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Reclast (zoledronic acid): Drug Safety Communication - New Contraindication
and Updated Warning on Kidney Impairment
[Posted 09/01/2011]
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Reclast (zoledronic acid): Drug Safety Communication - New Contraindication
and Updated Warning on Kidney Impairment

[Posted 09/01/2011]
AUDIENCE: Endocrinology, Pharmacy, Patient
ISSUE: FDA notified healthcare professionals and patients of an update to the drug
label for Reclast (zoledronic acid) regarding the risk of kidney failure. Cases of acute
renal failure requiring dialysis or having a fatal outcome following Reclast use have
been reported to FDA. The revised label states that Reclast is contraindicated in
patients with creatinine clearance less than 35 mL/min or in patients with evidence of
acute renal impairment. The label also recommends that healthcare professionals
screen patients prior to administering Reclast in order to identify at-risk patients.
The Reclast Medication Guide for patients is being updated to contain information
about the risk of severe kidney problems. In addition, the manufacturer of Reclast will
issue a Dear Healthcare Provider letter to inform healthcare professionals about this
risk.
RECOMMENDATIONS: Reclast is contraindicated in patients with creatinine
clearance less than 35 mL/min, or in patients with evidence of acute renal impairment.
Healthcare professionals should screen patients prior to administering Reclast in order
to identify at-risk patients. Healthcare professionals should also monitor renal

function in patients who are receiving Reclast ©



