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BACKGROUND: Oral ivermectin is a safe broad spectrum anthelminthic used for treating several ne-
glected tropical diseases (NTDs). Currently, ivermectin use is contraindicated in children weighing less
than 15 kg, restricting access to this drug for the treatment of NTDs. Here we provide an updated sys-
tematic review of the literature and we conducted an individual-level patient data (IPD) meta-analysis
describing the safety of ivermectin in children weighing less than 15 kg. METHODOLOGY/PRINCIPAL
FINDINGS: A systematic review was conducted using the Preferred Reporting Items for Systematic Re-
views and Meta-Analyses (PRISMA) for IPD guidelines by searching MEDLINE via PubMed, Web of
Science, Ovid Embase, LILACS, Cochrane Database of Systematic Reviews, TOXLINE for all clinical
trials, case series, case reports, and database entries for reports on the use of ivermectin in children
weighing less than 15 kg that were published between 1 January 1980 to 25 October 2019. The pro-
tocol was registered in the International Prospective Register of Systematic Reviews (PROSPERO):
CRD42017056515. A total of 3,730 publications were identified, 97 were selected for potential inclusion,
but only 17 sources describing 15 studies met the minimum criteria which consisted of known weights of
children less than 15 kg linked to possible adverse events, and provided comprehensive IPD. A total of
1,088 children weighing less than 15 kg were administered oral ivermectin for one of the following indica-
tions: scabies, mass drug administration for scabies control, crusted scabies, cutaneous larva migrans,
myiasis, pthiriasis, strongyloidiasis, trichuriasis, and parasitic disease of unknown origin. Overall a total
of 1.4% (15/1,088) of children experienced 18 adverse events all of which were mild and self-limiting. No
serious adverse events were reported. CONCLUSIONS/SIGNIFICANCE: Existing limited data suggest
that oral ivermectin in children weighing less than 15 kilograms is safe. Data from well-designed clinical
trials are needed to provide further assurance.
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