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Survey of the Information of Adverse Events in Clinical Trials

Katsunori YOSHITOMI™' Hiroyuki HURUKAWA** and Kenichi MIYAMOTO**

*! Kanazawa University Graduate School, Natural Science Research Course
*? Kanazawa University Hospital, Center for Clinical Trial Management
13-1, Takara-machi, Kanazawa 920-8641, Japan

Protocols and case report forms are different among clinical trials, however adverse events (AEs) occur in
every trial and need to be assessed in the same way. Therefore, we conducted a survey to examine the actual
condition of the information of AEs. We surveyed choices and criterions of items for AEs of 59 trials which were
performed in Kanazawa University Hospital.

As aresult of the survey, it became clear that choices currently used for each item were varied and different
in each trial. Criteria of severity and outcome were also varied ; there were even contradicting criteria among
trials. There were also contradictory judgments of adverse drug reactions (ADRs), and the definition of
“Probably not” expressed as an ADR differed. Moreover, in these trials, the criteria for “Probably not” was not
markedly different.

From these results, it was suggested that current the collection and assessment of the information of AEs
were different in each trial and thereby assessments could also be different. Pharmaceutical companies,
regulatory agenceis, and medical institutions should be in discussion to determine standardization of the
expression of choices and criterions of AEs.
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