
CORRECTION

Tuberculosis reporting trends with
infliximab and etanercept (Keystone EC,
Bingham CO, Belozeroff V, Hadjiaghai L,
Veith J, Shibata A, Wallis W, Zhao S. Ann
Rheum Dis 2004;63(suppl I):S414–15.)
The above abstract, which was published in

the proceedings of EULAR 2004 (SAT0092),
contained inaccurate data, resulting from a
technical error in parameter specifications for
the FDA adverse event reporting system
(AERS) database search. The main point of
the abstract was to compare the numbers of
reports of tuberculosis adverse events
between infliximab and etanercept, by
searching the FDA AERS database. The
comparison was intended to be restricted to
the American cases only. However, it came to
our attention that the initial search did not
remove all non-American cases of tubercu-
losis as intended. The authors regret that the
mistake occurred and apologise for any
inconvenience it may have caused. In our
best effort to prevent incorrect information
from being disseminated further, a revised
abstract with information from an updated
database search is presented below.
Background: TNF antagonists are increas-

ingly employed in the therapy of patients
with rheumatoid arthritis. The numbers of
post-marketing tuberculosis (TB) adverse
event reports have historically indicated a
higher reporting rate in association with
infliximab therapy than with etanercept
therapy. The purpose of this analysis was to
examine the TB reporting rates over time in
association with these two agents.
Methods: We obtained the number of

reported TB cases (MedDRA High level term:
Tuberculous infections) by quarter from the
FDA database of spontaneously reported
adverse events (AERS). The reporting trends
were then evaluated in relationship to the
timing of specific TB risk communications
and recommendations regarding TB screen-
ing. TB reporting trends were compared
between the two drugs. We also performed
disproportionality analyses of the TB report-
ing trends for infliximab and etanercept
compared with analgesics as a reference drug
category.
Results: The number of TB cases in the US

(excluding non-US cases), reported through
Q1 2003, was 132 for infliximab and 26 for
etanercept, after excluding 11 duplicate
reports and 3 reports associated with both
the drugs. The table shows that infliximab
patients had a larger number of TB cases than
etanercept patients for all 9 quarters of
observation. Heightened awareness of TB
risk, prompted by an Infliximab ‘‘Dear
Doctor’’ Letter, Infliximab black box warning,

and publications regarding TB in major
medical journals, had the same impact on
reporting behavior for both TNF antagonists,
as reflected in comparable relative increases
in reported TB cases after Q3 2001.
Disproportionality analysis showed a signifi-
cantly higher TB proportional reporting ratio
for infliximab (43.1; 95% confidence interval
(CI), 28.4-65.6) than for etanercept (1.8; 95%
CI, 1.1-3.1).
Conclusion: Results of the reporting trend

and disproportionality analyses indicate that
infliximab appears to be associated with
more cases of reported TB from Q1 2001 to
Q1 2003. The basis for the observed differ-
ences in reporting is not completely estab-
lished, but may be related to differences
between products. This analysis does not take
into account the difference in patient expo-
sure between the two drugs because accurate
information was not available for both
products. These data should be interpreted
with caution given the limitations of sponta-
neous reporting.

Rev 7.51n/W (Jan 20 2003)

Annals of the Rheumatic Diseases ar4corr3 Module 24 5/7/04 13:49:43 Topics:

The abstract has not been edited and is
reproduced here as supplied by the author.

Table: Number of spontaneously reported TB cases for infliximab and etanercept by qtr - US cases only

2001 Q1 2001 Q2 2001 Q3 2001 Q4 2002 Q1 2002 Q2 2002 Q3 2002 Q4 2003 Q1

Infliximab 7 2 9 17 26 21 7 17 21
Etanercept 1 1 2 8 5 4 0 2 0
Major events A B

Number of relevant publications: 9 in year 2001, 75 in year 2002, and 115 for year 2003 (whole year). A: Infliximab black box warning regarding TB screening;
B: ‘‘Dear Doctor’’ letter regarding infliximab and TB
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