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Abstract

Several locally researched health products have failed to be approved and marketed,
thus it is an urgent need to develop the effective approval system for health products under
development in parallel with consumer protection. We therefore conducted the descriptive
action research to develop details of the registration system model for researched medicinal
products in order to extend the system to routine work and other health products innovation
regulatory system. We found that the regulatory system for health products was developed
slowly in comparison with development of health products in global market. Therefore,
the health products regulatory system need to be developed by pooling all works of health
products together, then the approval processes can be reprocessed in a holistic manner.
In order to continuously develop flexibility of the system, the communication platform must
be established by incorporating the consultation system with current health product approval

system. This allows timely revision or issuance of necessary guidelines and regulations for
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researched health products under the basis of international standard and good regulatory

practice, especially for product classification system and appropriate guidelines for each product

class. The single window for health product approval will facilitate service efficiency and
facilitate the implementation of digital government policy. In long term, the competency of
both government and private networks needed to be developed continuously together with
the strategy to change working attitude of the government regulatory officials from regulators
to be a partner of investors and researchers. The facilitator role has to be justified with effective

management of conflict of interests to ensure transparency.

Keywords : Medical device, Research and development, Approval, Innovation,

Pharmaceuticals
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