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ABSTRACT

Background Since 2015, as an education monitoring group, we have clarified the competen-
cies required for academia monitoring and have implemented education and training plans
based on the competencies. However, the Association of Clinical Research Professionals
(ACRP) has announced the ACRP Core Competency Framework for overseas Clinical Study
Monitoring (ACRP Competency). The competencies required for academia monitors are
changing due to changes in the clinical research implementation environment, such as the
enforcement of the Clinical Trials Act. Therefore, we considered reconstructing the compe-
tency list in line with the actual situation in Japan.

Methods We prepared a draft competency list required for Japanese academia monitors by
comparing the ACRP Competency with the competency list created in 2015. We surveyed by
administering a questionnaire (web) to 195 academia monitors to determine the relationship
between the degree of competencies and the background of academia monitors. Based on the
survey results, the required competencies for each monitor level were examined.
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Results The number of respondents in the survey was 59. Academia monitors often serve
concurrently with other occupations. It became clear that there was a difference between
achievement rate, skills, and attitudes for each background. Based on these results, the compe-

tency list for each level was revised.

Conclusions We have revised the level-based competency list required for academia moni-
tors in line with the actual situation in Japan from a global perspective. Based on this study, we
would like to examine the curriculum of monitoring education, verify its validity, and reflect it

in the education system.

(Jpn Pharmacol Ther 2022 ; 50 suppl 2 : s179-201)
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