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Feb. 15, 2005 — A lower-dose mifepristone abortion regimen is effective with high satisfaction and rare severe adverse effects, according to the results of a prospective study published in the February issue of Obstetrics & Gynecology.
"In 2000, the United States Food and Drug Administration (FDA) approved a mifepristone (Mifeprex, Danco Laboratories, LLC, New York, NY) and misoprostol regimen for termination of pregnancies up to 49 days from the first day of the woman's last menstrual period (LMP)," write Caitlin S. Shannon, MPH, from the Gynuity Health Projects in New York, NY, and colleagues. "This approved regimen consists of oral administration of 600 mg mifepristone followed in 48 hours by the oral administration of 400 µg misoprostol, with both drugs taken in the provider's office and a follow-up visit around day 14. A growing body of literature has shown a comparable level of efficacy with a lower dose of 200 mg mifepristone, combined with varying routes and doses of misoprostol."
In this open-label, multicenter trial, 376 women were administered mifepristone in the clinic and were given two tablets of 200 µg of misoprostol to swallow at home 48 hours later. Women returned to the clinic on day 15 for a gynecologic examination and completed an exit interview before discharge from the study.
Of the study participants, 58.8% had gestations of between 43 and 49 days, 54.7% had a previous abortion, and 76% had a previous pregnancy. Of 354 women included in the efficacy analysis, 324 (91.5%) had complete termination without surgical intervention or additional misoprostol by day 21.
At the study's end, eight patients (2.3%; 95% confidence interval [CI], 1.1%-4.4%) had incomplete abortions and 13 patients (3.6%; 95% CI, 2.0%-5.3%) had ongoing pregnancies; all 21 had surgical completions. An additional eight patients (2.3%; 95% CI, 1.1%-4.4%) underwent medically indicated surgical interventions before study end, and one patient had a surgical completion at her request. Three patients who were classified as successful outcomes at the study end underwent a surgical procedure for bleeding more than three weeks after study drug administration.
Of the 376 participants, 39 (10%) made at least one unscheduled visit to the study centers. Reasons for these unscheduled visits were heavy bleeding in 11 women (28%), anxiety in seven (18%), cramping in five (13%), request of a surgical abortion in three women (7.7%), and belief that the abortion was incomplete in four women (10%).
There was one serious adverse event: hospitalization for four days because of pelvic pain of unknown origin. One patient required fluid replacement because of intractable vomiting and had to undergo a manual vacuum aspiration at the study clinic. An additional nine patients were treated with oral antibiotics.
Pain or cramps occurred in 93.2% of patients, nausea in 66.6%, weakness in 54.7%, headache in 46.2%, dizziness in 44.4%, fever or chills in 32%, and vomiting in 29%.
Overall, 63% of women reported during a short exit interview that the regimen was very satisfactory, and an additional 23% reported that it was satisfactory. Dissatisfaction was mostly related to failure of medical abortion, with 44% of these women reporting dissatisfaction compared with 3.1% of women with successful abortion reporting dissatisfaction.
"A regimen of 200 mg mifepristone followed in 48 hours by home administration of 400 μg oral misoprostol is effective, associated with rare severe adverse effects or adverse events, and acceptable for women seeking medical abortion of pregnancies of up to 49 days duration as compared with the regimen currently approved by the Food and Drug Administration," the authors write. "It reduces the number of office visits by one third (from 3 to 2), and saves two thirds of medication costs, increasing the feasibility of this method's use for both providers and patients."
The Open Society Institute supported this study. Planned Parenthood employs one or more of the study authors. No conflict of interest statement is provided.
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Learning Objectives for This Educational Activity
Upon completion of this activity, participants will be able to: 
	Describe the U.S. FDA-approved mifepristone and misoprostol regimen for termination of pregnancy. 

Evaluate the efficacy, safety, and acceptability of a lower-dose combination of mifepristone followed by home administration of misoprostol. 
Clinical Context
In 2000, the FDA approved the combination of oral mifepristone, 600 mg, followed in 48 hours by 400 µg of misoprostol taken in the provider's office with a 14-day follow-up visit for termination of pregnancies up to 49 days from the LMP. Since then studies have shown the efficacy of a lower dose of mifepristone (200 mg) with varying dosages and routes (such as intravaginal) of administration for misoprostol, with reported success rates from 91% to 98%, according to the authors. Home administration of misoprostol is now permitted by the Planned Parenthood Federation of America and the National Abortion Federation, which found home administration of misoprostol to be safe, effective, and acceptable, according to the current authors.
This is a prospective, open-label, multicenter trial using mifepristone, 200 mg, in the provider's office followed in 48 hours by a single oral dose of 400 µg of misoprostol at home to examine its efficacy in medical pregnancy termination and acceptability in women seeking termination.
Study Highlights
Participants were women presenting to 5 centers requesting pregnancy termination, at least 18 years old with positive urine pregnancy test, and intrauterine pregnancy dated at less than 50 days since LMP. They were in good health and had no contraindications to study drugs. 
Exclusion criteria were threatened abortion (vaginal bleeding) and inability or unwillingness to return to study center for follow-up, to complete a diary, or to be followed up at home. 
At the baseline visit, history, physical examination, and gestational age were determined by 4 methods: menstrual history (36%), bimanual examination (32%), transvaginal ultrasound (97%), and β-human chorionic gonadtropin (hCG) levels (2%). 
Each participant ingested 200 mg of mifepristone and was given 2 tablets of 200 µg misoprostol to take home and instructed to take them orally in 48 hours. They received a diary to record symptoms and medications taken in the following 15 days. 24-hour emergency service was offered, and patients were counseled on when to call. 
On day 15, participants returned for a scheduled visit to confirm termination status. Transvaginal ultrasound, bimanual examination, and β-hCG levels were evaluated at the clinician's discretion. 
Patients with ongoing pregnancies received vacuum aspirations. Those with partial expulsion were offered either a 1 week wait or vacuum aspiration. Those who opted to wait 1 week were seen the following week and reassessed. Patients with completed abortion were discharged. 
	An exit interview was conducted before discharge. 
Treatment success was defined as complete medical abortion with no additional misoprostol administration or surgery. All outcomes resulting in surgical abortion were defined as failures. 
376 patients were enrolled and 354 analyzed. Misoprostol home administration was confirmed in 99%. 
Mean age was 27.5 years; 76.8%, not married; and 58.8%, gestational age of 43 to 49 days (mean, 42.6 days). Most women had received a high school education or higher. 64% had a university education; 54.7%, a previous abortion; and 75.9%, a previous pregnancy. Ethnicity was not given. 
	91.5% had a successful termination. There was no correlation between successful termination and age, gravidity, number of previous abortions, or clinic site. 
2.3% had incomplete abortions at the end of the study, and 3.6% had ongoing pregnancies. All underwent surgical completions. 2.3% had undergone medically indicated surgical interventions, and 1 had surgical completion at her request. 
2 study sites that had advised patients to use ibuprofen simultaneously with misoprostol initially had significantly higher rates of ongoing pregnancy (P = .04), with a combined rate of 7.1% vs the other 3 sites (2.0%). The practice was stopped halfway through the trial, but the enrolled patients were still analyzed as intended. 
10% of women made unscheduled visits. No intervention was necessary for 44%. The reasons for the visits were heavy vaginal bleeding, cramping, anxiety, request for surgical abortion, or belief that abortion was incomplete. 
On average, women experienced 2 days of heavy bleeding, 5.2 days of bleeding similar to normal menses, and 3.8 days of spotting, which was consistent with expected effects. 4 patients had surgical interventions for heavy bleeding (mean, 7 days) and 3 for prolonged bleeding (mean, 40 days). 
There was 1 hospitalization, no blood transfusions, and no emergency department visits. 
63% of women reported that the procedure was "very satisfactory," and 23% reported that it was "satisfactory." 44% of those with failed medical abortion reported dissatisfaction vs only 3.1% of those with successful procedures. 
Pearls for Practice
The FDA-approved regimen for termination of pregnancies up to 49 days from the LMP consists of the combination of oral mifepristone, 600 mg, followed in 48 hours by 400 µg of misoprostol taken in the provider's office with a 14-day follow-up visit. 
Mifepristone, 200 mg, taken in the office followed in 48 hours by a self-administered single oral dose of 400 µg of misoprostol at home and a clinic visit at day 15 is safe, effective, and acceptable for women seeking medical abortion up to 49 days from LMP. 
Instructions for Participation and Credit
There are no fees for participating in or receiving credit for this online educational activity. For information on applicability and acceptance of continuing education credit for this activity, please consult your professional licensing board.

This activity is designed to be completed within the time designated on the title page; physicians should claim only those credits that reflect the time actually spent in the activity. To successfully earn credit, participants must complete the activity online during the valid credit period that is noted on the title page.

FOLLOW THESE STEPS TO EARN CME/CE CREDIT*: 
	Read the target audience, learning objectives, and author disclosures. 

Study the educational content online or printed out. 
Online, choose the best answer to each test question. To receive a certificate, you must receive a passing score as designated at the top of the test. Medscape encourages you to complete the Activity Evaluation to provide feedback for future programming. 
You may now view or print the certificate from your CME/CE Tracker. You may print the certificate but you cannot alter it. Credits will be tallied in your CME/CE Tracker and archived for 5 years; at any point within this time period you can print out the tally as well as the certificates by accessing "Edit Your Profile" at the top of your Medscape homepage.

*The credit that you receive is based on your user profile. 
Target Audience
This article is intended for primary care physicians, gynecologists, and other specialists who care for women requesting termination of pregnancy.
Goal
The goal of this activity is to provide the latest medical news to physicians and other healthcare professionals in order to enhance patient care.

