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The main pro of marketing the medical products in Japan is the 8 year exclusivity for new drugs. This is relatively higher than that of the EU or the U.S, which is around 5 years.  Medical equipment are also checked or evaluated in the same manner as the EU and U.S, but they take only 1 year for approval. Nonetheless, Phase I trials have to be conducted exclusively in Japan meaning it requires additional costs. Another disadvantage is the drug lag that takes about 2.5 years for a new drug to be approved relative to 504 days in the U.S. 
Currently, there are is no one who has had experience with the Japanese regulatory systems. However, the Japanese offer increased regulatory and market authorization resources as well as advice for new entrants. 
The requirement of Phase 1 studies to be in Japan is not a reason not to consider Japan for the human pharmaceuticals. This is because, after Phase 1, the results determine where there is need for Japan to continue in the studies in phase II and III. It is also more productive and efficient to conduct parallel phase I studies in Japan and the host country. This will yield more results for future application. 
Medical device can only be approved by Market Authorization Holders that should be Japanese entities, which handles or applies for the market authorization of devise in all classes. Veterinary pharmaceuticals are regulated by the Ministry of Agriculture, Forestry, and Fisheries under the department of Animal Hygiene. The authorization process requires reviews under several councils. Based on the efficiency in authorizing these products, it is easier for the company to only consider medical devices and vet drugs for the Japanese market. GE foods are also regulated under the MAFF, which has strict laws on artificial chemicals or ingredients used in imported foods. Therefore, GE foods would not fare well in Japan.   
      
