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NAF PROTOCOL FOR MIFEPRISTONE/MISOPROSTOL IN EARLY ABORTION IN THE U.S.
Note: This NAF protocol describes the U.S. FDA-approved labeling for mifepristone as well as evidence-

based alternatives to that regimen. !

BACKGROUND INFORMATION

1. Mechanisms of action of mifepristone and misoprostol
2. Pharmacokinetics
3. Efficacy, benefits
4. Side effects
5. Acceptability
ELIGIBILITY:

1. Women considering medical abortion with mifepristone and misoprostol:

a. Should not have any of the following:

hemorrhagic disorder or concurrent anticoagulant therapy;

chronic adrenal failure;

concurrent long-term system corticosteroid therapy;

confirmed or suspected ectopic pregnancy or undiagnosed adnexal mass;
inherited porphyrias;

IUD in place (must remove before treatment);

history of allergy to mifepristone, misoprostol or other prostaglandin; and

unwillingness to undergo a vacuum aspiration (if medically indicated).

b. Should have gestation no more than 49-63 days depending on the regimen used; *

confirmation by ultrasound may be used routinely and is essential if there is a question

whether the duration of the pregnancy is within the guidelines or if an ectopic pregnancy is

suspected.

c. Must be able to give informed consent and comply with treatment requirements, receive the

Mifeprexut Medication Guide, and sign the Mifeprexu Patient Agreement and any

additional consent forms.

d. Should have access to a telephone and transportation to a medical facility equipped to provide

emergency treatment for serious complications, including prompt evacuation of the uterus

and blood transfusion for hemorrhage.

2. Special considerations:

a. There are limited data available on the effects of mifepristone or misoprostol while

breastfeeding. An international consensus meeting held in 2004 suggested that until

Y Note: Certain state and local regulations may specifically affect abortion practice, including the use of medications in
abortion care. It is sound management for providers to be aware of such regulations.

2 See Evidence-Based Alternative Regimens below. Gestation is commonly referred to in terms of days since the last
menstrual period (LMP). Since clinicians establish gestational age based on history, physical exam, and/or ultrasound,
gestational age as estimated by the clinician may not always be consistent with the historical LMP.



further evidence is made available, clinicians may choose to advise patients to refrain from
breastfeeding (i.e. pump and discard breast milk) for at least 2 days after taking
mifepristone and at least 6 hours after misoprostol.

b. As in the case of surgical abortion, current severe anemia should be considered when
assessing eligibility. Most research studies of medical abortion regimens have not
included women with a hemoglobin <10 gm/dl.

c. Any patient with serious systemic illness (e.g., severe liver disease, significant cardiac
disease, renal failure, uncontrolled seizure disorder) should be evaluated individually to

determine the safest method of pregnancy termination.

COUNSELING, EDUCATION and INFORMED CONSENT should be conducted in compliance
with applicable state and local laws, ordinances, regulations, and common law governing the consent

process and standard of care for abortion provision, and should include:

1.

Discussion of the decision to have an abortion and assurance that the decision is the patient’s own
(i.e. without coercion).

Discussion of abortion methods (e.g. medical abortion, vacuum aspiration) and the risks and
benefits of each in relation to the alternative of continuing the pregnancy, including the risk of
death for all options.

Discussion of known side effects and possible complications of abortion with mifepristone and
misoprostol. This should include:

a. information about expected side effects and the differences between side effects and
complications; for example, which symptoms warrant contacting the provider
immediately:

1. soaking 2 or more maxipads per hour for 2 consecutive hours;

ii. sustained fever >38°C (100.4°F) or onset of fever more than 24 hrs after taking
misoprostol;

iii. abdominal pain or discomfort, or “feeling sick” including weakness, nausea,
vomiting or diarrhea more than 24 hours after taking misoprostol;

iv. light bleeding or spotting, accompanied by one-sided, severe lower abdominal
pain, with dizziness, shoulder pain or shortness of breath, particularly when an
TUP was not confirmed by pre-treatment ultrasound (these symptoms are
strongly suggestive of rupturing ectopic pregnancy and the clinician should assist
with arranging the patient’s immediate access to emergency services).

b. An explanation that although medical abortion does not cause ectopic pregnancy, and
that neither the medications nor the route of their administration have been determined
to cause infection, it is important to have access to a provider who is familiar with the
signs and symptoms of these rare but serious complications of pregnancy and abortion.

c.  An explanation of the importance of a follow-up visit to confirm complete abortion,
including information about the likelihood of continued pregnancy in the absence of
bleeding, the possibility of continued pregnancy even after bleeding, and that fetal
malformations have been reported after first trimester use of misoprostol. Therefore,



women must be strongly advised to complete the abortion, either medically or with vacuum
aspiration, once these medications have been taken.
Anticipatory guidance for the length of time involved in the medical abortion process and the
need for multiple visits. The FDA-approved regimen (mifepristone 600mg followed by
misoprostol 400pg orally up to 49 days’ gestation) calls for at least 3 visits; however, alternative
evidence-based regimens usually require only two. In the FDA-approved regimen, approximately
ewo- |



