
Reason for posting: The sero-
tonin 5-HT4 receptor partial
tegaserod (Zelnorm) is some-
times prescribed for patients
who have irritable bowel syn-
drome with constipation.1 How-
ever, a recent letter to health
care professionals from the
drug’s manufacturer warns of
serious adverse events in some
cases.2 Although 1 in 10 patients
taking the drug will experience
mild diarrhea, about 1 in 250
will have very serious diarrhea
complicated by hypovolemia,
hypotension and syncope that
sometimes necessitates admis-
sion to hospital and intravenous
therapy.2 As well, ischemic coli-
tis and other forms of intestinal
ischemia have occurred in some
patients taking the drug; al-
though the exact incidence of
this adverse event is unknown, it
probably occurs in fewer than
1 in 11 000 patients.2

The drug: The pathophysiology
of irritable bowel syndrome is
not well understood, but sero-
tonin 5-HT4 receptors appear to
mediate peristalsis in the enteric
nervous system.3 Tegaserod is a
serotonin 5-HT4 receptor an-

tagonist that reduces symptoms
of abdominal pain, discomfort,
bloating and constipation. A re-
cent Cochrane review conclud-
ed that the number needed to
treat to reduce these gastro-
intestinal symptoms (relative to
placebo) is 17.1

What to do: Irritable bowel
syndrome is a common, chro-
nic, painful and frustrating con-
dition for many patients4 but is
itself not life-threatening. Most
patients do not require drug
treatment but instead benefit
from “listening, validating, ed-
ucating, and identifying and
reinforcing coping strategies in
a long-term therapeutic alli-
ance.”4 For affected patients
with constipation, fibre supple-
mentation or periodic use of
osmotic laxatives is often the
best treatment.3 Tegaserod
therapy should be reserved for
specific patients (women with
irritable bowel syndrome and
constipation) who have more
moderate to severe symptoms.3

The duration of treatment
should not exceed 12 weeks,
and therapy should be stopped
after 4 weeks if there has been

no response.2 Patients should
be warned that they may expe-
rience potentially serious diar-
rhea or, rarely, intestinal ische-
mia. They should be advised to
seek prompt medical attention
if serious diarrhea, lightheaded-
ness or postural symptoms de-
velop during treatment. The
drug should be immediately
stopped if rectal bleeding or
new or worsening abdominal
pain develops.

Eric Wooltorton
CMAJ
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To receive the Newsletter and health product Advisories by email, 
join Health Canada’s Health_Prod_Info mailing list. 

Go to www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/subscribe_e.html.

Inscrivez-vous à la liste Info_Prod_Santé de Santé Canada pour recevoir par
courriel le Bulletin et les Avis au sujet des produits de santé. Rendez-vous à l’adresse 

www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/subscribe_f.html.

Report adverse reactions toll free to Health Canada
Signaler sans frais des effets indésirables à Santé Canada

Tel./Tél. : 866 234-2345 • Fax/Téléc. : 866 678-6789 
Email/Courriel: cadrmp@hc-sc.gc.ca


