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Criteria for Causality Assessment of Individual Case Safety Report
Used in Pharmaceutical Manufacturers of Generic Drugs

Masahiro TAKATSUKI*'  Hiroyuki FURUKAWA™"* Kenichi MTYAMOTO*"*

*I Department of Clinical Pharmacy, Graduate School of Natural Science and Technology, Kanazawa University
13-1 Takara-machi, Kanazawa-shi, Ishikawa 920-8641, Japan
*? Center for Clinical Trial Management, Kanazawa University Hospital

The purpose of this study was to determine the items necessary for causality assessment in order to improve
the usefulness of the individual case safety report (ICSR) from medical institutions as adverse drug reaction
(ADR) information. Thus, we evaluated the standard items for causality assessment by surveying the items used
in pharmaceutical manufacturers of generic drugs.

The number of respondents was 35, which was 89.7% of the member companies of Japan Generic
Pharmaceutical Manufacturers Association. The use of algorithms for causality assessment, terms for causal
relation, and criteria for assessing whether or not ADR were varied among the companies. These findings were
similar to the previous results in a survey of pharmaceutical companies of original drug.

The variety of assessment criteria is inconvenient for reporters to judge and also lowers the validity of
judgment. Additionally, it will be inappropriate to assess ADR information all together. And these variations may
cause wide differences in the frequency measurement of ADR. Therefore, it is crucial to immediately derive
consensus on international assessment criteria for causality assessment.

Key words : adverse drug reaction, individual case safety report, causality assessment, standardization, generic
pharmaceuticals
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