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Appropriateness of Conducting Clinical Trials at
University Hospitals as Contract Research

Miwako OKADA

Abstract

In Japan, university hospitals conduct clinical trials on behalf of pharmaceutical
companies under a contract research arrangement that is exempt from corporate income
tax under specific conditions. This exemption applies when the contract stipulates that the
university retain certain rights to the research results or ensure that the research findings
are publicly available. This study investigates whether the standard contract forms used
by university hospitals in Japan meet these requirements, and evaluates the suitability of
conducting clinical trials as contract research at these institutions. The findings indicate
that most university contracts fail to meet tax exemption criteria. For instance, many
private university contracts grant the sponsor full rights, whereas no contracts from
national universities require the public disclosure of research results. Typically,
pharmaceutical companies initiate clinical trials to obtain drug approval, rather than
universities or researchers initiating them. Consequently, the purpose of a clinical trial
differs from that of contract research. Under these circumstances, to conduct clinical trials
using a contract research system is not appropriate. Instead, a framework that considers

the purpose and nature of such trials should be established.








