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Abstract
Purpose
This study aims to determine whether the Decision Aid (DA) for clinical trials promotes the
intention of Clinical Trial Coordinators (CRCs) to implement Shared Decision Making
(SDM), analyze what factors influence this intention, and obtain suggestions for the

usefulness of this DA and for the dissemination and promotion of SDM.

Methods

A cross-sectional survey study using a Web-based questionnaire was conducted. The
objective variable was the intention to implement SDM with the DA. The explanatory
variables were "attitude toward SDM," "subjective norm of SDM," and "perceived-behavioral
control of SDM.” Subject characteristics such as type of medical profession, years of
experience, and affiliation were also included in the questionnaire. This study was approved

by the St. Luke's International University Ethics Review Committee (Approval number:
20A060).

Results

A total of 373 CRCs responded to the survey. Of these, 68.6% to 78.8% indicated that the
DA would increase the possibility of implementing SDM.
In the analysis of the covariance structure of the all-subjects model, only "attitude" had a direct
effect on the objective variable (path coefficient 0.60, p < 0.001). When the participants were
categorized as nurses (n=175) and non-nurses (n=198), the factors influencing "attitude" in
the non-nurse model differed from those in the all-subjects and nurse models. The CRCs
affiliated with Site Support Organizations (SMOs) were significantly more likely to be

influenced by investigators and sponsors than those affiliated with medical institutions.

Conclusion

The DA for clinical trials is useful to increase the "intention to implement SDM." For its
dissemination, it is necessary to focus on "attitude" and spread the knowledge that leads to
the recognition that SDM using the DA is better. However, it is also necessary to consider the

varying differences in perceptions based on medical professions and affiliations.



