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The Society of Family Planning, with critical leadership from Sarah Baum, MPH, Heidi
Moseson, PhD, MPH, Ruvani Jayaweera, PhD, MPH, and Caitlin Gerdts, PhD, MHS, compiled
the following research to serve as a resource to members and advocates in need of a high-
level summary of key evidence on the use of misoprostol only for abortion. Please note
this summary of existing evidence should not be read as clinical guidance.

Misoprostol only is a regimen for medication abortion that is commonly used worldwide. Misoprostol is widely
available, inexpensive, and easy to administer.'?

Misoprostol is currently US Food and Drug Administration approved only for “the prevention and treatment of
NSAID-induced gastric ulcers in patients taking NSAIDs and at high risk for ulceration” 3, but

is commonly used for a range of off-label indications including: short-term treatment of active duodenal or
gastric ulcers with other etiologies, medical management of miscarriage, cervical ripening, induction of labor,
treatment of postpartum, and abortion. 4°

Misoprostol is effective at initiating uterine contractions and cervical ripening at any gestational age, and it is
used in decreasing doses as the pregnancy advances.®® A randomized trial using misoprostol only for
medication abortion after 12 weeks of pregnancy found high effectiveness of sublingual (91%) and vaginal
(95%) routes at 48 hours after first dose.®

Many national and international organizations, including the Society of Family Planning, American College of
Obstetricians and Gynecologists, International Federation of Gynecology and Obstetrics, National Abortion
Federation, and the World Health Organization all recommend two regimens for safe and effective medication
abortion care: 1) mifepristone in combination with misoprostol, and 2) misoprostol only, particularly when
mifepristone is not legally available or is inaccessible. A sample protocol for medication abortion with
misoprostol only at or before 12 weeks is available to assist US clinicians and has been endorsed by the
Society of Family Planning.’® Misoprostol only medication abortion may also be appropriate after 12 weeks,
particularly when mifepristone is not legally available or is inaccessible, with more information found in clinical
guidance.6



Use of misoprostol only is effective in clinician-managed and self-managed settings.

Evidence from studies across a range of settings demonstrates that misoprostol only successfully terminates
~80-100% of pregnancies without the need for procedural intervention, with variations within that range based on
regimen and pregnancy duration. Differences in reported effectiveness across studies may be attributed to wide
variation in timing of follow-up and timing of evaluation for procedural intervention (ranging from <24 hours to 4
weeks), differences in route and timing of doses, number of additional doses of misoprostol, differences in coun-
seling and preparedness, and comfort with or access to clinical care if needed. ™

Within the US, a recently published retrospective review analyzed records for 568 people who received
misoprostol from the online telemedicine platform, Aid Access. Among 568 misoprostol-only users, 88%
(498/568) reported a complete abortion without procedural intervention approximately four weeks following
taking the pills.™

A meta-analysis of all available clinical trial data on outcomes following clinician-managed use of misoprostol
only for abortion <13 weeks’ gestation found that 78% of 12,289 study participants across 42 clinical studies
had a complete abortion without need for procedural intervention.” The studies varied widely in the
misoprostol-only regimens used and time period under observation. For instance, the authors note that 44%of
analyzed participants came from two 20-year-old retrospective reviews of patients advised to use now
outdated regimens (2-3 doses of 800 mcg inserted vaginally every 24-48 hours). ™"

- Among the 6,359 evaluable participants in the meta-analysis from studies in which ongoing pregnancy
was evaluated, 6% (n=384) had ongoing pregnancies.’

Two RCTs that reported on the misoprostol-only regimen currently recommended by SFP, ACOG, and FIGO
found that 84% of participants with pregnancies <63 days and 93% of participants with pregnancies <70 days
had a complete abortion without need for procedural intervention, assessed at 7-14 days. ™"

Outside of the US, studies of self-managed use of misoprostol only via the 3x800 mcg every 3 hour regimen
have found high levels of effectiveness, with 94-100% of participants reporting complete abortions without the
need for procedural intervention. These self-managed settings represent a context in which clinical care is
much less accessible, if at all, and thus present an opportunity to learn about the effectiveness of the medica-
tion when procedural intervention is largely unavailable.

A study in Pakistan documented abortion outcomes among 120 women with pregnancies <10 weeks

gestation who used misoprostol only, supported by community health workers, to end their pregnan-

cies. Four weeks after taking the pills, 100% (n=120) were no longer pregnant.™

- A study in Indonesia followed 168 people who self-managed with misoprostol with support from a mobile
phone app and found that 72% had a complete abortion without procedural intervention
~3 weeks later.™

- A study in two countries with restrictive abortion laws (Argentina and Nigeria) followed 593 people who
self-managed their abortion with accompaniment support using misoprostol only. Among participants
with pregnancies up to 22 weeks gestation, 98.8% had a complete abortion without surgical interven-
tion. Among those with pregnancies <9 weeks gestation, 99.0% had a complete abortion —concluded to
be non-inferior to clinician-managed abortion with misoprostol only. 2°

- A study in Nigeria followed 74 women who received >800 mcg misoprostol from drug sellers. Even when

given inadequate information from the drug sellers, 95.9% reported a complete abortion without

procedural intervention one month after taking misoprostol.?
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Medication abortion with misoprostol only is safe.

Major complications are defined as abortion-related adverse events requiring hospital admission, blood
transfusion, or surgery. 2> Major abortion-related complications are extremely rare following use of misoprostol
only in both self-managed and clinician-managed settings, similar to safety observed with the combined
regimen.

Among 12,184 evaluable women in the meta-analysis of clinician-managed misoprostol-only abortion,
<1% (n=26) received transfusion or were hospitalized for abortion-related reasons.'

Among participants across studies from self-managed use of misoprostol only, the incidence of major
abortion-related complications was between 0-1%. 1318202123

Care seeking may be for symptoms or to confirm completion of abortion and not result in diagnosis or
treatment. 2122

Uterine rupture following use of misoprostol only has not been documented in early termination and is
extremely rare in later abortion or when inducing labor.®

Side effects and acceptability of misoprostol only.

Side effects are similar for the misoprostol-only and combined mifepristone and misoprostol regimens.
The side effects of misoprostol only may persist for longer due to the administration of multiple doses of the
symptomatic medication.

Common side effects of misoprostol include nausea, lower abdominal pain (cramping), diarrhea,
and fever/chills.™®

One RCT that reported on the misoprostol-only regimen currently recommended by SFP, ACOG, and FIGO
reported the mean duration of bleeding following use of misoprostol only was 11.5 days (SD=5.9).%

Among 637 participants who self-managed their abortion with accompaniment support in three countries
(Argentina, Nigeria, country in Southeast Asia) using misoprostol only, 52.6% of participants reported
nausea, 36.4% reported diarrhea, and 28.4% reported fever. (Paper forthcoming)

In the same study, 99.4% of participants reported experiencing at least some bleeding which typically
started after the second (47.4%) or third (38.2%) dose of misoprostol, with heavy bleeding starting after
the third dose for most (72.3%) participants. Most reported cramping lasting less than 2 days (80.6%).
(Paper forthcoming)

Data on teratogenicity is outside the scope of this summary.
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