News

FDA rejects over the counter status
for emergency contraceptive

Janice Hopkins Tanne New York

Family planning groups,
women’s organisations, obstetri-
cians and gynaecologists, legisla-
tors, and national newspapers in
the United States protested last
week at the Food and Drug
Administration’s refusal to per-
mit sales over the counter (with-
out a prescription) of an
emergency contraceptive.

In making his decision, Dr
Steven Galson, acting director of
the FDA’s Center for Drug Eval-
uation and Research, overruled
the organisation’s own scientific
advisory committee and its pro-
fessional staff.

Many experts said it was an
attack on contraception by the
anti-abortion Bush administra-
tion. But Dr Galson defended
the decision, saying it was not
politically motivated. Conserva-
tive groups said that the contra-
ceptive, called Plan B, would
have increased rates of pregnan-
cy among teenagers and that the
drug was dangerous.

The FDA rejected the appli-
cation of the drug company Barr
Research for over the counter
status for its product, saying the
company had not shown that

adolescent women could under-
stand the product instructions.
The FDA has never previously
required  such  information
before granting over the counter
status.

Its reasons were dismissed as
“bogus” and “a red herring” by Dr
Scott Spear, an associate profes-
sor of paediatrics at the Univer-
sity of Wisconsin-Madison and
director of health services for the
university’s 40 000 students.

The contraceptive has been
available on prescription in the
United States for several years
and is available over the counter
in 33 countries. It is marketed in
the United Kingdom under the
name Levonelle-2 and is avail-
able from pharmacists, who are
obliged to refer to guidelines
when supplying it.

It reduces the risk of preg-
nancy after unprotected inter-
course by 85%. It comprises two
tablets of 075 mg of lev-
onorgestrel-one is taken as
soon as possible after unprotect-
ed intercourse and the second
12 hours later. They should be
taken within 72 hours after inter-
course but may be effective even

within five days. The drug pre-
vents fertilisation or implanta-
tion and has minimal side
effects. It is not an “abortion
pill.”

Susanne Martinez, Planned
Parenthood’s vice president for
public policy, said, “The FDA’s
scientific advisory committee
voted overwhelmingly—23 to
four—for OTC [over the
counter] status. The FDA’s pro-
fessional staff agreed with the
committee. Both were over-
ruled.” She could not remember
any time that the FDA had over-
ruled its expert committees;

neither could former FDA
commissioners.

The United States has one of
the world’s highest rates of
teenage pregnancy and
unplanned pregnancy.

Forty one members of the
House of Representatives asked
the FDA to reconsider. Some
asked FDA officials to resign.

The American College of
Obstetricians and Gynecologists
called the FDA’s decision
“morally repugnant.”

In an editorial the New York
Times called the FDA’s decision
“politically motivated.” d
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Source: Adapted from Save the Children, State of the World's Mothers

Court dismisses
appeals of two
mothers

Clare Dyer legal correspondent, BMJ

Two mothers who were trying
to get their children back from
care have had their appeals
dismissed.

But in the first case, two pae-
diatricians who were expert wit-
nesses in a case involving a
mother suspected of having
Munchausen syndrome by proxy
were wrong to conclude, in the
absence of a medical explana-
tion, that she had deliberately
harmed her child, the Court of
Appeal ruled last week.

The child, who had a chro-
mosomal abnormality and was
in hospital for failure to thrive,
had rigors 11 times while her
mother, a paediatric nurse, was
in the hospital. Four other

experts had said they were
unable to conclude that the
mother had interfered with the
child’s cannula.

Elizabeth Butler-Sloss, presi-
dent of the High Court’s family
division, said the two paediatri-
cians’ postulation that the moth-
er had deliberately interfered
with the cannula and adminis-
tered a harmful substance “rest-
ed partly on the foundation that
science had no answer and part-
ly on extraneous circumstances
culled from the mother’s medi-
cal history.”

She said that the unnamed
doctors and the judge, Mrs Justice
Bracewell, had fallen into error in
concluding that the medical evi-
dence proved the mother had
harmed the girl, named only as
LB. But there was plenty of non-
medical evidence that was “clear
and cogent” on which the judge
had been entitled to rely, and the
mother’s appeal was dismissed.

The mother has lodged com-
plaints with the General Medical
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Council against the two paedia-
tricians.

Dame Elizabeth, sitting with
Lord Justice Thorpe and Lord
Justice Mantell, was giving
judgment in the first two care
cases to come to the appeal
court since the Angela Can-
nings judgment in January.
After Mrs Cannings successful-
ly appealed against her convic-
tion for murdering two of her
children, the court warned
against prosecutions of parents
for killing their children where
medical experts disagreed (BM/]
2004;328:183).

Ministers suggested that mis-
carriages of justice may also
have occurred in care cases and
took steps to ease the way for
parents and local authorities to
refer cases back to court. In
these two care cases, the appeal
court dismissed one mother’s
appeal and gave reasons for hav-
ing dismissed the second moth-
er’s application for permission to
appeal last March.

Lawyers for the two mothers
had argued during the appeal
court hearing that family courts
should now adopt the more
stringent  criminal  standard
of proof-beyond reasonable
doubt—in care cases. But Dame
Elizabeth said that approach was
“mistaken,” and the judge had to
be satisfied only “on the balance
of probabilities” (the civil stand-
ard of proof).

In the second case, that of
LU, the mother’s lawyers had
accused the three paediatricians
who had unanimously conclud-
ed that she had repeatedly tried
to smother her child of “paedi-
atric dogma.”

But giving reasons for
refusing the mother permission
to appeal, Dame Elizabeth said
no criticism could be made of
the evidence offered by the
three experts, also unnamed,
and the judge was entitled to
rely on it in concluding that the
mother had deliberately
obstructed the child’s airway [
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