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Plan B® is intended to prevent pregnancy after known or suspected contra-
ceptive failure or unprotected intercourse.  Emergency contraceptive pills
(like all oral contraceptives) do not protect against infection with HIV (the
virus that causes AIDS) and other sexually transmitted diseases.

CONTRAINDICATIONS
Progestin-only contraceptive pills (POPs) are used as a routine method of birth
control over longer periods of time, and are contraindicated in some condi-
tions.  It is not known whether these same conditions apply to the Plan B® reg-
imen consisting of the emergency use of two progestin pills.  POPs however,
are not recommended for use in the following conditions:

• Known or suspected pregnancy
• Hypersensitivity to any component of the product
• Undiagnosed abnormal genital bleeding

WARNINGS
Plan B® is not recommended for routine use as a contraceptive.
Plan B® is not effective in terminating an existing pregnancy.

Effects on Menses
Menstrual bleeding patterns are often irregular among women using prog-
estin-only oral contraceptives and in clinical studies of levonorgestrel for
postcoital and emergency contraceptive use.  Some women may experience
spotting a few days after taking Plan B®.  At the time of expected menses,
approximately 75% of women using Plan B® had vaginal bleeding similar to
their normal menses, 12-13% bled more than usual, and 12% bled less than
usual.  The majority of women (87%) had their next menstrual period at the
expected time or within 7  days, while 13% had a delay of more than 7 days
beyond the anticipated onset of menses.  If there is a delay in the onset of
menses beyond 1 week, the possibility of pregnancy should be considered.

Ectopic Pregnancy
Ectopic pregnancies account for approximately 2% of reported pregnancies
(19.7 per 1,000 reported pregnancies). Up to 10% of pregnancies reported
in clinical studies of routine use of progestin-only contraceptives are ectopic.
A history of ectopic pregnancy need not be considered a contraindication to
use of this emergency contraceptive method.  Health providers, however,
should be alert to the possibility of an ectopic pregnancy in women who
become pregnant or complain of lower abdominal pain after taking Plan B®.

PRECAUTIONS
Pregnancy
Many studies have found no effects on fetal development associated with
long-term use of contraceptive doses of oral progestins (POPs).  The few
studies of infant growth and development that have been conducted with
POPs have not demonstrated significant adverse effects.  

STD/HIV
Plan B®, like progestin-only contraceptives, does not protect against HIV
infection (AIDS) and other sexually transmitted diseases.

Physical Examination and Follow-up
A physical examination is not required prior to prescribing Plan B®.  A fol-
low-up physical or pelvic examination, however, is recommended if there is
any doubt concerning the general health or pregnancy status of any woman
after taking Plan B®.

Carbohydrate Metabolism
The effects of Plan B® on carbohydrate metabolism are unknown. Some
users of progestin-only oral contraceptives (POPs) may experience slight
deterioration in glucose tolerance, with increases in plasma insulin; howev-
er, women with diabetes mellitus who use POPs do not generally experience
changes in their insulin requirements.  Nonetheless, diabetic women should
be monitored while taking Plan B®.

Drug Interactions
Theoretically, the effectiveness of low-dose progestin-only pills is reduced by
hepatic enzyme-inducing drugs such as the anticonvulsants phenytoin, car-
bamazepine, and barbiturates, and the antituberculosis drug rifampin.  No
significant interaction has been found with broad-spectrum antibiotics.  It is
not known whether the efficacy of Plan B® would be affected by these or any
other medications.

Nursing Mothers
Small amounts of progestin pass into the breast milk in women taking prog-
estin-only pills for long-term contraception resulting in steroid levels in
infant plasma of 1-6% of the levels of maternal plasma.  However, no adverse
effects due to progestin-only pills have been found on breastfeeding per-
formance, either in the quality or quantity of the milk, or on the health,
growth or development of the infant.

Pediatric Use
Safety and efficacy of progestin-only pills have been established in women
of reproductive age for long-term contraception.  Safety and efficacy are
expected to be the same for postpubertal adolescents under the age of 16
and for users 16 years and older.  Use of Plan B® emergency contraception
before menarche is not indicated.

Fertility Following Discontinuation
The limited available data indicate a rapid return of normal ovulation and fer-
tility following discontinuation of progestin-only pills for emergency contra-
ception and long-term contraception.

ADVERSE REACTIONS
The most common adverse events in the clinical trial for women receiving
Plan B® included nausea (23%), abdominal pain (18%), fatigue (17%),
headache (17%), and menstrual changes.  The table below shows those
adverse events that occurred in ≥5% of Plan B® users.

Table 3  Adverse Events in ≥5% of Women, by % Frequency

Plan 
Most Common Levonorgestrel                
Adverse Events N=977 (%)

Nausea 23.1
Abdominal Pain 17.6
Fatigue 16.9
Headache 16.8
Heavier Menstrual Bleeding 13.8
Lighter Menstrual Bleeding 12.5
Dizziness 11.2
Breast Tenderness 10.7
Other complaints 9.7
Vomiting                  5.6
Diarrhea 5.0

Plan B® demonstrated a superior safety profile over the Yuzpe regimen for
the following adverse events:

• Nausea:  Occurred in 23% of women taking Plan B® (compared to 50%
with Yuzpe)

• Vomiting:  Occurred in 6% of women taking Plan B® (compared to 19%
with Yuzpe)

DRUG ABUSE AND DEPENDENCE
There is no information about dependence associated with the use of Plan B®.

OVERDOSAGE
There are no data on overdosage of Plan B®, although the common adverse
event of nausea and its associated vomiting may be anticipated.
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EMTALA Panel Tackles Shared Call, Disaster Issues
B Y  N E L L I E  B R I S T O L

Contributing Writer

WA S H I N G T O N — The Centers for
Medicare and Medicaid Services should
clarify its position on shared on-call services
to assure hospitals that the arrangements
are allowed under the Emergency Medical
Treatment and Active Labor Act, a federal
advisory panel has recommended. 

“This is a huge issue around the country,”
said Dr. David Siegel, chair of the EMTA-

LA technical advisory group and senior
physician consultant/clinical coordinator
for Florida Medical Quality Assurance Inc.
(FMQAI). “We’re being told that, essential-
ly, under current policy ... there’s nothing
wrong with [shared call], but the perception
out there is that you can’t do these things.” 

CMS staff explained to the advisory
group that sharing call is allowed, but
hospitals are still required to perform
screening exams for patients before they
are transferred to the on-duty hospital.

“Our policy is that if two hospitals shar-
ing call coverage divide it up month one,
month two, that’s fine,” said Molly Smith
of the agency’s Center for Medicare Man-
agement. “What hospitals do need to be
aware of is that if a hospital this month
doesn’t have that call coverage but a patient
does come to that emergency room asking
for an examination ... they still have an
obligation under EMTALA to do the med-
ical screening exam—they cannot just au-
tomatically transfer that patient out.”

The panel agreed to the recommenda-
tion to publicize CMS’s stance on shared
call and will continue to discuss the issue
at future meetings.

While shared call may be permitted by
CMS, hospitals should ensure that their
arrangements do not violate antitrust laws,
cautioned panel member Julie Mathis Nel-
son, an attorney with Coppersmith Gor-
don Schermer Owens & Nelson, Phoenix.

Exemptions in Emergencies
The panel also agreed to explore expan-
sion of EMTALA exemptions during
emergency situations. Current law allows
exemptions only during national emer-
gencies, is limited to a 72-hour period, and
applies only to transfer requirements. 

The panel is considering allowing ex-
emptions from EMTALA during state, lo-
cal, and hospital-specific emergencies, as
well as lengthening the exemption time
period. “As we have learned from Hurri-
cane Katrina and other types of disasters,
a hospital’s or physician’s ability to com-
ply with EMTALA may extend beyond the
EMTALA transfer requirements and ex-
ceed 72 hours,” according to technical ad-
visory group documents.

EMTALA provisions being considered
by the panel for waiver eligibility include
medical screening examination, require-
ments defining qualified medical personnel,
patient stabilization, documentation, and
duty to accept transfers. Exemptions would
be decided retrospectively, with some being
decided on a case-by-case basis.

Panel member Warren Jones of the
University of Mississippi, Jackson, argued
that the technical advisory group did not
need to address the issue, because efforts
are underway at the national and state lev-
els to reconfigure emergency procedures.
“I don’t think we need to regulate down
to that level,” he argued. “The one defense
against an EMTALA allegation is that you
employed good clinical judgment in pro-
viding access and making the decision in
the best interest of the patient.”

The panel will look into details of the
exemptions and discuss recommendations
at future meetings.

Consulting Personal Physicians
The group also approved recommenda-
tions specifically allowing communica-
tions between a treating physician and a
patient’s personal physician during the
initial screening examination. EMTALA
could be construed to prohibit those com-
munications, panel members said, and the
regulations should be clarified.

The EMTALA technical advisory group
recommended that, while the contacted
physician may give advice and provide in-
formation, the treating physician or quali-
fied medical personnel should be responsi-
ble for the patient’s care. The contact is not
required and should not delay treatment. 

After contact is made, the treating physi-
cian or qualified medical personnel would
proceed with the patient’s medical screen-
ing and stabilizing treatment as indicated,
the recommendation says. If there is a dif-
ference of opinion between the physicians,
the medical judgment of the treating clin-
ician shall prevail, the panel agreed. ■
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