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Introduction and Aims: European Medicines Agency (EMA) has recommended
measures to be taken to manage and minimize the risk of hypersensitivity reactions to

all intravenous iron (FeIV) drugs available across Europe. The aim of this survey was to
analyze the effects on FeIV clinical management after the introduction of this
recommendations among hemodialysis centers (HDC) in Lombardy Region.
Methods: Aweb-questionnaired was send to all 117 HDC in Lombardy. Items concern
HDC types (hospital: HC and peripheral: CAL), and their organization: presence of
intensive care unit (ICU), emergency trained staff, iron used, IV administration
modalities, side effects, and variations on FeIV therapy between 2013 and 2014
(αFeIV). Linear regression model was used to analyze the raw “focus” effects of HDC
types on outcome and a forward stepwise procedure to assess the confounding impact
by percentage variation (αβ%) of the effect.
Results: Survey response rate was 73.5%. FeIV therapy was used in 69.1% (range
11%-100%) of patients and after EMA's raccomandation indications were reduced by
12.6% (α-FeIV%). No severe adverse reactions were reported. Differently from CAL,
HC had larger number of ICU (97.2 vs 20%, OR=128.8, P<0.001), emergency trained
staff (97.2 vs 61.2%, OR=22.2, P<0.001) and facilities (91.7 vs 58%, OR=7.8, P<0.001).
Linear regression model demonstrated a significant raw “focus” effect of HDC types on
α-FeIV% (β=19.6, P<0.001). Non-significant association were found in ICU-adjusted
model (β=6.7, P=0.199) and all-confounding adjusted model (β=5.6, P=0.337).
Conclusions: The absence of serious hypersensitivity reactions confirms the safety of
FeIV products and under-utilization of the FeIV therapy was detected. EMA’s
recommendations were associated with a significant drop in FeIV therapy prescriptions
in CAL compared to HC. However this effect was suppressed by the presence of
intensive care units.
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