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Failing
grades for
education
assessment

Astronomers
unveil ‘hidden’
black holes

Th i s  We e k

A time-honored way to deal with negative re-
sults is to sweep them under the rug. Few
ever get published. But New York State At-
torney General Eliot Spitzer gave notice on 
2 June that he may punish companies sus-
pected of burying clinical data. This drew
cheers from researchers who have been cam-
paigning for a pub-
lic registry of all
clinical trial results
—whether positive
or negative—as
well as those op-
posed to the use of
antidepressants in
children.

Spitzer filed suit
in a New York court
charging the U.K.-
based drug f irm
GlaxoSmithKline
(GSK) with “re-
peated and persist-
ent fraud,” alleging
that it had promot-
ed positive findings
but hadn’t publi-
cized unfavorable data on chil-
dren and adolescents who were
treated for depression with its
drug paroxetine, also known as
Paxil. The company engaged in
“illegal and deceptive” reporting,
according to Spitzer, by minimiz-
ing reports of suicidal thinking
among patients and misleading
doctors into overprescribing the
drug. The suit asks GSK to “dis-
gorge” millions of dollars.

GSK responded with a one-page note
saying that it had “acted responsibly” and
that “all pediatric studies have been made
available … to regulatory agencies world-
wide.” The company also circulated a de-
tailed letter it sent out this spring updating
physicians on potential suicide risks, a 
follow-up to a public review organized by
the U.S. Food and Drug Administration
(FDA) (Science, 6 February, p. 745). GSK’s
letter says that “it is not yet clear whether
antidepressants contribute to the emergence

of suicidal thinking and behavior.”
Spitzer’s allegations fell like a live

grenade among other drug companies, but
they had little to say. Industry spokesperson
Jeffrey Trewhitt of the Pharmaceutical Re-
search and Manufacturers of America
(PhRMA) in Washington, D.C., declined to

discuss the potential impact on
clinical reporting. But PhRMA
is on record, Trewhitt said, in
support of the proposal to report
all clinical trial results.

The suit has energized the
campaign to create a clinical trial
registry. “I’m just thrilled with
Spitzer,” said one champion of
this effort, Drummond Rennie,
an editor at The Journal of the
American Medical Association.
Members of the American Med-
ical Association (AMA) will
consider a proposal endorsing a

national clinical trials register at their annual
meeting 14 to 16 June in Chicago.*

Spitzer’s suit also drew praise from critics
of psychoactive drug use in children. “I hope
this will clean up the mess in psychiatric
drugs,” says Vera Sharav of the Alliance for
Human Research Protection in New York City.

But some psychiatrists who have pre-
scribed antidepressant drugs in the category
that includes paroxetine—the selective sero-

tonin reuptake inhibitors (SSRIs)—fear that
this punitive action will muddy the waters.
Harold Koplewicz, director of New York
University’s Child Study Center, says, “I
have great respect for Eliot Spitzer … but
I’m concerned about this lawsuit” because it
will further discourage use of SSRIs to treat
depression in children. He’s not persuaded
that paroxetine is significantly riskier than
other SSRIs, such as fluoxetine (Prozac),
which is widely viewed as safe. The big is-
sue, as Koplewicz sees it, is that all SSRIs
must be carefully monitored in the first
weeks of use in all ages because they have a
“disinhibitory” effect.

Spitzer’s lawsuit focuses mainly on three
trials of paroxetine to treat major depression
in children and adolescents, all funded by
GSK (see table). Only one was published:
study 329, led by psychiatrist Martin Keller
of Brown University. Keller could not be
reached for comment, but Koplewicz, who
participated in the trial, said Keller organized
it and solicited funding from GSK because
he wanted to fill a gap in information on how
children respond to this type of drug therapy.
Keller’s group reported in the Journal of the
American Academy of Child and Adolescent
Psychiatry in 2001 that, based on a random-
ized, placebo-controlled trial in 275 people,
“paroxetine is generally well tolerated and ef-
fective for major depression in adolescents.”
GSK circulated these words far and wide.

Spitzer’s complaint,
however, charges that
none of the studies pro-
duced significant evidence
that paroxetine is “effica-
cious” in treating depres-
sion in this age group and
that the two unpublished
studies “failed to show
that paroxetine was more
effective than placebo.” 

Keller’s study identified
one serious adverse event

(headache) that might have been caused by
the drug. But Spitzer’s complaint alleges that
there were more significant problems. Citing
study data, it states that 6.5% of patients on
paroxetine showed “emotional lability”—the
term that covers suicidal thinking—versus
1.4% for those on placebo. The percentages
were also higher for patients on paroxetine in
the two unpublished studies, Spitzer charges.
And his complaint says that, “combined, stud-
ies 329, 377, and 701 showed that certain
possibly suicide-related behaviors were ap-

Buried Data Can Be Hazardous
To a Company’s Health
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Rattling cages. Spitzer has accused

GlaxoSmithKline of “persistent

fraud” in selling antidepressants.

GSK’s Reanalysis of Risks

Suicidal ideation* Suicidal ideation*

GSK study Final report on Paxil on placebo

329, M. Keller et al. 2001 5.8% 1.8%

377 1998–99 4.8% 10.6%

701 2000 18.8% 16.0%

* Emergent suicidal ideation includes self-injurious remarks or behaviors related to suicidal 
ideation, suicide attempts, self-inflicted harm, or overdoses.

* AMA Council of Scientific Affairs Report 10-A-04.
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