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The abortion pill (also known as Mifeprex,TM mifepristone, or RU-486) uses two drugs and is approved by the Food and
Drug Administration (FDA) for use in women up to 70 days (10 weeks) a�er their last menstrual period (LMP).  However, it is used “o�
label” beyond 10 weeks.  It is the most common form of medical abortion.
 
How does it work?  
 
It blocks the e�ect of the hormone progesterone, which is necessary for the continuation of pregnancy. The embryo’s connection
with the uterus is lost, eventually causing his or her death over the course of days, in most cases. The FDA approved procedure
requires a single o�ice visit, other visits are up to the abortion provider’s discretion.  During the first o�ice visit, the woman is given
mifepristone to swallow. Twenty-four to forty-eight hours later misoprostol tablets are taken; this may take place at home, or she
may return to the clinic to take them. These tablets are placed inside the cheeks, and given time to absorb. This drug causes
cramping that expels the embryo or fetus. Cramping may be severe, and bleeding usually lasts one to two weeks. It is possible that
she may see identifiable parts expelled if she is beyond 8 weeks LMP. By 10 weeks LMP, the developing baby is over one inch in length
with clearly recognizable arms, legs, hands, and feet.
It is critical that follow up occurs one to two weeks a�er taking the first pill to determine if the procedure is complete and to assess
whether there are complications. The abortion provider decides the follow-up which may consist of a phone call, a blood
test, an in-o�ice exam, and/or an ultrasound. Typical side e�ects include abdominal pain, severe cramping, nausea, vomiting,
diarrhea, headaches, dizziness, fever, and chills.
 
What are the risks?  
 
Information on adverse events is limited for several reasons. First, provider reporting of complications is voluntary. Also, women may
not disclose their abortion when seeking follow-up care. These and other issues hinder the collection of reliable statistics connecting
the abortion procedure with complications. Based on what has been reported, the risk of death a�er taking the abortion pill is small,
but serious complications do happen. Because of the risk of serious complications, the mifepristone abortion is only available
through a restricted program. This program requires abortion providers to inform patients about the risk of serious events and what
to do should complications arise. The percentage of all abortions that are done using medication goes up each year, meaning that
more and more women will be at risk for these complications.

Bleeding: Vaginal bleeding normally lasts for 9–16 days but 1% of women bleed enough to require a D&C to stop the bleeding.
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Infection: According to the FDA, several U.S. women who used the abortion pill died due to an overwhelming total body infection
(sepsis).  Physicians are alerted to consider this complication in any woman who feels ill a�er using Mifeprex.

Undiagnosed ectopic pregnancy:  The abortion pill will not end an ectopic pregnancy (when the embryo attaches outside the uterus,
usually in a fallopian tube). If this condition is not treated early, there could be a risk of the tube bursting, internal hemorrhage,
and sometimes death.

Failed abortion: The abortion pill regimen doesn’t always cause an abortion.  Failure rate increases with advancing gestational age.
A surgical abortion is usually done to complete a failed medical abortion.

Risk of fetal malformations: Research links misoprostol (the second drug) use during the first trimester with certain types of birth
defects if the pregnancy continues.

 
Because of these risks, abortion providers are required to warn patients to seek immediate medical care for:
Sustained fever, severe abdominal pain, prolonged heavy bleeding, or fainting. Symptoms that last more than 24 hours a�er taking
misoprostol: abdominal pain/discomfort, “feeling sick,” weakness, nausea, vomiting or diarrhea, with or without fever
These symptoms could be a sign of serious complications, or just expected side e�ects. It’s hard to know.
 
Information is lacking about the long-term mental health e�ects of medical abortion, particularly, how women feel about giving
themselves an abortion, and seeing baby parts expelled.
 

IMPORTANT NOTICE

On March 30, 2016, the Food and Drug Administration (FDA) changed the protocol for the most common method of medical abortion.
This blog will equip pregnancy centers with the updated information which you may use to train sta� and volunteers who are
responsible for explaining the new protocol during options coaching. 
 

UNDERSTANDING THE NEW PROTOCOL
 
The FDA change is in response to an application from Danco Labs to revise the original dosing regimen of the abortion pill (RU-486/Mifeprex) protocol. Mifeprex is
now approved, in a regimen with misoprostol, to end a pregnancy through 70 days or less since the first day of a woman’s last menstrual period.  The revised
approved Mifeprex dosing regimen is:

On Day One: 200 mg of Mifeprex taken by mouth in the abortion clinic

24 to 48 hours a�er taking Mifeprex: 800 mcg of misoprostol taken buccally (in the cheek pouch), at a location appropriate for the patient

About seven to fourteen days a�er taking Mifeprex: follow-up with the healthcare provider to ensure that the abortion is completed. This may be determined by
medical history, blood tests, clinical examination, and/or ultrasound exam. 

In 2000, the FDA originally approved the abortion pill, Mifeprex®,  for use up to 49 days or 7 weeks from a woman's last menstrual
period. It called for three o�ice visits:

First o�ice visit: three pills of mifepristone swallowed during the first visit

Second o�ice visit, two days later: a single pill of misoprostol swallowed during the second visit. This visit also provided an
important opportunity to check for complications.

Final visit two weeks from the first: exam to determine if abortion complete 

This new protocol changes the dosages of each drug given, the time between the first and second drug, the route of administration
of the second drug, and the timing and method of follow-up with the abortion provider.  This regimen does not mandate three
visits, only one visit is required, leaving the decision for more visits up to the abortion provider. 

 Regimen Gestational
age 

Dosage of
mifepristone

Dosage of
misoprostol 

Route of administration for
misoprostol

Time interval
between 1st &

2nd drug 

Required
number o�ice

visits

Follow-
up 

 Original 49 days
LMP  600 mg  400 mcg  oral: swallowed  2 days, given in

o�ice  3  2 weeks
in o�ice

 Revised  70 days  200 mg  800 mcg buccal: absorbed through cheek  24-48 hours  1*  7-14
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mucosa and rest swallowed days**
*The number of visits is determined by the abortion provider: he/she may give the patient the misoprostol to take at home, or the
patient may be given the option to return to the clinic to receive those pills.
**The follow-up with the revised regimen does not stipulate an o�ice visit, it just requires follow-up to determine if the procedure is
completed. It may take the form of a phone call asking the patient about her symptoms, or sending her to the lab for a blood test to
see if her pregnancy hormone levels are dropping, or it may be an o�ice visit with a clinical exam or ultrasound exam. 
One of the reasons the regimen was changed is that the abortion rate with the lower dose of mifepristone was comparable to the
higher dose.  Of note, the bucchal route of administration is more e�ective for causing abortion, but is associated with more side
e�ects than the oral route, with the exception of causing less nausea.
THE PROBLEMS
1. Failure rate
The failure rate of medical abortion increases with advancing gestational age.  Mifepristone abortion at or below 49 days LMP
causes complete abortion in ~98% of cases, and ~93% of the time when abortion occurs between 63-70 days LMP.
From the FDA Labeling Information for Mifeprex 

Gestational age

Less
than 49
days
LMP

50-56
days
LMP

57-63
days LMP

64-70
days LMP

Complete abortion (%) 98 97 95 93

Failure rate (%) 2 3 5 7

Estimate of impact based on 1.2
million abortions/yr and assuming
25% are medical

6,000
women
a�ected

9,000
women
a�ected

15,000
women
a�ected

21,000
women
a�ected

2. Incomplete data about adverse events
The FDA received a number of reports of adverse events (AERs) following U.S. approval. Analysis of the 607 adverse event reports
received during the first four years (2000-04) of Mifeprex abortions revealed that the most frequent serious and life-threatening
adverse events were hemorrhage, infection, and missed ectopic pregnancy:

237 hemorrhages

1 fatal

42 life-threatening

168 serious

68 blood transfusions

66 infections

7 cases of septic shock:

3 fatal

4 life-threatening

513 Surgical interventions:

17 ectopic pregnancies: 11 ruptured: 1 death

By April 2011, approximately 1.52 million women in the U.S. used mifepristone to abort their pregnancies. Table 1 summarizes the
reported adverse events.
Table 1
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It's important to note that these numbers reflect the REPORTED events, not ALL events that occurred following the introduction of
the Mifeprex abortion into America. The FDA maintains a database that collects AERs from healthcare professionals on a voluntary
basis.  It is not precisely known how the number of reported AERs compares to the actual amount, but one study estimated that the
number of reported AERs only reflects 1% of the actual number of suspected serious adverse events!  Statistically, 14 deaths out of
1.5 million abortions is a very small number, but if these events only represent the "tip of the iceberg" of the true number of
complications, there is cause for concern. 
Here's an example of how this is a real problem: a young woman in Nevada discovers she is pregnant and seeks a medical abortion.
Because she's afraid of her family finding out, she travels to California to get the abortion. She returns to Nevada, develops
complications and goes to a hospital near home. She may or may not tell the attending physician that she has just taken the abortion
pill. Even if she does, the physician is under no obligation to take the time to report her complications to the FDA, or to contact the
treating physician in California. Deaths associated with pregnancy are also subject to under-reporting. This is due to death certificate
coding issues, lack of uniformity and adequacy of definitions, and failure to link birth and death registries.
3. Risk of life-threatening complications: Black Box Warning

The FDA has included a "Black Box Warning" on the Mifeprex labeling and package insert. The FDA requires black box warnings for
prescription medications that have potentially fatal, life-threatening, or disabling adverse e�ects.  They are the most serious
warning that the FDA attaches to a medication and must be highlighted from the other text in the package insert and typically are
characterized with a black box border.

The Mifeprex black box warning is titled, "WARNING: SERIOUS AND SOMETIMES FATAL INFECTIONS OR BLEEDING" and describes the
following concerns:
1. Serious and sometimes fatal infections and bleeding occur very rarely following spontaneous, surgical, and medical abortions,
including following MIFEPREX use. 

2. Atypical Presentation of Infection-Patients with serious bacterial infections and sepsis can present without fever, bacteremia or
significant findings on pelvic examination. What this means is that it may be very di�icult to even be able to diagnose these
infections before it is too late. 

3.Prolonged heavy bleeding may be a sign of incomplete abortion or other complications and prompt medical or surgical
intervention may be needed

4. MIFEPREX is only available through a restricted program because of the risk of these serious complications.

5. Before prescribing MIFEPREX, inform the patient about these risks. 

6. Ensure the patient knows whom to call and what to do if she experiences sustained fever, severe abdominal pain, prolonged heavy
bleeding, or syncope, or if she experiences abdominal pain or discomfort or general malaise for more than 24 hours a�er taking
misoprostol. 

These symptoms could be a sign of serious complications. Some of these symptoms are very similar to the "expected" side e�ects of
taking mifepristone and misoprostol: bleeding for an average of 9-16 days, nausea, weakness, fever/chills, vomiting, headache,
diarrhea and dizziness.This may make it di�icult for patients and even for physicians to tell if a complication is occurring.
4. Less Clinical Evaluation

The new regimen removes a requirement for an early second visit when misoprostol is taken. This was a valuable opportunity to see
the patient in person, an important step towards detecting complications and early intervention. The FDA does not stipulate what
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should happen with the administration of the second pills (misoprostol), only that it should be taken at a "location that is
appropriate for the patient." Also, it does not appear that a final clinic visit is required, either, only that "follow-up" takes place to
ensure that the procedure is completed. Again, another missed opportunity to directly assess how the patient is doing. It's possible
that the abortion provider will only call the patient and ask about her symptoms without any direct examination. For a procedure
that carries the risk of life-threatening complications, this is substandard medical practice. 

5. Unknown Psychological Impact of Women Seeing Fetal Parts Expelled

By extending the gestational age when this abortion may be done, the likelihood of women seeing a completely recognizable baby
expelled significantly increases. It is largely unknown what impact that may have on a woman's psyche. 

SUMMARY

So, where does that leave us? Here is a listing of concerns:

Known increased incidence of failure of procedure to cause abortion with advancing gestational age, resulting in higher potential
for complications such as a D&C for hemorrhage; women faced with the decision to get a surgical abortion, or take more abortion
drugs, or face the risk of birth defects with a pregnancy that continues. 

Fewer required clinic visits may lead to missed or delayed diagnosing of complications including missed ectopic pregnancy,
infection, and hemorrhage requiring intervention.

Greater likelihood that aborting women will see identifiable fetal parts with a largely unknown psychological impact.

Incomplete information about complications due to under-reporting of adverse events and few studies on Mifeprex use at 10
weeks.

This regimen carries a Black Box Warning reserved for prescription drugs that have potentially fatal, life-threatening, or disabling
adverse e�ects. Expanding the gestational age that it may be used can be expected to result in higher failure rates, which means
more complications for women. In light of the limits of our knowledge about the true extent of adverse events coupled with the
potential for significant complications, it seems misguided at best and fool-hardy at worst to reduce the level of scrutiny that a
woman undergoing a medical abortion receives. The revised FDA approved protocol for the misoprostol abortion subjects a woman
to these risks plus the unknown psychological impact of seeing her baby expelled from her body. It clearly wasn't designed with
women's best interests at heart and it's just plain bad medicine.  
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