- FHE £77

O
. ESEIRE PG9902-0314 - PRIEET | RLRPR

« fIId %F;I

Establishment of the Regulatory Affair Mechanism and Safety Assessment Issues for the Nano Drug
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Nano medicines ; Nano particle feature ; functionality/validity ; drug safety ; nanometer technical laws and regulations ; ;
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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 will consist 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 will include 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. The intended
for submission subjects include drug possesses nano particle features that may affect its efficacy and/or safety as well as some
previously approved drug that changes its manufacturing process to nano process or adopts some nano materials during its production.
We will visit one nano research or manufacturing company to familiarize with the manufacturing process and further work with them
to develop a manufacturing safety assessment protocol. We intend to invite review experts from all fields to participate with our
discussion panel members to propose a feasible strategy for both regulatory body and pharmaceutical industry. In accordance with
Taiwanese laws and regulations and that of other advanced countries, we will initiate a suggestion of the draft amendments to drug
products related to nanotechnology safety assessment and "Drugs Registration Criteria", "Good Laboratory for Clinical Laboratory
Studies" and "Standard Drug Manufacturing Process". Organized seminars will be held to communicate with all stakeholders
regarding the draft amendments to relevant laws and regulations and other provisions. A final report will be submitted to DOH with
the ultimate goal to facilitate the domestic legislative process of nano medicine and to cope with the international legislative
harmonization.



