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Comparison of Naranjo and WHO Criteria with expert judgment in causality assessment of adverse drug
reaction
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Purpose : Several criteria have been proposed to increase objectivity, reliability and validity in causality assessment of adverse
drug reaction(ADR). We compared Naranjo criteria and World Health Organization(WHO) criteria with expert judgment to
evaluate validity and clinical usefulness of these criteria Methods : We evaluated 100 ADR cases reported from Severance
hospital last years, retrospectively. We reviewed these cases with Naranjo and WHO criteria to evaluate ADRs. Expert judgment
was used as gold standard for comparisons between Naranjo and WHO criteria. The validity and agreemet of these criteria were
evaluated. Spearman rank coefficient was calculated to evaluate validity of these criteria. Results : Spearman rank coefficinet
was 0.563(p<0.001) and agreement was 55% between Naranjo criteria and expert judgment. Comparison of WHO criteria with
expert judgment showed 81% of agreement and 0.818(p<0.001) of Spearman rank coefficient . Naranjo criteria includes evaluation
of drug concentration, objective evidence and response of placebo challenge and drug dose adjustment. But, there were few cases
in which evaluation of these items were done, actually. Conclusion : Naranjo criteria showed modest validity. The validity and
agreement of WHO criteria were better than that of Naranjo criteria. To improve validity and practicality, we should modify and
update these criteria by futher investigations and clinical experiences.
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