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FIRST DIRECT COMPARISON SUGGESTSUTERINE FIBROID

AT A GLANCE

Uterine fibroid embolization
(UFE) is better than
myomectomy in alleviating
bleeding, a major symptom
of fibroids, in the first head-
to-head comparison of the
two alternatives to
hysterectomy.

The Stanford study found
UFE and myomectomy
equivalent in alleviating pain
and pressure, two other
major symptoms.

The study also found
women who had UFE spent
less time in the hospital,
took pain killers for fewer
days, lost less blood and
returned to normal activity
far more quickly than those
who had myomectomy.

EMBOLIZATION BETTER THAN MYOMECTOMY IN LESSENING BLEEDING

Fairfax, VA, February 19, 2001 — Minimaly invasve uterine
fibroid embolization (UFE) appears to be superior to
myomectomy in dleviating excessve mendgrud bleeding, amgor
symptom of uterine fibroids, according to the first head to head
comparison of the two main uterus-sparing trestments for the
common problem.

Bleeding decreased significantly in more than 90 percent
of women who had UFE, vs. 61 percent of those who had
myomectomy, according to a Stanford Univerdity study being
presented at the 26" Annua Scientific Meeting of the Society of

Cardiovascular & Interventiona Radiology (SCVIR). Early

results show no Satigtica difference between the two therapies in dleviating pain and pressure, the two

other mgjor symptoms.

“Myomectomy typicaly isasurgica procedure, while UFE isnot,” said Mahmood K. Rezavi,

M.D., associate professor of interventiona radiology, division of cardiovascular and interventiona

radiology, Stanford Universty Medicad Center, Stanford, Cdif. “Recovery after UFE istypicdly five

times faster and much less painful, and procedurd blood loss is negligible as compared with

myomectomy.”



Both UFE and myomectomy are dternatives to hysterectomy, or remova of the uterus. More
than athird of the more than 600,000 hysterectomies performed each year are due to fibroids.

UFE (dso cdled uterine artery embolization, or UAE) isanonsurgica procedure thet treats all
fibroids in the uterus and typicdly is performed while the patient is lightly sedated. Myomectomy is
most often a surgicd procedure performed under generd anesthesia and removes only some fibroids,
depending on their location in the uterus. Typicaly, the more fibroids a patient has, the less successful
myomectomy is. Additiondly, fibroids grow back severd years after myomectomy in 10 percent to 30
percent of cases. Nearly 9,000 UFE procedures have been performed in the United States since 1996
and so far, regrowth has not been a documented problem.

In the Stanford study, 36 women had myomectomies and 76 women had UFE. After an
average of 9 months. 91 percent of UFE patients and 61 percent of myomectomy patients reported the
heavy periods they had experienced due to fibroids had sgnificantly improved; 69 percent of UFE
patients and 48 percent of myomectomy patients reported their pain significantly improved; and 73
percent of UFE patients and 95 percent of myomectomy patients reported pressure symptoms
sgnificantly improved. The differences between the two thergpies in treating pain and pressure are not
consdered gatidticaly sgnificant, Dr. Razavi said.

According to the study, none of the UFE patients were hospitalized (dl were done as outpatient
procedures), while myomectomy patients were hospitalized an average of 3 days. While UFE patients
required narcotics for an average of 3 daysto treat post-procedure pain, myomectomy petients
required narcotics for an average of 6 days. UFE patients returned to norma activity after an average

of 6 days, vs. 35 days for myomectomy patents. While blood loss related to the trestment was minimal



with UFE, it averaged 380 ccs for myomectomy patients, or more than three-fourths of a pint of blood.
Three women (8 percent) who had myomectomy required transfusions due to excessive blood loss.

“After severd years of offering UFE as an dternative to myomectomy, it's gratifying to findly be
able to show that for many women, it is a more appropriate therapy,” said Dr. Razavi.

UFE isanonsurgicd procedure in which an interventiond radiologist makes asmal nick (less
than “4inch) in the skin of the groin to reach the femora artery, inserts a catheter (atiny tube) and
guidesit to the uterus while watching the progress of the procedure viaa moving X-ray (fluoroscopy).
The interventiond radiologist then injects smdl plastic and/or gelain sponge particlesinto the vessds
supplying blood to the fibroid to cut off the blood flow, or embolizeit. Theright and Ieft uterine arteries
generdly are embolized during the procedure.

Myomectomy involves surgica removd of the fibroids and can be performed severa ways,
mogt often as an open surgica procedure or laparoscopicaly, in which the physician makes smal
incisons in the abdomen and uses a probe with atiny cameraand smdl surgica instruments to remove
the tumor.

In the last four years, 8,600 UFE procedures have been performed in the United States.
Approximatey 35,000 myomectomies are performed per year in this country.

UFE and Fibroid Facts:
& Fibroids are benign (noncancerous) growthsin the uterus that can enlarge and cause pain, heavy
bleeding and pressure in the abdomen. Fibroids range in Sze from very tiny to the size of a

cantaloupe or larger and can be located in various parts of the uterus.

& From 20 percent to 40 percent of women age 35 and older — and as many as 50 percent of
African-American women — have uterine fibroids of a sgnificant size.

& More than 10,500 UFE procedures have been performed worldwide, 8,600 of them in the United
States.



& Inclinicad UFE studies, as many as 90 percent of patients have experienced improvementsin
symptoms following the procedure, with very few sde effects.

& Early research suggests UFE may not adversdy affect fertility in women younger than 45, dthough a
smal percentage of women 45 or older stop menstruating after the procedure. A number of women
who have had the procedure have become pregnant. Long-term studies on the pregnancy rate after
UFE have not been completed, however, and myomectomy is the standard-of-care for women
desiring to become pregnant after fibroid treatment.

& The Fibroid Regigtry for Outcomes Data (FIBROID) has been established to collect information on
the safety and effectiveness of UFE. The registry is open to dl women having UFE, and the god is
to collect information from approximately 4,000 patients per year, with long-term follow up on a
quarter of them. The registry will assess the procedure’ simpact on fertility and qudity of life, as
well aslong-term results. The god of the regidtry isto provide ongoing information to physicians
and the public.

Co-authors of this paper are: G.L. Hwang, B.S; and B.H. Chen, M.D.

An estimated 5,000 people are attending the SCVIR Annua Scientific Meeting. The Society,
based in Fairfax, Va, isthe professond association for physicians who specidize in minimaly invasive
interventiond radiology procedures.

Aninterventiond radiologist is a physician who has specid training to diagnose and treat
conditions usng miniature tools and imaging guidance. Typicdly, the interventiond radiologist performs
procedures through avery smal nick in the skin, about the Sze of apencil tip. Interventiond radiology
trestments are generdly eader for the patient than surgery because most involve no surgica incisons,
less pain and shorter hospital stays.
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Editor’ s note: Study numbers are current as of February 19, and may change upon presentation at the
SCVIR annud mesting.

Generd consumer information on interventiond radiology is avalable online a www.scvir.org.



