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SPITZER SUES GLAXO FOR
CONCEALING NEGATIVE

DRUG STUDIES
                      

Lawsuit Charges Drug Company 
Misled Doctors About Safety of Drug
Used to Treat Depression in Children

Attorney General Eliot Spitzer re-
cently sued GlaxoSmithKline, one of
the world’s largest pharmaceutical
companies, for concealing important
information about the safety and effi-
cacy of Paxil, its antidepressant drug.

The lawsuit, filed in New York
State Supreme Court in Manhattan,
alleges that GlaxoSmithKline (GSK)
engaged in fraud by concealing from
doctors information about the safety
and effectiveness of Paxil in adoles-
cents and children with major depres-
sion.  Paxil has been approved by the
FDA for treatment of depression in
adults, but not in children. Doctors,
however, have professional discretion
to prescribe Paxil for treatment in
children, a so-called "off-label" use. 

“Doctors should have access to
all scientifically sound information so
that they can prescribe appropriate
medication for their patients,” Spitzer
said. “By concealing critically impor-
tant scientific studies on Paxil, GSK
impaired doctors’ ability to make the
appropriate prescribing decision for
their patients and may have jeopar-
dized their health and safety.”

Barry Perlman, M.D., President of
the New York State Psychiatric Asso-
ciation, said: "The relationship be-
tween a doctor and a patient must be

based on a sense of trust. In or-
der to hold true to that principle,
physicians must have access to
all relevant medical information
regarding treatment.” 

The lawsuit asserts that GSK
conducted at least five studies on
the use of Paxil in children, but
only published one of the studies,
which showed mixed results on
efficacy. The lawsuit alleges that
GSK suppressed the negative re-
sults of the other studies, which
did not demonstrate that Paxil is
effective and which suggested a
possible increased risk of suicidal
thinking and acts. GSK is also al-
leged to have failed to disclose
this information in "Medical Infor-
mation Letters" that it sent to doc-
tors.

An internal GSK document from
1998 shows that GSK intended to
"manage the dissemination of (the)
data in order to minimize any poten-
tial negative commercial impact." 

The lawsuit also alleges that
GSK misrepresented the results of
its research on Paxil as a treatment
for children and adolescents to its
sales representatives who promote
Paxil to doctors. The company por-
trayed the drug as having "remark-
able efficacy and safety in the treat-
ment  of adolescent depression." In
fact, GSK's studies did not demon-
strate that Paxil is effective in
treating children   and   adolescents
with depression and showed the
possibility of increased risk of sui-
cidal thoughts and acts in adoles-
cents.

About 2.1 million prescriptions
for Paxil were written for children
and adolescents in the United
States in 2002. Nearly 900,000
were for youths whose primary di-
agnosis was a mood disorder, the
most common of which is depres-
sion. Mood disorder prescriptions
accounted for about $55 million in
U.S. sales for GSK in 2002 alone.

The lawsuit seeks to perma-
nently enjoin GSK from engaging
in the alleged fraudulent behavior
and disgorgement of all profits
obtained as a result of the con-
duct alleged in the suit. 

After the Attorney General’s
suit was filed, GSK put the studies
which form the basis of the suit on
its website and announced that it
would publish the results of all of
its clinical research studies. In
response,  the Attorney General
stated that while GSK’s actions did
not resolve all of the issues in the
suit, they were steps in the right
direction. 

Further, in the wake of the
lawsuit, editorial writers in The
Lancet, the prestigious British
medical journal, and other medi-
cal experts and editorial writers
have called for more thorough
disclosure of clinical research.   The
American Medical Association
has called upon the federal gov-
ernment to establish a registry of
clinical trials to better disseminate
such information.

To obtain a copy of the complaint,
please visit www.oag.state.ny.us


