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Japan is of the largest economies in the world and a viable market for Sematic Worldwide Global Regulatory Company. Nonetheless, its regulatory process in drugs and food are different. Currently, the most lucrative and viable product for market authorization in Japan is medical devices and animal pharmaceuticals. The company will handle class I and class II devices that are not highly regulated. For general devices or low risks devices only a third party certification is required. Moreover, general devices do not require approval for sale or manufacture. However, the review process for market authorization is similar to that of drugs under the PMDA. Despite this, about 90% of medical devices are approved for market authorization within the one year. This means that they take minimal time for market authorization. 
Human pharmaceuticals are lucrative in Japan compared to other markets. This is because the review process requires phase I trials to be conducted exclusively in Japan. The first phase determines where other trials require being in Japan as well. Additionally, Japan also regulates the dosage of drugs and its dosages are normally smaller compared to other markets in Europe and America. This is also a down side for the company since minimal doses mean minimal profits or sales. Again, Japan has a drug lag where new drugs take about 2.5 years before they can be approved, which is less in America at only 504 days. However, for vet drugs, the review process is not as rigorous as for human drugs, meaning it is easier and cheaper to market these products. Overall, medical devices and vet drugs would be the best products for market authorization in Japan compared to human pharmaceuticals.       



