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Identification and evaluation of risk factors for severe immune-mediated adverse
drug reactions using Big Data
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This study aimed to investigate the effects of immune modulating factors,
such as infection, on development of three kinds of immune-mediated severe adverse drug reactions
(ADRs), i.e., drug-induced anaphylaxis, severe cutaneous adverse reactions (SCAR) and drug-induced
liver injury, using a global Individual Case Safety Report database and Japanese medical information

databases. The reporting ratios of all three ADRs were significantly higher in patients with
infection, especially for SCAR development by anti-inflammatory analgesics. Medical information
database analysis also confirmed a major role of infection for development of these ADRs in the
patients treated with anti-inflammatory analgesics. This study suggested a necessity of caution for
a risk of development of immune-mediated ADRs when patients with infectious diseases are treated
with a certain class of drugs.
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