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Risk of lower limb amputation following application of paclitaxel coated balloons in the lower limb arteries: a systematic review and meta-analysis of randomised controlled trials 
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Summary
Systematic review and meta-analysis of RCTs evaluating paclitaxel- coated balloons in femoropopliteal or infrapopliteal arteries
CLI and claudicants about equally represented 
21 trials, 3760 limbs
Crude risk major amputation: 4% paclitaxel group, 2.7% controls
Paclitaxel balloons conferred significantly higher risk in a Cox model (Hazard ratio 1.6; p=0.008)
Observation held for both fempop and infrapop subgroups with a dose-response relationship between paclitaxel and major amputation
Observation held for CLI alone but not for IC subgroup

Talking Points
Strong search including trial registries and conference abstracts
Dose response relationship supports contention that paclitaxel is causative
Unclear why observed relationship is not significant in claudicants though
Actually identified 40 trials
19 (almost half) excluded as no observed events
While in line with Cochrane guidance does leave the question as to whether the apparent effect of paclitaxel in this meta-analysis may be overestimated due to the exclusion of many amputation-free patients
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