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Reason for posting: Remicade
(infliximab), a tumour necrosis
factor-α (TNF-α) antagonist,
is used in the treatment of
rheumatoid arthritis and
Crohn’s disease. However, the
US Food and Drug Adminis-
tration (FDA) has recently ad-
vised of serious hematologic
events, including leukopenia,
neutropenia, thrombocytopenia
and pancytopenia, in some pa-
tients taking the drug (www.fda
.gov/medwatch/SAFETY/2004
/safety04.htm#remicade).

The drug: TNF-α is a potent
proinflammatory cytokine pro-
duced by macrophages in re-
sponse to infectious or inflam-
matory stimuli. Its activity has
been implicated in many inflam-
matory disorders, including
rheumatoid arthritis, Crohn’s
disease and psoriasis.1 Infliximab
is a chimeric monoclonal anti-
body that targets TNF-α, which
leads to a disruption of the in-
flammatory cascade. Common
adverse reactions include dysp-
nea, urticaria and headache. It is
now well recognized that infec-
tions, including tuberculosis, in-
vasive fungi and other oppor-
tunistic infections, may occur in
patients taking the drug.1,2 Other

possible adverse reactions in-
clude exacerbations of multiple
sclerosis and demyelination syn-
dromes, congestive heart failure
and lupus.2,3

The FDA advisory contains
no clinical details on the patients
affected by blood dyscrasias.
The incidence of this adverse ef-
fect is unknown, but in some
published case reports it seems
to occur within a few weeks after
treatment is initiated.4,5 Blood
dyscrasias associated with an-
other TNF-α inhibitor, etaner-
cept, have been fatal: in one case
series, in which 3 patients had
aplastic anemia and 7 had pancy-
topenia, 5 of these 10 patients
died.3 The mechanism by which
this effect is occurring is un-
known, but the TNF-α block-
ade may lead to inhibition of
proinflammatory cytokines (in-
cluding interleukin-1, inter-
leukin-6, interleukin-8 and gran-
ulocyte colony-stimulating
factor) involved in bone marrow
stem cell differentiation.5 The
reasons why only a limited num-
ber of patients are affected are
still unclear.

What to do: It may be wise to
check the patient’s baseline
complete blood count before

and shortly after infliximab
therapy is started. It is impor-
tant to warn patients of all seri-
ous adverse effects and to check
their complete blood count as
required (e.g., in the event of
fever, anemic symptoms, bruis-
ing and easy bleeding). It is un-
known whether intermittent
monitoring of complete blood
counts when the patient is tak-
ing infliximab can prevent seri-
ous outcomes.
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Canadian Adverse Reaction Newsletter
Bulletin canadien des effets indésirables

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
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