CYTOTEC

misoprostol | gastric ulcers



CYTOTEC® (MISOPROSTOL)

Cytotec (misoprostol) is indicated for reducing the risk of NSAID (nonsteroidal anti-inflammatory drugs,
including aspirin)-induced gastric ulcers in patients at high risk of complications from gastric ulcer, eg,
the elderly and patients with concomitant debilitating disease, as well as patients at high risk of

developing gastric ulceration, such as patients with a history of ulcer.

Misoprostol can cause:
+ Aches/pains
+ Asthenia (weakness)

+ Fatigue

+ Fever

+ Rigors
+ Weight changes
+ Rash

+ Dermatitis

+ Alopecia (hair loss)

+ Pallor

+ Breast/chest pain

+ Abnormal taste /vision
+ Conjunctivitis

+ Syncope (fainting)

+ Deafness

+ Tinnitus (ringing ears)

+ Earache

+ Upper respiratory
tract infection

+ Bronchitis

+ Bronchospasm

+ Dyspnea (shortness

ot breath)

+ Pneumonia

+ Epistaxis (nosebleed)

+ Edema

+

+

Diaphoresis

Retlux

+ Hypotension/hypertension

+ Arrhythmio
+ Phlebitis

+ Increased cardiac enzymes

+ G
+ G

bleeding

inflammation/intection

+ Rectal disorder

+ Abnormal hepatobiliary

function

+ Gingivitis

+ Dysphagia (difficulty

swallowing})

+ Amylase increase

+ Anaphylaxis

SOURCES FROM FDA + PFIZER


https://www.accessdata.fda.gov/drugsatfda_docs/label/2002/19268slr037.pdf

CYTOTEC® (MISOPROSTOL)

Misoprostol continued:

+ Glycosuria (sugar in the urine)  + Neuropathy + Anxiety

+ Gout + Neurosis + Change in appetite
+ Increased nitrogen + Contusion + Depression

+ Increased alkaline + Arthralgia (joint + Drowsiness
phosphatase stiffness) + Dizziness

+ Polyuria (large urine + Myalgia (muscle + Impotence
production) pain) + Loss of libido

+ Dysuria (painful urination) + Muscle cramps + Sweating increase
+ Hematuria (blood in urine) + Stittness + Purpura

+ Urinary tract infection + Back pain + ESR increased

+ Abnormal difterential + Anemio + Thrombocytopenia

Cytotec® (misoprostol) Ingredients

Cytotec oral tablets contain either 100 mcg or 200 mcg of misoprostol, a synthetic prostaglandin E;

analog.

Inactive ingredients of tablets are hydrogenated castor oil, hydroxypropyl methylcellulose,
microcrystalline cellulose, and sodium starch glycolate.

For more info about Cytotec as a labor induction method, keep reading.



LABOR INDUCTION

https://www.ncbi.nlm.nih.gov/books /NBK539873/

Misoprostol has four primary effects: cytoprotection of the gastrointestinal mucosa, uterotonic, diarrhea,

and abdominal pain (diarrhea and abdominal pain are considered adverse effects). Currently, misoprostol
i1s FDA approved only for the prevention and treatment of NSAID-induced gastric ulcers in patients
taking NSAIDs and at high risk for ulceration. It has an indication (but not FDA approved) in the short-
term treatment of active duodenal or gastric ulcers with other etiologies. Although misoprostol is used
around the world in gynecology and obstetrics, however, none of these indications are FDA approved.

Per the manufacturer:

Cytotec can induce or augment uterine contractions. Vaginal administration of Cytotec, outside of its
approved indication, has been used as a cervical ripening agent, for the induction of labor and for
treatment of serious postpartum hemorrhage in the presence of uterine atony. A major adverse effect of
the obstetrical use of Cytotec 1s hyperstimulation of the uterus which may progress to uterine tetany with
marked impairment of uteroplacental blood flow, uterine rupture (requiring surgical repair, hysterectomy,
and/or salpingo-oophorectomy), or amniotic fluid embolism. Pelvic pain, retained placenta, severe
genital bleeding, shock, fetal bradycardia, and fetal and maternal death have been reported.

There may be an increased risk of uterine tachysystole, uterine rupture, meconium passage, meconium
staining of amniotic fluid, and Cesarean delivery due to uterine hyperstimulation with the use of higher
doses of Cytotec; including the manufactured 100 mcg tablet. The risk of uterine rupture increases with
advancing gestational ages and with prior uterine surgery, including Cesarean delivery. Grand multiparity
also appears to be a risk factor for uterine rupture.

The effect of Cytotec on the later growth, development, and functional maturation of the child when
Cytotec 1s used for cervical ripening or induction of labor have not been established. Information on
Cytotec’s effect on the need for forceps delivery or other intervention 1s unknown.




LABOR INDUCTION

Per the manufacturer:

WARNINGS). Cytotec can cause abortion (sometimes incomplete which could lead to dangerous
bleeding and require hospitalization and surgery), premature birth, or birth defects. It is also important to
avold pregnancy while taking this medication and for at least one month or through one menstrual cycle
after you stop taking it. Cytotec has been reported to cause the uterus to rupture (tear) when given after

the eighth week of pregnancy. Rupture (tearing) of the uterus can result in severe bleeding,
hysterectomy, and/or maternal or fetal death.

Nursing mothers: It is unlikely that Cytotec is excreted in human milk since it is rapidly metabolized
throughout the body. However, it 1s not known if the active metabolite (misoprostol acid) is excreted in

human milk. Therefore, Cytotec should not be administered to nursing mothers because the potential
excretion of misoprostol acid could cause significant diarrhea in nursing infants.

FOA | https://www.tda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/misoprostol-

marketed-cytotec-information

This Patient Information Sheet is for pregnant women who may receive
misoprostol to soften their cervix or induce contractions to begin labor.
Misoprostol is sometimes used to decrease blood loss after delivery of a baby.
These uses are not approved by the FDA. No company has sent the FDA
scientific proof that misoprostol is safe and effective for these uses.

There can be serious side effects, including a torn uterus (womb), when
misoprostol is used for labor and delivery. A torn uterus may result in severe
bleeding, having the uterus removed (hysterectomy), and death of the mother
or baby. These side effects are more likely in women who have had previous

uterine surgery, a previous Cesarean delivery (C-section), or several previous
births.



WHY IT'S USED OFF LABEL

With the intentional manufacturer warnings about using Cytotec ott-label for

labor induction, why is it still used to induce labor?

() Cochrane

Induction of labour in late pregnancy is used to prevent complications when the
pregnant woman or her unborn child are at risk. Reasons for induction include

being overdue, pre-labour rupture of membranes and high blood pressure.
Prostaglandins are hormones that are naturally present in the uterus (womb);
they soften the cervix and stimulate contractions in labour. The artificial

prostaglandin E2 dinoprostone can be administered vaginally to induce labour
but it is unstable at room temperature and is expensive. Oral misoprostol is a

cheap and heat stable prostaglandin E1 synthetic analogue originally developed
for the treatment of stomach ulcers.

https:/ /www.cochrane.org/CD001338 /PREG_ oral-misoprostol-induction-labour

Dinoprostone is FDA approved for labor induction, however be sure to read the

insert for all known adverse reactions.

Cervidil Vaginal Insert (dinoprostone, 10 mg) is indicated for the initiation and/or continuation
of cervical ripening in patients at or near term in whom there is a medical or obstetrical

indication for the induction of labor.

https://www.cochrane.org/CD001338 /PREG _oral-misoprostol-induction-labour


https://www.accessdata.fda.gov/drugsatfda_docs/label/2006/020411s023lbl.pdf

