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The goal of this plan is to establish a core technical group, including both nanotechnology science and pharmaceutical regulation experts, to draw
up the quality and safety control regulation system and to discuss a draft for the product assurance related laws and regulations. The panel consists
of members from industrial, government administrative and academic fields. The industrial representatives include PITDC (Medical and
Pharmaceutical Industry Technology and Development Center) and Pharmaceutical Manufacturers Association. The government official circles
include Technology Section of Department of Health, TFDA and CDE. The research unit consists of ITRI (Industrial of Technology Research



Institute). The tasks of this project included collection and review of the US, EU, Japan and other countries’ nanotechnology drugs quality control
regulatory measures and the latest management information in order to compare with Taiwan’s current relevant laws and regulations for future
planning. A questionnaire was developed by the panel experts to assess the future regulatory review mechanism on the safety/efficacy issues. A
total of 145 questionnaires were distributed among the academic institution, pharmaceutical companies and government agencies with 29
responded. This survey results was communicated to the general public and will be used as a foundation for future development of the nano drug
regulatory review mechanism. A draft amendment to the drug review mechanism specific on the nano drug was proposed to DOH and will be use
for future discussion on 2010.



