming the decline is undoubtedly due to COVID-19, but women know the absolute
truth about why sales are declining; they see their bodies as beautiful and do not need implants to
create a body image that they think people want to see. Sientra was the third FDA-approved
company to produce and sell implants (American Society of Plastic Surgeons, 2024). Mentor
manufacturers have now started putting warning labels on the boxes of their implants warning
about the risks, but women never see these boxes. Only the surgeons do, so this seems to be an
irreverent warning label (see Figure 10). Some women claim breast implants can be a struggle

every day to find the right clothes, bra, and ways to relieve back pain for many, while others will
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always say it was the best decision they ever made. While I agree that everyone has the right to
decide what is best for them, they should also have all the information possible to make that
decision.

Using all the latest and greatest blood tests, imaging, and precautions is not 100% accurate
in detecting forms of cancers, illnesses, or infections that may be caused by having breast implants
inserted in the body. Women can fall victim to not only being diagnosed with Breast Implant [llness
(BII), Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) but also ruptured
implants, extracapsular rupture, intracapsular ruptures, gel bleeds, capsular contraction, infections,
and hematomas but also breast cancer that may not be able to be detected due to the implant
preventing detections. While it is reported that breast implants are the most studied device, they
will never tell you the whole truth. Breast implants are not safe and never will be, but the problem
is with money. Breast implants create colossal revenue that would be lost if these are taken off the
market. The government, physicians, and hospitals do not consider patient safety as they should.
In the United States, we have so many medications, practices, and devices that are allowed to be
used on people that are banned in other countries; requirements, procedures, and patient safety
should be looked at harder than what they currently are and stop letting money motivate people to

approve items that should not be used.
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Tables and Figures

Present

2019 ‘

Research is
increasingly
FDA ].'I.D].d.i- a fﬂ I an

l'u:ari.nF on breast implants
complications

2008 ‘

1999 ‘

10M rel approval of of | I

Reinstated

962 M aeport g i"i‘;;’;“tf"l implants
Silicone insufficient
breast evidence for
implants BII
were first
introduced

Figure 1 Timeline of Breast Implants

Figure 2 Ruptured Silicone Implant
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Figure 3 Image of Intracapsular Contraction

Figure 4 MRI of Breast with Implant
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Figure 6 Silicone Implant with Capsule

28
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TABLE 1 Patient clinical and imaging characteristics

Reason Years from
Age for Implant first ALCL  Physical
Case (years) implant Implant Textured side Location placement  Side Exam Imaging findings and Modality
1 54 Left Silicone U Bilateral U 14 Right Swelling U
DCIs
2 50 Left IDC U Y Bilateral U -] Left Swelling U
3 51 Left IDC  Saline ¥ Bilateral Subpectoral & Left Asymptomatic  US/MRL: Peri-implant seroma;
PET avid nodular thickening of
implant capsule
4 35 Left IDC U u Left u 12 Left Erythema and  US: Peri-implant seroma +mass;
mass PET: mass and axillary lymph
node FDG-avid
5 55 Left Saline ¥ Bilateral Subpectoral 11 Right  Swelling US5: Peri-implant seroma; PET
DCis avid
& 50 Right Saline Y Bilateral Subpectoral 9 Left Swelling PET/CT: Peri-implant seroma (BIA
ILC ALCL), liver, peritoneal and bone
metastases
7 35 Cosmetic  Silicone U Bilateral Subpectoral 8 Right Swelling MRI: Peri-implant seroma, axillary
adenopathy
8 44 Cosmetic  Silicone U Bilateral Subglandular 14 Left Contracture MRLE Implant rupture. Fluid,
breast thickening
g 51 Right Saline ¥ Bilateral Subpectoral 6 Left Swelling US: Septated peri-implant
ILC collection
10 77 Bilateral  Silicone Y Bilateral Subpectoral 11 Right  Mass US5: Peri-implant seroma; MRI:
DCIS chest wall mass. FDG-avid on
PET
11 72 Left IDC, Silicone Y Bilateral Subpectoral 13 Right  Enlarging US: Peri-implant seroma
Right breast
DCIs

ALCL. anaplastic large cell ymphoma: BIA ALCL, Breast implant-associated anaplastic large cell lymphoma; DCIS, ductal carcinoma in situ; FDG,
Fludeowyglucese; IDC, invasive ductal carcinoma; ILC, invasive lobular carcinoma; MRI, Magnetic Resonance Imaging: PET, Positron Emission Tomogra-
phy: U, Unknown; US, Ultrasound: Y, Yes.

Figure 7 Clinical and Imaging Characteristics
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Figure 9 Mold in Implant

WARNING:
+  Breast implanis are not considered lifetime devices. The longer people have them, the greater the chances are that they will develop

complications, some of which will require more surgery.

+  Breast implanis have been associated with the development of a cancer of the immune system called breast implant-associated anaplasiic
large cell lymphoma (BIA-ALCL). This cancer occurs maore commonly in patients with textured breast implants than smooth implants, although
rates are not well defined. Some patients have died from BIA-ALCL.

*  Patients receiving breast implants have reported a variety of systemic symptoms such as joint pain, muscle aches, confusion, chronic fatigue,

autcimmune dizeases and others. Individual patient risk for developing these sympioms has not been well established. Some patients report

compleie resolufion of symptems when the implants are remaved without replacement.

Figure 10 Mentor Warning Label
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