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INTRODUCTION

terine fibroids are the most common gynecological condition among women, with lifetime

prevalence exceeding 80% among black women and approaching 70% among white

women.! Uterine fibroids are usually noncancerous growths that develop within the muscle
tissue of the uterus. Some fibroids never cause any symptoms or problems, and many women will
never know they have this condition.2 But in rare circumstances, uterine fibroids may lead to
devastating personal health consequences for women and their loved ones.

Since most women have fibroids, the line between normal and abnormal can be blurry. For
example, is having uterine fibroids actually the norm? And are fibroid symptoms therefore
“normal,” or should they be cause for concern? When is it time to see a health care provider? When
is treatment appropriate and what treatment best meets each woman’s needs and preferences?
This understandable and common confusion unfortunately results in an underappreciation of
fibroids as a clinical problem, delay in identification of symptoms and treatment, and avoidable
economic and emotional costs.

WHAT ARE UTERINE FIBROIDS?

terine fibroids, also called leiomyomas or
myomas, are common, usually noncancerous Uterine fibrolds
growths of the uterus. They are of varying size

—— Pedunculated
submucosal

and are distinct from the surrounding tissue.3 Some are

so small, they are undetectable to the human eye;
others are large enough to reshape the uterus itself,

Submucosal

particularly when multiple fibroids are present.

Pedunculated

Subserosal subserosal

Uterine fibroids grow in various locations within the
uterus.* Intramural fibroids are found within the o
muscular uterine wall; submucosal fibroids grow into
the uterine cavity; subserosal fibroids extend beyond
the uterus into the pelvic cavity. Uterine fibroids also

grow at different rates and in different ways: some

very slowly, others very quickly. Some fibroids grow
and then stop; some get smaller on their own. Fibroids tend to shrink after menopause as hormone
production decreases.5 Exactly why or how uterine fibroids grow is unknown, but ongoing research
indicates genetic changes, hormones, and other growth factors in the body seem to play a role.



While it is extremely rare, there is a very small chance (less than one in 1,000) that a woman will
have a cancerous fibroid, called a leiomyosarcoma.6 Importantly, existing, noncancerous fibroids
cannot become cancerous and there is no known association between leiomyosarcoma and other
forms of cancer.

Uterine fibroids are the most common gynecological condition among women.” While prevalence
estimates vary, lifetime prevalence of uterine fibroids among black women exceeds 80%, and
approaches 70% for white women.8 Prevalence estimates for other racial and ethnic groups are not
available in the literature. Many of these women will have asymptomatic or undiagnosed uterine
fibroids. However, one study estimates that about 25% of all white and 50% of all black women will
experience symptomatic fibroids during their lifetime.?

RISK FACTORS

While the exact cause of uterine fibroids is unknown, the greatest risk factor is simply being a
woman of reproductive age with a uterus.10 Other major risk factors include increasing age up to
menopause and black race.!l (This paper offers a detailed discussion of the specific impact for
African American women below.) But other factors may contribute as well, including hereditary
risk, specific genetic mutations, environmental factors, onset of early menstruation, oral
contraceptive use before age 16, obesity, alcohol use, vitamin D deficiency, and a nutritional intake
higher in red meat and lower in green vegetables, fruit, and dairy. Use of progestin-only injectable
contraceptives, a diet higher in fruit, vegetables, and low-fat dairy products, and having more
pregnancies that reach a viable gestational age are associated with a reduced risk of fibroids.12

SYMPTOMS

Common symptoms of uterine fibroids include heavy menstrual bleeding, menstrual periods lasting
more than a week, pelvic or lower abdominal pain or pressure, frequent urination, difficulty
emptying the bladder, constipation, pain during intercourse, and backache or leg pain.!3 Large
fibroids that lead to an enlarged uterus can also cause symptoms including bowel and bladder
dysfunction and abdominal protrusion.14 Severe fibroid symptoms can be disabling, leading to
anemia, urinary tract infections, and kidney damage.15

Women with uterine fibroids may also be more likely to experience difficulties during pregnancy
and childbirth. Though it is uncommon, fibroids are associated with infertility.16 Most women,
however, experience healthy pregnancies and births.1?

DETECTION AND DIAGNOSIS

terine fibroids are often found during a routine pelvic exam. If uterine fibroids are
suspected, a patient’s health care provider may order imaging tests.18 Ultrasound, which
uses sound waves to allow mapping and measurement of fibroids within the uterus, is often



the first imaging test used in fibroid diagnosis. An ultrasound may be done on the abdomen
(transabdominal) or inside the vagina (transvaginal).

If additional information is needed after an ultrasound, a provider might order:

* Magnetic Resonance Imaging (MRI);

* Hysterosonography, which uses sterile saline (salt water) to distend the uterine cavity to
obtain better images;

* Hysterosalpingography, which uses dye to highlight the uterine cavity and fallopian tubes
on x-ray images; or

* Hysteroscopy, which uses a small endoscope and fluid to examine the walls of the uterus
and openings to the fallopian tubes.1?

Health care providers may also order lab tests such as a complete blood count (CBC) for patients
reporting abnormal menstrual bleeding.20® A CBC can determine if abnormal bleeding has led to
anemia, a deficiency of red blood cells or hemoglobin in the blood.

DIAGNOSIS CHALLENGES

adly, even with all the diagnostic tools described above, women with symptomatic uterine

fibroids wait an average of 3.6 years before seeking diagnosis or treatment, and nearly one-

third wait more than five years. 21 When women do seek care, they see two or more providers
in order to obtain a proper diagnosis.

Surveys of women with symptomatic or recently-treated uterine fibroids reveal some reasons for
this behavior. First, women report limited knowledge of fibroids: 48 percent of women with
fibroids indicated no knowledge of the condition before diagnosis.22 Second, about two-thirds of
women did not believe they were at risk for developing fibroids. Third, women try to ignore the
issue altogether, using “avoidance-based coping strategies” and dissociating, or distancing
themselves, from their fibroid symptoms.

A final, key reason cited for delayed diagnosis is the perception that the symptoms - heavy
menstrual bleeding, lengthy menstrual periods, or pain during intercourse - are “normal” and
therefore not deserving of personal or medical attention.23

WHAT IS NORMAL?

So what is normal? The average length of a menstrual cycle, measured from the first day of one
period to the first day of the next period, is 28 days long.2¢ However, cycles ranging from 21 to 35
days are considered normal. Menstrual cycles tend to become shorter and more consistent as
women age, but may become less consistent as menopause approaches. The length of a period can
also vary by month and among different women, but is typically three to five days.25 A period
lasting two to seven days is considered normal.



On average, a woman loses approximately two to three tablespoons of blood during her period.26
(Menstrual blood comprises approximately 30-50% of menstrual flow, which also includes
endometrial lining, cervical mucus, and other components.2?) However, measuring blood loss can
be challenging for a woman in the absence of clinical tools to measure hemoglobin contained in
used menstrual sanitary supplies.28

Given these challenges in measuring blood loss, the following guidelines have been developed to
help identify heavy menstrual bleeding. A call to a health care provider may be warranted if the
following heavy menstrual bleeding symptoms are present:

* A period that lasts longer than 8 days;

* Using (bleeding through) one or more pads or tampons every two to three hours;

* Passing menstrual clots larger than the size of a quarter;

* Feeling lightheaded, weak, dizzy, out of breath, or tired, which may be symptoms of anemia,
a condition that occurs due to a lack of iron that impedes the ability of blood cells to carry
oxygen around the body. 29

Menstrual pain and cramping are also hard to measure. Menstrual pain, or dysmenorrhea, is the
most common problem women have with periods, affecting more than half of women.30 Some pain,
called primary dysmenorrhea, is common and is caused by the uterus contracting to shed the
endometrial lining. This type of menstrual pain typically lessens as women age. However,
secondary dysmenorrhea may indicate another health problem. This type of pain worsens as a
woman ages and also lasts longer than typically period cramps. Menstrual pain that cannot be
managed with over-the-counter pain medication or that interferes with work or school is reason to
speak with a health care provider.3!

MENTAL HEALTH CHALLENGES

nce diagnosed, some women and their families suffer major emotional health consequences.

In a 2015 study of patients with symptomatic, diagnosed uterine fibroids, most women

reported fear, anxiety, anger, and/or depression. 32 Half of the women reported feeling
helpless and without control over their fibroids. Many of these women worried that their fibroids
would grow, that they would have additional health complications, that they would need a
hysterectomy, or that their fibroids could become cancerous (though, as described above,
noncancerous fibroids do not become cancerous).33

Many women with symptomatic, diagnosed uterine fibroids also report a negative self-image,
including feeling less attractive, which can lead to intimacy challenges with their partners.34 In fact,
loss of sexual intimacy is among the greatest fears for women with symptomatic uterine fibroids,
with 52% of women concerned about their sexual function.35 A diagnosis of uterine fibroids may
also negatively influence women’s non-sexual relationships, with more than one in five women with



symptomatic fibroids reporting that fibroids impede their ability to care for their home and
children and interfere with relationships with family and friends.36

EcoNoMIC COSTS

n addition to the emotional and mental health costs of uterine fibroids, fibroids are also

financially costly both for patients and the health care system. Direct annual health care system

costs attributable to uterine fibroids exceed $9.4 billion.3” Patients themselves also bear costs
associated with lost wages, lost productivity, and short-term disability. In fact, nearly one-third of
women with symptomatic uterine fibroids report missing work due to their condition, and 24%
believe their symptoms prevented them from reaching their career potential.38 Altogether, these
costs to patients amount to roughly $4,624 per woman in the first year of diagnosis, and between
$5 billion and $17 billion for all women.39

UTERINE FIBROIDS AND AFRICAN AMERICAN WOMEN

frican American women are more likely to have fibroids than women of other racial groups

- a threefold greater incidence and relative risk of fibroids - and they are more likely to

have fibroids at younger ages, to have bigger fibroids, and to have multiple fibroids.4° Sadly,
with such high incidence, uterine fibroid symptoms might seem even more “normal” in this cohort.

African American women are also 2.4 times more likely to undergo a hysterectomy to treat fibroids
and 6.8 times more likely to undergo myomectomy (which removes the fibroids but leaves the
uterus intact).4! (See below for more information on these and other treatment options.) African
American women with fibroids are also more likely to have preoperative anemia and severe pelvic
pain.42

A 2012 survey of women with symptomatic uterine fibroids also revealed that African American
women were significantly more likely to have severe or very severe symptoms including#3:

* Heavy or prolonged menses;

* Menstrual cramps;

* Passage of clots during their period;
* Interference with physical activities;
* Interference with relationships; and
* Missed days of work.

In fact, this same survey revealed that African American women with fibroids report abdominal
bloating, pressure, and protrusion at two times the rate of Caucasian women. They report anemia at
three times the rate of Caucasian women.

African American women also report greater disruption to everyday life. Twenty-two percent
report that fibroids affected their relationship with a significant other and 14% report that fibroids



affected their ability to care for their home or children. Fibroids also cause a disproportionate
economic impact on African American women, as they are 77% more likely to miss work due to
fibroids than Caucasian women.

A diagnosis of uterine fibroids also seems to cause greater emotional distress and anxiety for
African American women than for Caucasian women.44 While black and white women report equal
levels of concern about needing a future hysterectomy or that fibroids might cause cancer, black
women report certain anxieties with much greater frequency, including that:

* Fibroids will affect my sex life;

* Fibroids will affect my relationship with my significant other;

* Fibroids will affect my ability to have a successful and healthy pregnancy; and
* Fibroids will make me depressed.

Notably, anxiety about treatment for fibroids revealed an even greater racial gap.*> African
American women reported much higher rates of concern that fibroid treatments would
compromise their fertility, their ability to have a healthy pregnancy, their own sense of femininity,
and the potential for scarring.

TREATMENT OPTIONS

ollowing diagnosis, uterine fibroid treatment and care options depend upon the severity of a

woman’s symptoms, the location of the fibroids, the type of fibroids, and personal

preferences, particularly with regard to pregnancy. In surveys, women, especially African
American women, express clear preferences for treatment options that avoid invasive surgery,
preserve the uterus, and preserve fertility for those of childbearing age.46

For women with asymptomatic fibroids, treatment is generally unnecessary and is not supported
by evidence.*” For these women, as well as for those who report mild symptoms that are not
measurably affecting their lives, “watchful waiting” is often the chosen treatment course. “Watchful
waiting” involves monitoring the fibroid(s) for growth and monitoring symptom presentation or
progression. This approach is often selected by women with mild symptoms who are approaching
menopause, when fibroids typically shrink and symptoms decrease.

For symptomatic uterine fibroids, patients and their health care providers have a variety of options
including medication, noninvasive procedures, minimally invasive procedures, and traditional
surgical procedures. Ongoing research seeks to compare all of the treatment options outlined
below, and to better understand the risks and benefits of each, with the goal of helping women and
their loved ones make informed treatment decisions.?8 The treatment options presented here may
not be appropriate for all women and should be considered only when under the care of a trained
health care provider.



MEDICATION

Medication may be used to treat fibroid symptoms, including cramping, heavy bleeding, and painful
periods, or to temporarily shrink fibroids, sometimes in preparation for surgical treatment
options.4?

Medications approved to treat symptoms associated with uterine fibroids (but that do not treat the
fibroids directly):

* Over-the-counter pain medications, including acetaminophen and nonsteroidal anti-
inflammatory drugs (NSAIDs), such as ibuprofen or naproxen, can help relieve pain,
cramping, and decrease menstrual bleeding, but do not treat the fibroids themselves.

* Iron supplementation may help treat symptoms of anemia, which may be caused by heavy
menstrual periods.50

* Hormonal birth control, including oral contraceptives, combined hormonal vaginal rings,
and levonorgestrel-releasing intrauterine devices (IUDs) and other long-acting reversible
contraceptive (LARC) methods, can help treat heavy and prolonged menstrual bleeding that
often accompanies uterine fibroids, though they are not approved by the U.S. Food and Drug
Administration (FDA) for this purpose. The Mirena (L-IUD) is FDA approved for the
treatment of heavy menstrual bleeding.

* Tranexamic acid, an oral antifibrinolytic agent approved for the treatment of heavy
menstrual bleeding, is taken only during heavy menstrual bleeding and can help decrease
bleeding, usually with minimal side effects.51

Medications to temporarily shrink fibroids (upon cessation of medication, fibroids return in size):

* Gonadotropin-releasing Hormone (GnRH) agonists and antagonists may shrink
fibroids, but only during treatment.52 These medications temporarily place a woman’s body
into menopause and are primarily indicated for short-term use, such as to reduce fibroid
size in preparation for a less invasive surgical procedure or when a woman is approaching
menopause.53 One GnRH agonist, leuprolide, is approved for short-term use in a specific
population of women with symptomatic uterine fibroids while another, elagolix, is
approved to manage moderate to severe pain associated with endometriosis.54

* Progesterone receptor modulators, such as mifepristone and ulipristal acetate, use a
different mechanism to shrink fibroids, also helping to decrease symptoms. Although both
are approved by the FDA for other purposes, they are not FDA approved to treat uterine
fibroids or symptoms.55 At the time of publication, the FDA has not yet approved ulipristal
acetate for the treatment of abnormal uterine bleeding in women with fibroids.

* Aromatase inhibitors and androgenic steroids have shown some promising results in
treating fibroids but they are not FDA approved for this use and more evidence is required
to support their use.



NONINVASIVE PROCEDURES

Focused ultrasound surgery, guided by magnetic resonance imaging (MRI), is a noninvasive surgical
procedure that uses sound waves to heat and destroy fibroid tissue.5¢ Side effects for this procedure
are rare and there is some evidence for high rates of successful pregnancy following the procedure,
but more research is necessary.5’

MINIMALLY INVASIVE PROCEDURES

Various minimally invasive procedures, which minimize surgical incisions and are often performed
using thin needles and/or small scopes, are available for the treatment of uterine fibroids:

* Myomectomy, which may be performed using minimally invasive or traditional surgical
techniques, is an option for women with symptomatic uterine fibroids. In this procedure,
fibroids are removed but the uterus is left intact.58 Depending on the type, size, and location
of fibroids, a physician may perform a hysteroscopic myomectomy, in which instruments
are inserted through the vagina, or a laparoscopic or robotic myomectomy, using small
incisions made in the abdomen.>® Myomectomy is the first-line therapy for most women in
whom submucosal fibroids are the cause of bleeding, and results in rapid recovery and a
beneficial effect on future pregnancy.s0

* Radiofrequency ablation, which gained FDA approval in 2012, directs radiofrequency
energy directly into each uterine fibroid, causing cell death.6! Known as the Acessa
procedure, this treatment innovation can target almost all fibroid sizes and locations and,
because it requires just two, one-centimeter abdominal incisions, recovery is measured in
days, rather than weeks.62 Due to its more recent approval, limited data on side effects and
the impact on subsequent pregnancy are available.63 A similar device, the Sonata system,
gained FDA approval in August 2018.64 Like the Acessa system, the Sonata system provides
radiofrequency ablation of uterine fibroids, but uses a transcervical approach that does not
require incisions.65

* Uterine artery embolization, which eliminates the flow of blood to the fibroids, can shrink
fibroids and relieve symptoms.¢¢ In this minimally invasive procedure, an interventional
radiologist uses either the femoral or radial artery to gain access to the vessels that supply
blood to the uterus. The impact of embolization on future pregnancies requires future
study. While successful deliveries have been reported, a randomized trial found a higher
rate of delivery and lower rate of miscarriage following myomectomy compared to
embolization.6”

* Endometrial ablation is another minimally invasive procedure that uses various agents,
such as heat, electric current, or microwave energy, to destroy the endometrium.68 This
option either eliminates menstruation or significantly reduces menstrual bleeding. Because
it increases the risk of pregnancy complications, pregnancy is not recommended after this
procedure.



TRADITIONAL SURGICAL PROCEDURES

Hysterectomy, which is complete removal of the uterus, is a common option for women who have
completed childbearing, accounting for nearly three quarters of all fibroid surgical procedures.® It
also provides the most effective treatment for fibroids since it eliminates the risk of new fibroid
formation.”0 It is, however, a major surgery and comes with a higher risk of complications and
longer recovery time than other nonsurgical or minimally invasive treatment options.”!

Laparoscopic hysterectomy is an alternative to traditional hysterectomy and does not require a
large incision. Until 2014, when the FDA began issuing safety warnings about its use, some
laparoscopic hysterectomies were accompanied by power morcellation. Power morcellation divides
the uterus so it can be removed through small incisions. However, it may also introduce a risk that
undiagnosed uterine cancer may be spread throughout the abdomen and pelvis, and the FDA now
discourages the use of power morcellation during hysterectomy or myomectomy for uterine
fibroids. 72 The use of power morcellation dropped significantly following the FDA’s safety
communications.”3

HEALTH SYSTEM CHALLENGES

he U.S. health care system presents several challenges to detecting, diagnosing, and treating
uterine fibroids and furthering understanding and awareness of the condition among
patients and health care providers.

First, insurance coverage may be a barrier to accessing care. While most insurance plans are now
required to provide coverage of an annual well women visit without cost-sharing, any non-routine
screening or testing, such as that conducted to diagnose fibroids, or fibroid treatment is generally
subject to the health plan’s typical cost-sharing requirements.

Second, the health system is also challenged by the insufficiency of research on uterine fibroids and
significant gaps in the existing research. In 2011, the U.S. Agency for Healthcare Research and
Quality (AHRQ) offered an assessment of current evidence on fibroids. They concluded that current
literature is limited by significant gaps.”¢ Some of these relate to key components of study design,
including validity, study population size, use of validated measures, and the direct comparison of
treatment options. AHRQ also called for the development of “patient centered outcome measures
for fibroid care.”

AHRQ also noted lack of content in certain key areas, such as disease burden, predictors of
symptom development and resolution, variation in care-seeking, health and quality of life
outcomes, risks to fertility and future pregnancy complications, and specific disparities between
white and black women, among other areas.”s While research indicates that uterine fibroids are
most common among black women and least common among Asian women, data regarding other
racial differences are more limited, though one study of women in the first trimester of pregnancy
did find differences in incidence for black, Hispanic, and Caucasian women.”6



The reasons for these differences are largely unknown, though researchers have explored potential
explanations, including racial differences in the biosynthesis and metabolism of the hormone
estrogen, differences in how the body receives and expresses steroid hormones, and differences in
RNA.77 Other studies have analyzed genetic, lifestyle, dietary, and stress factors in these racial
differences, but these factors do not completely explain observed incidence.”8

PATIENT AND FAMILY AWARENESS

omen must be advocates for their own health, and for the health of their loved ones to

support them in seeking care when any symptoms of uterine fibroids are present. Health

care providers also must understand what is considered a “normal” menstrual cycle and
ask patients about these and other uterine fibroid symptoms.

CARE About Fibroids developed the Fibroid MAP to help women and their health care providers
detect symptomatic uterine fibroids. Using the MAP acronym can help women and their providers
flag any Menstrual changes, Abdominal, urinary, or bowel problems, or Pain, pressure, and
reproductive problems for discussion and follow up.

Following the Fibroid MAP can help
detect symptomatic uterine fibroids.

Menstrual Changes
* Longer, more frequent or heavier periods

* Menstrual cramps

¢ Vaginal bleeding at times other than during period

* Heavy vaginal bleeding may cause anemia

Abdominal, Urinary and Bowel Problems
e Abdominal cramps

e Painin the abdomen and lower back
» Difficulty urinating or frequent urination

« Constipation, rectal pain

Pain, Pressure and Reproductive Problems
e Enlargement, bloating of the lower abdomen

e Pain during sex

o Complications during pregnancy and labor

o Infertility (a rare problem)

careaboutfibroids.org




In addition, the American College of Obstetricians and Gynecologists has developed a list of signs
and symptoms that may signal the need for fibroid treatment, including:

* Heavy or painful menstrual periods that cause anemia or that disrupt a woman’s normal
activities

* Bleeding between periods

* Uncertainty whether the growth is a fibroid or another type of tumor, such as an ovarian
tumor

* Rapid increase in growth of the fibroid

* Infertility

* Pelvic pain.”79

LOOKING AHEAD

mproved awareness and understanding of the signs and symptoms of uterine fibroids is

imperative. Patients, their loved ones, and their health care providers must work towards

earlier diagnosis and access to appropriate care. In addition, more research is needed to shed
greater light on differences in uterine fibroid incidence among many different racial and ethnic
groups, as well as to better understand causes for and potential mitigation of the disproportionate
impact of uterine fibroids on black women. When treatment is indicated, insurance coverage
policies must ensure that women can access that treatment with reasonable cost-sharing
requirements. All of these things must be supported by thoughtful public policy that places focus on
women and their loved ones who are navigating a complicated health care system, often with little
knowledge of their condition, or even awareness that their symptoms are not “normal.”

In spite of these challenges, there is reason for hope. Women and their families today have a
number of effective diagnosis and treatment options for uterine fibroids and symptoms, including
medication as well as noninvasive, minimally invasive, and traditional surgical procedural options.
In addition, research continues on innovative new diagnosis and treatment options that preserve
women’s fertility, as well as on comparative effectiveness research to help women, their loved ones,
and their health care providers make informed treatment decisions.8? For example, research is
underway on screening methods to determine if a uterine tumor or fibroid is cancerous prior to
treatment.8! With a reliable method to determine that tumors are not cancerous, power
morcellation, which helps to reduce complications in laparoscopic uterine fibroid procedures, may
become more prevalent, helping women avoid a more invasive, traditional hysterectomy.

In addition, as briefly mentioned above, as of this writing, the FDA has not yet approved the
pharmaceutical ulipristal acetate for treatment of uterine fibroids. Ulipristal acetate is approved in
the U.S. for another indication, as emergency contraception, and approved in Europe and Canada
for pre-surgical treatment of fibroids.82 Studies have found the drug can induce cell death in the
fibroids, decrease proliferation of fibroids, and reduce fibroid size. In addition, ulipristal acetate
shows great promise in fertility preservation, with one study finding 71% of women treated with



ulipristal acetate for uterine fibroids achieved pregnancy following conclusion of ulipristal, and
66% of these pregnancies resulted in live births.83

More pharmaceutical treatment options may soon be available, with clinical trials of three drugs to
treat heavy menstrual bleeding due to uterine fibroids currently underway. One trial is evaluating
elagolix, a gonadotropin-releasing hormone agonist, alone and in combination with
estradiol/norethindrone acetate, an estrogen progestin combination therapy.84 This Phase 3 trial is
estimated to be completed by December 21, 2018. Phase 3 trials are underway for a gonadotropin-
releasing hormone receptor antagonist, relugolix, which also treats heavy menstrual bleeding due
to uterine fibroids. 85 Two different trials of relugolix are anticipated to be completed in June 2019
and January 2020. Finally, a Phase 3 trial investigating the safety and efficacy of vilaprisan, a
selective progesterone receptor modulator, to treat heavy menstrual bleeding in women with
uterine fibroids is anticipated to be complete in May 2020.86 Experts note that vilaprisan works
very quickly, in just three days, to control fibroid-related heavy menstrual bleeding.87

With regard to procedural treatment options, in August 2018, the FDA approved the Sonata system,
mentioned above. By offering radiofrequency ablation of uterine fibroids using a transcervical
approach, a woman can preserve her uterus while avoiding all incisions, speeding her return to
daily activities. The makers of the Sonata system continue to follow patients who volunteer via a
registry that collects questionnaire data on a number of treatment recovery, patient satisfaction,
pregnancy, and other issues.88

Research also continues on procedural treatment options for uterine fibroids. For example, the
makers of the Acessa procedure, described above, continue to evaluate the efficacy of their product,
which uses radiofrequency to destroy fibroid tissues in a minimally invasive procedure. One
current study is evaluating fibroid-related symptoms at various points up to 36 months after the
Acessa procedure. It is also assessing operative outcomes, such as time to return to activities, post-
operative pain, blood loss, complications, and more.8%

Many academic medical centers are also involved in uterine fibroid research. For example, experts
at Johns Hopkins Medicine have spent more than a decade studying the cellular structure of uterine
fibroids, seeking to understand why fibroids form.9 Using this knowledge, researchers led by Dr.
James Segars aim to develop an enzyme that could be injected into uterine fibroids and cause them
to shrink or disappear completely. Meanwhile, researchers at Mount Sinai Hospital in Canada are
comparing patient satisfaction and quality outcomes among women who undergo uterine artery
embolization using either femoral artery access (in the groin) or radial artery access (in the
wrist).91 Observational studies comparing the two access methods for heart procedures have
generally confirmed reduced risk of complications and improved patient outcomes, including faster
recovery, with transradial access.?2



CONCLUSION

terine fibroids are the most common gynecological condition among women, yet many

women suffer devastating and debilitating symptoms and complications of uterine fibroids

for years before seeking care.9 This is due in part to the belief that fibroid symptoms are
normal. By increasing awareness of uterine fibroids and their symptoms among women, loved ones,
and health care providers, women may achieve earlier diagnosis and access an appropriate
treatment that meets their needs and preferences. Once patients have been properly diagnosed,
their health care providers must present the range of treatment options so women and their
families can determine the best course for them. In addition, it is essential that they have adequate
coverage to ensure that they can access the right care. Earlier diagnosis, treatment, and adequate
coverage can help mitigate the physical, emotional, and economic toll the uterine fibroids take on
women, their families, and our health care system.
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