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Analysis on off-label use of probiotics in neonates at 6 hospitals of Henan province
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Abstract: Objective To investigate and analyze the off-label use of probiotics in neonates at 6 hospitals of Henan province in 2018, so
as to provide reference for rational use of probiotics in clinic. Methods The hospital information system was used to retrieve the
doctor’s orders on the use of probiotics in hospitalized newborn patients from 6 hospitals in Henan province in February, may, August,
and November of 2018. The general information, drug use and off-label conditions of the patients were statistically analyzed by
referring to the instructions. Results A total of 913 doctor’s orders were extracted, and it was found that probiotics were commonly
used in neonatal patients with off-label phenomenon, mainly manifested as over-indication (97.92%), over-dose (41.07%), and
over-age (25.52%). The off-label indications were neonatal hyperbilirubinemia (jaundice) and premature infants. The number of
overdose orders of Clostridium Caseinate Viable Tablets was the highest with 355 pieces. The humber of overage medical orders for
Clostridium Butyricum Enterococcus Tri-viable Bacteria Tablets was the highest with 118 pieces. Conclusion The off-label
incidence of probiotics in neonates is high, and most of the off-label drugs have the evidence-based medical basis, but should be
prescribed as standardized as possible. Relevant clinical research would be encouraged, and drug instructions should be improved, in
order to promote the rational use of probiotics.
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Table 2 Off-label drug types of probiotics
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Table 3 Overall use of probiotics
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Table 5 Clinical distribution of probiotics used
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