MIRENA

Consumer Medicine Information

What is in this leaflet

Theinformation in thisleaflet isonly a summary
and is not a complete statement about MIRENA.
Y our doctor has more detailed information
relating to you, your medical history and this
system and you should consult your doctor if you
have any concerns about using MIRENA.

Please read this leaflet carefully and keep it, as
you may need toread it again.

Please contact your doctor if you have any
questions about your treatment with MIRENA
or if you have any difficultieswhilst using
MIRENA.

What is MIRENA?

MIRENA consists of asmall T-shaped frame
made from a plastic called polyethylene. This
carries 52 mg levonorgestrel, a hormone used in
many contraceptive pills. The hormoneis
contained within a substance called
dimethylsiloxane/ methylvinylsiloxane (cross-
linked) elastomer. Thisis surrounded by a
membrane (skin) made of dimethylsiloxane/
methylvinylsiloxane (cross-linked) elastomer.

The T-shaped frame also contains barium sulfate
so that it can be seen on X-rays.

This structure provides a system for releasing the
hormone gradually into the uterus (womby).

There are two fine threads, made of iron oxide
and polyethylene, attached to the bottom of the
frame. These allow easy removal and alow you
or your doctor to check that the systemisin
place.

What is MIRENA used for?

MIRENA may be used as along term and
reversible method of contraception, for the
treatment of excessive menstrual bleeding or for
protection from endometrial hyperplasia
(excessive growth of the lining of the womb)
during hormone replacement therapy. It is placed
inside the womb where it owly releases the
hormone (at an initial rate of 20 micrograms per
day) over aperiod of fiveyearsor until itis
removed.

The hormone in MIRENA prevents pregnhancy

by:

»  Controlling the monthly development of the
womb lining so that it is not thick enough for
you to become pregnant.

¢ Making the norma mucusin the cervica
canal (opening to the womb) thicker, so that
the sperm cannot get through to fertilise the
€gg.

¢ Preventing ovulation (the release of eggs) in
some women.

¢ Therearealso loca effectson the lining of
the womb caused by the presence of the T-
shaped frame (since MIRENA isaso an
intrauterine contraceptive device).

«  Affecting the movement of sperm inside the
womb, preventing fertilisation.

MIRENA works in the treatment of excessive
monthly bleeding and as protection in oestrogen
replacement therapy by slowly releasing the
progestogen hormone levonorgestrel, within the
womb.

Levonorgestrel suppresses the response of the
cellsin thelining of the womb to oestrogen
making the lining of the womb insensitive to
circulating oestradiol. This stops the growth of
the lining of the womb, which resultsin a
reduction in the volume and duration of
menstrual bleeding. Thisis the mechanism of
action in the treatment of excessive bleeding
(menorrhagia) and for protection against
overstimulation of the lining of thewombin
oestrogen replacement therapy.

Is MIRENA suitable for me?

Not al women should use MIRENA. All
products have benefits and risks. If you are
unsure if MIRENA is suitable for you, discuss
this with your doctor.

You should not use MIRENA if:

¢ You aresensitive to the hormone
levonorgestrel or any component of the
system

e youarepregnant or suspect you may be

e you have any unexplained vaginal
bleeding

e you have an abnormal cervix or womb or
fibroids which distort the cavity of the
womb

e you haveor have had pelvicinflammatory
disease

¢ you haveimmunodeficiency. A doctor will
have told you if you have this

e you have any condition associated with
increased susceptibility to infections

e you arelikely to be exposed to sexually
transmitted infections

¢ you have had an infection of the womb
following an abortion in thelast three
months

¢ you havean infection of the cervix (neck of
the womb)

e you havecell abnormalitiesin the cervix

e you havecancer or suspected cancer of the
cervix or womb

e you haveacuteliver disease or liver tumor

e you havea history of blood clots
(thrombosis)

MIRENA may be used with caution after

specialist consultation or your doctor may

consider removal of the system if any of the

following conditions exist or arise for the first

time:

e migraine, or asymmetrical visual loss

* exceptiondly severe headache

e jaundice

«  marked increase of blood pressure

e confirmed or suspected hormone dependent
tumors, including breast cancer

» severedisease of the arteries such as stroke
or heart infarction

e congenital heart disease or vavular heart
disease at risk of infective inflammation of
the heart muscle. In such patients antibiotic
preventative medication should be given
when MIRENA isinserted or removed

¢ anunusual or unpleasant vaginal discharge,
or vagina itching (lower genital tract
infection)

* aninfection of the womb &fter delivery

e anectopic pregnancy or ahistory of ovarian
cysts

¢ Inwomen using contraceptive pills
containing progestogen only, some recent
studiesindicated that there may be a slightly
increased risk in venous blood clots, but the
results were not very certain.

However you should see your doctor
immediately if you have any symptoms or
signsof clots.

Such symptoms or signs can include: one
sided leg pain and/or swelling; sudden severe
pain in the chest, whether or not it radiates to
the left arm; sudden breathl essness; sudden
onset of coughing; any unusual, severe,
prolonged headache, sudden partial or
complete loss of vision; durred speech or
speech difficulties, dizziness; collapse with
or without focal seizure; weakness or very
marked numbness suddenly affecting one
side or one part of the body; motor
disturbances; severe stomach ache.

Symptoms or signsindicating blood clotsin
the vessdls of your eye are: unexplained
partia or complete loss of vision, double
vision or any other unexplained disturbances
inyour eyesight.

e Itisdtill under discussion whether varicose
veins and superficial thrombophlebitis
(inflammation of avein with aclot
formation) are associated with venous blood
clotting.

¢ Indiabetic users, the blood glucose
concentration should be monitored.

*  MIRENA should not be the first choice of
contraception in young women who have not
had a baby because of the possibility of more
sexua partners and an increased risk of
infections. Pelvic infection may impair
fertility and increase the risk of ectopic
pregnancy.

Before you start to use MIRENA

Y our doctor should tell you about the benefit, risk
and side effects during use with MIRENA

Y our doctor should give you a complete physical
examination before you start to use MIRENA.
The check-up should include a gynaecological
examination, pelvic examination, examination of
the breasts and cervical smear.

Pregnancy and sexually transmitted disease
should be excluded on history and examination,
and by further testsif clinically appropriate
before insertion. Genital infections have to have
been successfully treated.

Y our doctor will need to determine the position
and the size of your womb.

Insertion of MIRENA

The system should be inserted either during your
period or within seven days from the beginning of
your period. If you aready have the system and it
istimeto replace it with anew one, you do not
need to wait for your period.

The IUD can be inserted immediately after
abortion as long as there are no genital infections.
It should not be used until six weeks after
delivery.

When MIRENA is used to protect the lining of
the womb during oestrogen replacement therapy,
it can beinserted at any timeif you do not have
monthly bleeding or else during the last days of
mengtruation or withdrawal bleeding.
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Y ou may feel faint after the system isfitted. This
isnormal and your doctor will tell you to rest for
awhile.

In very rare cases during fitting, part or all of the
system could penetrate the wall of the womb. If
this happens the MIRENA needs to be removed.

The current recommendation isto wait about 24
hours after having the MIRENA inserted before
having sexua intercourse.

If you are breastfeeding

Thereisasmall amount of the progestogen
hormone levonorgestrel, which will be absorbed
by babies who are breastfeeding when the
MIRENA isused. Thisis an equivalent amount to
that received by babieswhen the mother isusing
a progestogen only contraceptive (the minipill).
There has been extensive experience with the
minipill during breastfeeding, indicating no
harmful effects to breastfed babies.

While using MIRENA

Y ou are protected from pregnancy as soon asthe
systemis fitted.

Y ou should have the system checked usually 6
weeks after it isfitted, again at 12 months and
then once ayear until it isremoved. It can stay in
place for five years.

The muscular contractions of the womb during
menstruation may sometimes push the IUD out of
place or expel it. Possible symptoms are pain and
abnormal bleeding. If you have signsindicative
of an expulsion or you cannot feel the threads you
should either avoid intercourse or use another
contraceptive (e.g. condoms) and consult your
doctor.

If the system comes out either partially or
completely you may not be protected against
pregnancy. It israre but possible for thisto
happen without you noticing during your
menstrual period. An unusual increase in the
amount of bleeding during your period might be a
sign that this has happened.

Tell your doctor if there areany unexplained
changesin your bleeding pattern.

It isvery rare to become pregnant while using
MIRENA. However if you become pregnant
while using MIRENA, it is possible that you
could carry the fetus outside of your womb (an
ectopic pregnancy). Thisis a serious condition
that requires immediate medical attention.

The following symptoms could mean that you
may have an ectopic pregnancy and you
should see your doctor immediately:

« your mengtrual periods cease and then you
start having persistent bleeding or pain

* you have vague or very bad pain in your
lower abdomen

« you have normal signs of pregnancy but you
aso have bleeding and feel dizzy

After each menstrual period, you can feel for the
two thin threads attached to the lower end of the
system. Y our doctor will show you how to do
this. Do not pull on the threads because you may
accidentally pull it out. If you cannot feel the
threads, go to your doctor. Y ou should aso go to
your doctor if you can feel the lower end of the
system itself or you or your partner feel pain or
discomfort during sexual intercourse.

Y our doctor can remove the system at any time
and removal iseasy. Unlessyou plan to have a
new system or an intrauterine device fitted
immediately, it isimportant to use another form
of contraception in the week leading up to the
removal. Intercourse during this week could lead
to pregnancy after MIRENA is removed.

The MIRENA system and insertion technique
have been designed to minimize the risk of
infections. Despite thisthere is an increased risk
of pelvic infection immediately and during the
first month after the insertion. Pelvic infectionsin
IUD users are often related to sexually
transmitted diseases. The risk of infection is
increased if you or your partner have several
sexual partners.

When having sex with anybody who isnot a
long-term partner, a condom should be used to
minimize therisk of infection with HIV,
hepatitis B and other STDs.

Pelvic infections must be treated promptly. Pelvic
infection may impair fertility and increase the
risk of extrauterine pregnancy in the future.
MIRENA must beremoved if thereare
recurrent pelvic infectionsor if an acute
infection does not respond to treatment within
afew days. Tel your doctor without delay if
you have persistent lower abdominal pain,
fever, pain in conjunction with sexual

inter cour se or abnormal bleeding.

Many women have frequent spotting or light
bleeding in addition to their periods for the first
3-6 months after they have had MIRENA
inserted. Overall you are likely to have a gradual
reduction in the number of bleeding daysand in
the amount of blood loss. Some women
eventually find that their periods stop altogether.

If you are using MIRENA with oestrogen
replacement therapy, a non-bleeding pattern is
likely to develop during the first year of use.

¢ You think you may be pregnant.

¢ You have persistent abdominal pain, fever
or unusual discharge from the vagina.

What does MIRENA look like?

MIRENA isasmall, white coloured T-shaped
plastic system with black threads attached to the
vertical arm. MIRENA is contained within an
insertion device and is provided in a sterile pouch
for insertion by adoctor experienced in the
insertion of intrauterine systems.

Australian Registration Number: AUST R 73027.

Other important information

The batch number and expiry date are marked on
the carton. The system should not be used after
the expiry date.

If you have further questions on the use of
MIRENA, or are unsure of any of the above
information, please see your doctor who will be
ableto assist you.

Further information is also available at our
website www.femaldife.com.au/mirena
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Unwanted effects

All medicines carry some risk of side effects.
With MIRENA these are most common during
the first months after the system isfitted and
decrease as time goes on.

It isnormal to experience changes in menstrual
patterns during the use of MIRENA. The changes
may include spotting, shorter or longer menstrual
periods, irregular bleeding, prolonged periods of
no bleeding at all, heavy flow and menstrua pain.
Apart from menstrual changes, possible side
effects might include lower abdominal or back
pain, headache, acne or other skin problems,
tender breasts, a feeling of sickness, period pain,
water retention. Other side effects such as weight
gain, sweating, hair loss, greasy hair and
decreased libido have been reported in individual
cases.

If whileusing the MIRENA, you experience
any unwanted effects or symptomswhich may
be dueto MIRENA (whether or not it is
mentioned), pleasetell your doctor as soon as
possible.

Y ou may need medical treatment if you
experience any of the unwanted effects.

Tell your doctor if:

¢ You havelower abdominal (tummy) pain
especially if you have missed a period or
have unexpected bleeding.
Thismay be asign of an ectopic pregnancy.
Ectopic pregnancy (development of a
fertilised egg outside the womb) is possible
with MIRENA but highly unlikely. The risk
of this happening islower than for women
using no contraception.

¢ You think you arereacting badly to
MIRENA or arehaving any other
problem.

e You nolonger feel thethreadsin your
vagina.

e You can feel thelower end of the
MIRENA system.
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