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			  In lieu of an abstract, here is a brief excerpt of the content:
			  329 The Impact of Recent Revisions in the Japanese Ethical Guidelines for Clinical Research M A S A R U M O T O J I M A A N D I E K U N I I C H I K AWA Introduction Currently, the Japanese government does not codify any laws or regulations concerning clinical research except for the Good Clinical Practice (GCP). On the other hand, Japanese investigators are asked to comply with one of five guidelines developed for conducting clinical research. These include “Ethical Guidelines for Clinical Research (EGCR)”1 issued by the Ministry of Health, Labor, and Welfare (MHLW), “Ethics Guidelines for Epidemiological Research (EGER)”2 jointly issued by the Ministry of Education, Culture, Sports, Science, and Technology (MEXT) and MHLW, “Ethics Guidelines for Human Genome/ Gene Analysis Research”3 issued by the Ministry of Economy, Trade, and Industry (METI), MEXT and MHLW, “Ethics Guidelines for Clinical Research on Gene therapy”4 issued by the MEXT and MHLW, and “Ethics Guidelines for Stem Cell Research”5 issued by the MHLW. The EGCR is applied to clinical research that is not covered by existing guidelines and regulations of any regulatory agencies in Japan. In 2008, EGCR was thoroughly revised from its 2004 version; the changes are listed in Table 1. Most of the items listed are new provisions rather than modifications of previous regulations. Therefore, the revised guidelines are expected to have had an enormous impact on Japanese clinical research upon their required implementation on 1 April 2009. Prior to 2001, there were few guidelines or regulations concerning clinical research conducted by physician-investigators, i.e., so-called investigator-initiated clinical trials, in Japan. Therefore, the ethical protection of humans involved Asian Bioethics Review December 2009 Volume 1, Issue 4 329–341 A R T I C L E S T h e I m p a c t o f R e c e n t R e v i s i o n s M a s a r u M o t o j i m a a n d I e k u n i I c h i k a w a A s i a n B i o e t h i c s R e v i e w D e c e m b e r 2 0 0 9 Vo l u m e 1 , I s s u e 4 330 in investigator-initiated clinical trials was left to the moral discretion of the researchers or the institutions themselves. The 2001 Ethics Guidelines for Human Genome/Gene Analysis Research was the first guideline that required Institutional Review Board (IRB) assessment of clinical research, except for the GCP. In 2003, the Japanese GCP was revised to allow investigators to conduct clinical research of “off-label use” of marketed products and so-called “translational research”. These investigator-initiated clinical trials were conducted as a part of the general clinical research until the GCP revision in 2003. Although some guidelines have developed, this fractionated and confusing system is still in effect throughout the country, a deficit that is further complicated by clinical research performed in collaborations with countries outside Japan. Therefore, the recent revisions in these guidelines are likely to profoundly impact not only clinical investigators within the country but also the various countries conducting clinical research with Japanese institutions. In this study, we summarise the major changes provided by the new guidelines , discuss how these changes were developed and consider the expected effects on future clinical research within Japan as well as multi-country studies that include Japanese institutions. Key Changes to the Ethical Guidelines for Clinical Research (EGCR) Most of the following items are new in the revised version of EGCR. Table 1. Major changes in the Ethical Guidelines for Clinical Research (EGCR, 2008) 1. Changes in boundaries between “Daily Practice” and “Research” 2. New terms, “Intervention studies” and “Observation studies” 3. New provisions regarding an institutional review board (IRB) 4. New obligations to take out insurance for clinical research to cover no-fault compensation 5. New obligations to educate investigators 6. New obligations to register clinical studies in designated databases 7. New obligations to submit... 
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