PART 1

1989

GSK’s Negligence
CAUSED
Stewart Dolin’s

DEATH

GSK submitted a “New Drug Application”
to the FDA for Paxil which obscured an
approximately 8-fold increased risk of suicidal
attempts and suicide, through improper use
of 2 “run in” suicides and 5 “run in” suicide
attempts. This changed a danger signal into
a reassuring one. As a result, doctors and the
FDA were not warned about the increased
risk GSK knew or should have known about.

1991

MAY 10
Under increased scrutiny
on the suicidality issue from
the FDA, GSK’s Director
of Regulatory Affairs
inaccurately informed the
FDA: “Analysis of data from
prospective clinical trials in
depressed patients clearly
demonstrates that patients
randomized to paroxetine
therapy were at no greater
risk for suicidal ideation
or behavior than patients
who were randomized to
placebo…” However, the
hidden data revealed the
opposite was true, there
was an approximately 8-fold
increased risk of suicidal
attempts and suicides.

1990

DEC
On behalf of GSK, Drs.
Dunner & Dunbar gave a
presentation
at the American College of
Neuropsychopharmacology
Convention in San Juan,
Puerto Rico, inaccurately
stating the clinical trial
data for paroxetine shows
“suicides and suicide
attempts occurred less
frequently with paroxetine
than with either placebo or
active controls.”

OCT 3
FDA requested a report
from GSK on “the same
suicide issues” as raised
in the Teicher article
about Prozac.

1992

JAN 1
Relying on these inaccurate
representations as true,
the FDA approved Paxil
for marketing in the United
States, adopting as part
of its “Summary Basis for
Approval” the inaccurate
table GSK supplied to
the FDA indicating there
was no increased risk
of suicides or suicide
attempts.

FEBDEC
GSK launched Paxil in the
United States without
warning prescribing
physicians of the drug’s
association with suicide
attempts and completed
suicides.

1994

LATER IN 1992
GSK’s Christine Blumhardt
published a paper in
the Journal of Clinical
Psychiatry inaccurately
claiming there was “no
evidence” paroxetine
“increases the risk of
suicidal ideation.”

Additional data collected
by GSK revealed a
continuing signal of
substantial increased risk
of suicide and suicide
attempts associated with
Paxil. Notwithstanding
this risk, GSK continued to
market the drug without
informing physicians about
this risk.

