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PHARMACEUTICAL WARNING

UK bans, Health Canada warns about antidepressants

Six months after the UK banned
antidepressant drugs for children,
Health Canada has issued a warn-
ing that using 7 of the medica-
tions may make patients worse.

Patients of all ages taking flu-
voxamine (Luvox), paroxetine
(Paxil), sertraline (Zoloft), mir-
tazapine (Remeron), fluoxetine
(Prozac) and citalopram (Celexa),
as well as those taking bupropion
as an antidepressant (Wellbutrin)
or smoking cessation drug (Zy-
ban) may “experience behav-
ioural and/or emotional changes
that may put them at increased
risk of self-harm or harm to oth-
ers,” Health Canada cautioned
June 4 in a directive to physicians
and consumers.

Recent studies have indicated
that selective serotonin reuptake
inhibitors (SSRIs) or serotonin
noradrenalin reuptake inhibitors
(SNRIs) may worsen depression
or trigger suicidal or aggressive
impulses.

In December 2003, the UK
banned the use of 4 antidepres-
sants for children; it had banned
2 others earlier last year. The US
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Food and Drug Administration
followed on March 22 with a
strongly worded warning about
the drugs.

But the chair of a
S-member expert ad-
visory panel Health
Canada convened to
assess SSRIs does not
believe the evidence
supports a British-
style ban or a stronger
warning, he says. The
more “measured”
Canadian response
puts the issue in proper perspec-
tive for physicians, says Dr.
Yvon Lapierre. “There is some
evidence that maybe this is hap-
pening, sufficient to give you this
warning, but not to remove it
from the market.”

Manufacturers will be re-
quired to amend their product
monographs, patients will be
notified through an information
sheet accompanying their pre-
scriptions, and physicians will
receive letters informing them
of the risk, says Health Canada
spokesperson Jirina VIk.
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Patients who experience suici-
dal impulses or feelings of agita-
tion, hostility or anxiety are urged
to consult their doctor rather than
discontinuing the
medication abruptly,
which may provoke
serious withdrawal
symptoms.

“The Americans
have taken the same
attitude as we have
in Canada: be care-
ful,” says Lapierre.
“Treat your pa-
tents properly. Keep an eye on
them and you shouldn’t have any
problems.”

An article by Lapierre (7 Psy-
chiatry Neurosci 2003;28[5]:340-
7) concluded there is little evi-
dence that SSRIs cause increased
suicidality.

The delay in Health Canada’s
response to concerns about the
drugs was necessary, says VIk,
because reviewers examined
more than 70 brand-name and
generic versions of the medica-
tions licensed in Canada. —
Wayne Kondro, Ottawa

Legal action against GSK over SSRI data

The New York State Attorney
is suing GlaxoSmithKline
(GSK) over its alleged failure to
disclose important safety and
efficacy information concerning
the use of its antidepressant
paroxetine (Paxil in North
America and Seroxat in the UK)
by people under 18.

The case arose after a confi-
dential GSK memo leaked to
media (CMAT 2004;170[5]:783)
documented a 1998 clinical trial
that concluded paroxetine had
no beneficial effect in the treat-
ment of adolescents. The au-
thors of the report recom-
mended GSK “effectively
manage the dissemination of
these data in order to minimize
any potential negative commer-

cial impact.” Sales for paroxe-
tine totalled nearly $4.97 billion
worldwide in 2003.

The US and UK have al-
ready taken action (see above).

The New York State Attorney
General announced June 2 it has
filed a consumer fraud lawsuit
against GSK for allegedly engag-
ing in “repeated and persistent
fraud by concealing and failing to
disclose to physicians certain in-
formation about Paxil... .”

The concealed information
“impaired doctors’ ability to
make the appropriate prescrib-
ing decision for their patients
and may have jeopardized pub-
lic health and safety,” stated At-
torney General Eliot Spitzer.

The state attorney’s office is

secking restitution for New York
State residents who bought
paroxetine for their children.
Rose Firestein, the lawyer han-
dling the case, isn’t sure how
much that would total. At the
earliest, the case will get to court
within a year.

In a public statement, GSK
said it has “acted responsibly ...
in disseminating data from [pe-
diatric] studies.” It says the
leaked memo “is inconsistent
with the facts and does not re-
flect the company position.”

In the UK, meanwhile, offi-
cials at the Medicines and
Healthcare Products Regula-
tory Agency are investigating
GSK over similar concerns. —

Barbara Sibbald, CMA]
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