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Abstract

In this article we introduce the ethical regulations and standardized operating procedure (SOP) for
research involving humans, which we developed for the Association for Promoting Drug Development
(APDD), in order to assure compliance with the Ethical Guidelines for Clinical Research, issued by the
Ministry of Health, Labor and Welfare (MHLW) in 2003, revised in July 2008, and to be implemented in
April 2009.

The main additional requirements in the 2009 revision of MHLW guidelines are : (1) Registration of
clinical research with invasive interventions to one of the defined public databases ; (2) Compensation for
subjects’ injury related to research ; (3) adverse events reporting ; (4) education for the researchers and
ethics committee members ; and (5) Information disclosure of ethics committees and adverse events. On
the other hand, outsourcing of ethical review and abbreviated process in obtaining informed consent has
become acceptable.

The regulations and the SOP we developed to assure compliance with such requirements have the
following characteristics : (1) The requirements in the three governmental guidelines for each of genetic,
epidemiological, and clinical research are combined ; (2) Investigational brochures (IB) to be attached to
the protocol and additional research review for safe dosage of radioisotopes are defined ; and (3) The
uniformed formats for the registered clinical trials under the Pharmaceutical Affaires Law are revised and
applied for non-registered clinical research under the governmental ethical guidelines.

This set of regulations and SOP would promote well-controlled conduct of molecular imaging and
translational clinical research, including the microdosing approach, and compliance with governmental
guidelines which have become more effective regulations in this recent revision.

Key words
ethical guidelines for clinical research, standardized operating procedures (SOP), microdosing, molecular
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Table 1 Main points of 2008 revision of the Ethical Guidelines of Clinical Research
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Fig. 1 Administrative procedures defined by 2008 version of the Ethical Guidelines of Clinical Research
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