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https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/021187s036lbl.pdf

NuvaRing (etonogestrel/ethinyl estradiol vaginal ring) is a non-biodegradable, flexible, transparent,
colorless to almost colorless, combination contraceptive vaginal ring, with an outer diameter of 54 mm and
a cross-sectional diameter of 4 mm. It is made of ethylene vinylacetate copolymers and magnesium
stearate, and contains 11.7 mg etonogestrel and 2.7 mg ethinyl estradiol_Y{Vhen placed in the vagina, each
ring releases on average 0.120 mg/day of etonogestrel f ethinyl estradiol over a three-
week period of use. NuvaRing is not ma :

Combination hormonal contraceptives act by suppression of gonadotropins. Although the primary
effect of this action is inhibition of owlation, other alterations include changes in the cenvical mucus (which
increase the difficulty of sperm entry into the uterus) and the endometrium (which reduce the likelihood of

implantation).
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WARNING: CIGARETTE SMOKING AND SERIOUS CARDIOVASCULAREVENTS

Cigarette smoking increases the risk of serious cardiovascular events from combination
hormonal contraceptive (CHC) use. This risk increases with age, particularly in women over 35
yearsofage, and with the number of cigarettes smoked. Forthisreason, CHCs, including NuvaRing,
should not be used by women who are over 35 years of age and smoke. [See Contraindications

(4).]

To prevent loss of contraceptive efficacy, advise women not to deviate from the recommended
regimen. NuvaRing should be left in the vagina for a continuous period of three weeks. Advise women to
regularly check for the presence of NuvaRing in the vagina (for example, before and after intercourse).

Some women are aware of the ring on occasion during the 21 days of use or during intercourse, and
sexual partners may feel NuvaRing in the vagina.

Some medicines and grapefruit juice may increase the level of ethinyl estradiol in
your blood if used together, including:

e the pain reliever acetaminophen
e ascorbicacid (vitamin C)

Hormonal birth control methods do not seem to cause breast cancer. However, if
you have breast cancer now or have had it in the past, do not use hormonal birth
control, including NuvaRing, because some breast cancers are sensitive to
hormones.

Women who use hormonal birth control methods may have a slightly higher chance
of getting cervical cancer. However, this may be due to other reasons such as
having more sexual partners.
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Inadvertent Removal or Expulsion:

NuvaRing can be accidentally expelled, for example, while removing a tampon, during intercourse, or
with straining during a bowel movement. NuvaRing should be left in the vagina for a continuous period of
three weeks. If the ring is accidentally expelled and is left outside of the vagina for less than three hours,
contraceptive efficacy is not reduced. NuvaRing can be rinsed with cool to lukewarm (not hot) water and
reinserted as soon as possible, but at the latest within three hours. If NuvaRing is lost, a new vaginal ring
should be inserted and the regimen should be continued without alteration.

Ring Breakage:
There have been reported cases of NuvaRing disconnecting at the weld joint. This is not expected to

affect the contraceptive effectiveness of NuvaRing. In the event of a disconnected ring, vaginal discomfort
or expulsion (slipping out) is more likely to occur. Vaginal injury associated with ring breakage has been

reported [see Adverse Reactions (6.2)].
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There have been reports of the ring becoming stuck to the vaginal tissue and
having to be removed by a healthcare provider. Call your healthcare provider if you
are unable to remove your NuvaRing.



NuvaRing may not be suitable for women with conditions that make the vagina more susceptible to
vaginal irritation or ulceration. Vaginal/cenical erosion or ulceration in women using NuvaRing has been
reported. In some cases, the ring adhered to vaginal tissue, necessitating removal by a healthcare provider
and in some instances (i.e., when the tissue had grown over the ring), removal was achieved by cutting the
ring without incising the overlying vaginal tissue.

Itis possible to die or be permanently disabled from a problem caused
by a blood clot, such as heart attack or stroke. Some examples of serious
blood clots are blood clots in the:

legs (deep vein thrombosis)
lungs (pulmonary embolus)
eyes (loss of eyesight)
heart (heart attack)

brain (stroke)

Call your healthcare provider right away if you have:
leg pain that does not go away
sudden shortness of breath
sudden blindness, partial or complete
severe pain or pressure in your chest
sudden, severe headache unlike your usual headaches
weakness or numbness in an arm or leg, or trouble speaking
yellowing of the skin or eyeballs

Toxic Shock Syndrome (TSS). Some of the symptoms are much the same as
the flu, but they can become serious very quickly. Call your healthcare provider
or get emergency treatment right away if you have the following symptoms:

o sudden high fever o a sunburn-like rash
o VOmIiting , fainting or feeling faint when =~ © Muscle aches

o diarrhea standing up o dizziness

BI» U.S. National Library of Medicine

Toxic shock syndrome may be deadly in up to 50% of cases.
The condition may return in those who survive.

Complications may include:

* Organ damage including kidney, heart, and liver failure

e Shock

The earliest cases of toxic shock syndrome involved women who used
tampons during their menstrual periods. However, today less than
one half of cases are linked to tampon use. Toxic shock syndrome can
also occur with skin infections, burns, and after surgery. The
condition can also affect children, postmenopausal women, and men.

¢ Death

Your gallbladder is a pear-shaped organ under your liver. It stores bile,
a fluid made by your liver to digest fat. As your stomach and intestines
digest food, your gallbladder releases bile through a tube called the
common bile duct. The duct connects your gallbladder and liver to your
small intestine.



https://medlineplus.gov/ency/article/000653.htm
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rouble if something blocks
the flow of bile through the bile ducts. That is usually a gallstone.
Gallstones form when substances in bile harden. Gallstone attacks
usually happen after you eat. Signs of a gallstone attack may include
hausea, vomiting, or pain in the abdomen, back, or just under the right

dlim.
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Melasma is a condition in which areas of the skin become darker than the surrounding skin. Doctors call
this hyperpigmentation. It typically occurs on the face, particularly the forehead, cheeks and above the upper
lip. The dark patches often appear on both sides of the face in a nearly 1dentical pattern. The darker-colored
patches of skin can be any shade, from tan to deep brown. Rarely, these dark patches may appear on other

sun-exposed areas of the body.
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