BIRTH CONTROL PILL
b s Coealnrin fe/



FDA HAS APPROVED THIS COMBINATION ORAL CONTRACEPTIVE (COC) FOR USE
BY WOMEN TO PREVENT PREGNANCY

Lo Loestrin Fe can cause:

+ Nausea /vomiting

+ Headache

+ Dysmenorrhea (painful periods)
+ Weight change

+ Breast tenderness

+ Acne

+ Abdominal pain

+ Anxiety/depression

+ Deep vein thrombosis

+ Cerebrovascular events (thrombotic
and hemorrhagic strokes)

+ Hepatic adenomas (may cause
death through intra-abdominal

+ Bleeding irregularities: Unscheduled (breakthrough or
intracyclic) bleeding and spotting, Amenorrhea (absence
of scheduled and unscheduled bleeding/spotting),
Vaginal hemorrhage

+ Ovarian vein thrombosis

+ Liver disease: Cholecystitis (galbladder inflammation),
Cholestasis (reduced bile flow)

+ Problems tolerating contact lenses

+ Less sexual desire

+ Bloating or fluid retention

+ Blotchy darkening of the skin, especially on the face

+ High fat (cholesterol, triglyceride) levels in the blood

hemorrhage)
+ Increase in blood pressure

+ Gallbladder disease

WARNING: CIGARETTE SMOKING AND SERIOUS
CARDIOVASCULAR EVENTS
See full prescribing information for complete boxed warning.
Women over 35 years old who smoke should not use Lo Loestrin Fe.
“)
Cigarette smoking increases the risk of serious cardiovascular
events from combination oral contraceptive (COC) use. (4)

SOURCES FROM FDA + WARNER CHILCOTT COMPANY, LLC

https://www.accessdata.fda.gov/drugsatfda_docs/label /2010/022501s000lbl.pdf




Lo Loestrin Fe is an estrogen/progestin COC (combined oral

contraceptive) indicated for use by women to prevent pregnancy.
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Combination Oral Contraceptives
“The Pill”

What is it?

+ A pill that has two hormones (estrogen and a progestin) to stop the ovaries from
releasing eggs

* It also thickens the cervical mucus, which keeps sperm from getting to the egg.

https://www.fda.gov/consumers/free-publications-women /birth-control

Lo Loestrin Fe is a birth control pill. It contains two female hormones, an estrogen called
ethinyl estradiol, and a progestin called norethindrone acetate.

COCs lower the risk of becoming pregnant primarily by suppressing ovulation. Other
possible mechanisms may include cervical mucus changes that inhibit sperm penetration and
endometrial changes that reduce the likelihood of implantation.
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The efficacy of Lo Loestrin Fe in women with a body mass index of
> 35 kg/m” has not been evaluated (1, 8.8).

8.3 Nursing Mothers

When possible, advise the nursing mother to use other forms of contraception until she has
weaned her child. Estrogen-containing OCs can reduce milk production in breastfeeding
mothers. This is less likely to occur once breastfeeding is well-established; however, it can
occur at any time in some women. Small amounts of oral contraceptive steroids and/or
metabolites are present in breast milk.

COCs have been shown to increase both the relative and attributable risks of cerebrovascular
events (thrombotic and hemorrhagic strokes), although, in general, the risk 1s greatest in older
(> 35 years of age), hypertensive women who also smoke. COCs also increase the risk for
stroke in women with underlying risk factors.

Stop Lo Loestrin Fe if there 1s unexplained loss of vision, proptosis, diplopia, papilledema, or
retinal vascular lesions. Evaluate for retinal vein thrombosis immediately.

Studies have shown an increased risk of developing hepatocellular carcinoma in long-term
(>8 years) COC users. However, the attributable risk of liver cancers in COC users is less

than one case per million users.

S5.11 Interference with Laboratory Tests

The use of COCs may change the results of some laboratory tests, such as coagulation
factors, lipids, glucose tolerance, and binding proteins. Women on thyroid hormone
replacement therapy may need increased doses of thyroid hormone because serum
concentrations of thyroid binding globulin increase with use of COCs.




Like pregnancy, birth control pills increase the risk of serious blood clots, especially in
women who have other risk factors, such as smoking, obesity, or age greater than 35. It is
possible to die from a problem caused by a blood clot, such as a heart attack or a 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)

A few women who take birth control pills may get:
e High blood pressure
e (Gallbladder problems

e Rare cancerous or noncancerous liver tumors

Call your healthcare provider right away if you have:
Persistent leg pain
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




Deep vein thrombosis, or DVT, is a blood clot that forms in a vein deep in the body. Most
deep vein clots occur in the lower leg or thigh. If the vein swells, the condition is called
thrombophlebitis. A deep vein thrombosis can break loose and cause a serious problem in
the lung, called a pulmonary embaolism.

https://medlineplus.gov/deepveinthrombosis.html

DVT and venous hypertension

Site of DVT
Normal venous return Supefficial vein

valves cause
One-way back-flow and
valves lead to venous
Normal hypertension
superficial vein

Deep vein "—————_\_\__\__L“- ' Incompetent

Deep vein

Calf muscle
oump’

Perforator vein




Depression (major depressive disorder or clinical depression) is a
common but serious mood disorder. |t causes severe symptoms

that affect how you feel, think, and handle daily activities, such as

sleeping, eating, or working. To be diagnosed with depression, the

symptoms must be present for at least two weeks.

https://www.nimh.nih.gov/ Persistent sad, anxious, or “empty” mood
health/topics/depression/ Feelings of hopelessness, or pessimism
Irritability
Feelings of guilt, worthlessness, or helplessness
Loss of interest or pleasure in hobbies and activities
Decreased energy or fatigue
Moving or talking more slowly
Feeling restless or having trouble sitting still
Difficulty concentrating, remembering, or making decisions
Difficulty sleeping, early-morning awakening, or oversleeping
Appetite and/or weight changes
Thoughts of death or suicide, or suicide attempts

Aches or pains, headaches, cramps, or digestive problems
without a clear physical cause and/or that do not ease even
with treatment




Hepatocellular carcinoma accounts for most liver cancers.

Symptoms of liver cancer may include any of the following:

Abdominal pain or tenderness, especially in the upper-right part
Easy bruising or bleeding

Enlarged abdomen (ascites)

Yellow skin or eyes (jaundice)

Unexplained weight loss

https://medlineplus.gov/ency/article /000280.htm

Healthy liver ~ Liver cancer
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Ask your doctor for the trade name of your birth control. Confirm spelling.

aearlh "Crade name" + ”/cﬁa cnaerl"

For example, search "Lo Loestrin Fe FDA insert" to find the manufacturer insert,
then select the .gov link that will take you to the FDA website.

read Thle naenl

Focus on the "HIGHLIGHTS OF PRESCRIBING INFORMATION" as well as
Adverse Reactions (typically Section 6.2). There may also be an additional
section at the end tailored for patients.
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Inserts typically list medical terms of reactions. If you don't know what
something is, copy + paste it into your search engine to understand the term.
Be sure to click on the photos tab especially for skin adverse reactions.




