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Plan B Decision Delay Spawns Lawsuit
An advocacy group is suing the Food and
Drug Administration for delaying its de-
cision on over-the-counter status for the
emergency contraceptive Plan B (lev-
onorgestrel). “Half of the 3 million preg-
nancies in the U.S. are unintended each
year. By denying women over-the-counter
access to a safe and effective drug that
would significantly reduce those num-
bers—including pregnancies that end in
abortion—the FDA is acting unlawfully,”
said Nancy Northrup, president of the
Center for Reproductive Rights, which
filed its suit in a New York district court.
The FDA had been scheduled to issue a de-
cision in late January on a second applica-
tion for OTC status for Plan B by its man-
ufacturer, Barr Pharmaceuticals. Steven
Galson, M.D., acting director of the FDA's
Center for Drug Evaluation and Research,
had rejected Barr’s initial request for over-
the-counter marketing status last spring,
citing a lack of sufficient evidence regard-
ing the effects of OTC availability of
emergency contraception in younger
women. The FDA should be completing
its review in the near future, Barr indicat-
ed in a statement. “The company remains
optimistic that the agency will approve
Plan B for OTC sale.”

Emergency Contraception Omitted

A coalition of abortion rights advocates
and health care professionals is urging the
U.S. Department of Justice to add infor-
mation about emergency contraception to
its “National Protocol for Sexual Assault
Medical Forensic Examination.” The
group is asking the Justice Department to
revise its protocol to include the routine
offering of emergency contraception to
rape victims at risk of pregnancy. “The
failure to include a specific discussion of
emergency contraception in the first na-
tional protocol for sexual assault treat-
ment is a glaring omission in an otherwise
thorough document,” the coalition said in
a letter to the Justice Department. The
protocol, which provides medical treat-
ment guidelines for sexual assault patients,
was released late last year. The coalition
includes the American College of Obste-
tricians and Gynecologists.

Misleading Ads

The Food and Drug Administration re-
cently warned Barr Research that one of its
advertisements for the oral contraceptive
Seasonale (levonorgestrel/ ethinyl estradi-
ol) was misleading consumers. “By omit-
ting and minimizing the risks associated
with Seasonale, the TV ad misleadingly
suggests that Seasonale is safer than has
been demonstrated by substantial evidence
or substantial clinical experience,” the FDA
said in a letter. The ad fails to mention that
patients using Seasonale may experience
breakthrough bleeding or spotting for up
to a year, according to the letter. In addi-
tion, the ad minimizes risk information
through fast-paced scene changes, back-
ground music, and compelling visuals, ac-
cording to the FDA. Barr intends to work
with FDA to make the necessary change to
the ad, according to company spokesman
Carol A. Cox. “Seasonale is safe and effec-
tive oral contraception when used as di-
rected, and we intend to continue to edu-
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cate all consumers and health care
providers about the product, its indica-
tions, risks, and side effects,” she said.

HIV Prevention

Although current law allows for the de-
livery and financing of HIV-prevention
programs through Medicaid and the Ryan
White Comprehensive AIDS Resources
Emergency Act grants, neither program
delivers a significant level of services, ac-
cording to an analysis by the Kaiser Fam-
ily Foundation. Financial pressures con-
tribute to the situation, according to the

study, but organizational barriers also keep
prevention from being integrated into clin-
ical care. The study said prevention could
be enhanced through the development of
models of integration in primary care and
increased training of health care providers
on incorporating HIV prevention prac-
tices into routine practice activities.

The Malpractice Debate

President Bush hit the road in January to
drum up support for his medical liability re-
form legislation. The president traveled to
Illinois to draw attention to the problem of
frivolous lawsuits and called on Congress to
enact a $250,000 cap on noneconomic dam-
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ages in medical malpractice cases. He also
called on Congress to pass joint and sever-
al liability reform and to work on reform for
class action lawsuits. “It’s important for the
United States senators from this state and
other states to recognize the significance of
the problem and get a meaningful, real
medical liability bill to my desk,” President
Bush said during his speech in Illinois. But
Sen. Byron Dorgan (D-N.D.) said the pro-
posal would shelter drug manufacturers
from lawsuits. “In its zeal to support the big
drug companies, the Bush administration is
seriously overreaching with this proposal,”
he said in a statement.

—NMary Ellen Schneider

INDICATIONS: The GYNECARE THERMACHOICE UBT System is a thermal balloon ablation device intended to ablate the endometrial lining of the uterus
in premenopausal women with menorrhagia (excessive uterine bleeding) due to benign causes for whom childbearing is complete. CONTRAINDICATIONS:
The device is contraindicated for use in a patient: with known or suspected endometrial carcinoma (uterine cancer) or premalignant change of the
endometrium, such as unresolved adenomatous hyperplasia; with any anatomic or pathologic condition in which weakness of the myometrium could exist,
such as history of previous classical cesarean sections or transmural myomectomy; with active genital or urinary tract infection at the time of procedure
(eg, cervicitis, vaginitis, endometritis, salpingitis, or cystitis); with an intrauterine device (IUD} currently in place; or who is pregnant or who wants to
become pregnant in the future. POTENTIAL ADVERSE EFFECTS that may occur include: rupture of the uterus; thermal injury to adjacent tissue; heated
liquid escaping into the vascular spaces and/or cervix, vagina, fallopian tubes, and abdominal cavity; electrical burn; hemorrhage; infection or sepsis;
perforation; post-ablation tubal sterilization syndrome; complications leading to serious injury or death; complications with pregnancy (Note: pregnancy
following ablation is dangerous to both the mother and the fetus); and risks associated with hysteroscopy. WARNINGS: Failure to follow all instructions
or to heed any warnings or precautions could result in serious patient injury. If a perforation is present, and the procedure is not terminated, thermal
injury to adjacent tissue may occur if the heater is activated. CAUTION: Endometrial ablation procedures using the GYNECARE THERMACHOICE UBT System
should be performed only by medical professionals who have experience in performing procedures within the uterine cavity, such as 1UD insertion or
dilation and curettage (D&C), and who have adequate training and familiarity with GYNECARE THERMACHOICE UBT System.



