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To assess completeness and
qguality of original FAERS cases
comparing outcomes after brand
and generic clopidogrels.
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FDA should monitor FAERS

 Daily “in-box” review of reports

—All serious unlabeled reports;

—Serious direct reports;

—Periodic and “enhanced pharmacovigilance”
reports

* Periodic safety reports

e Main mission: identify and monitor “Safety
Signals”

 Work with epidemiologists, and doctors
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Clopidogrel
n = 36,559

Primary cause
n= 39387

) = trude total desth

TE = theombotic/thromboembolx




Age missing

Gender missing

7,193 (39.2%)
4,178 (22.8%)
6,957 (38.0%)
5,667 (30.9%)
7,955 (43.4%)
4,706 (25.7%)
308 (1.68%)
586 (3.2%)
165 (0.9%)

18,328 (100%)

1,787 (44.8%)
1,091 (27.4%)
1,109 (27.8%)
1,513 (37.9%)
1,782 (44.7%)
692 (17.4%)
42 (1.06%)
123 (3.1%)

24 (0.6%)

3,987 (100%)



Proportional reporting ratios for selected primary cause events
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Conclusion

*The primary-caused adverse profiles diff ith brand and generic clopidogrel in FAERS. While deaths reports were higher, the rates of cardiac, hemorrhagic, and
s-!;hn %}np%gaﬁoHs were\fess cgmrlnon cl)r%l\élv\ll%x. 9 ' pidogrett I P W 9 I g

*It seems that r%;eperic manufacturers heavily underreport deaths to the FDA, while the overall adverse event profile suggests potentially better safety of brand
over generic formulations.



