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Abstract

International trade agreements have a significant impact on the protection of regulatory data
for pharmaceuticals, as these agreements aim to strike a balance between encouraging
innovation and protecting intellectual property rights on one hand, and ensuring access to
affordable medicines on the other. Regulatory data for pharmaceuticals, which includes clinical
and non-clinical information submitted by pharmaceutical companies to Competent authorities
for approval, is considered a commercial asset that requires legal protection.

Several agreements under the World Trade Organization (WTO) form the basic legal
framework for regulating the protection of regulatory data internationally. These agreements
stipulate the necessity of protecting such data from unfair use or disclosure, while leaving it to
individual countries to determine the specific details and mechanisms of protection within their
national borders. This variation leads to disputes between developed and developing countries,

with the former seeking to strengthen protection to encourage innovation.

This topic was examined through two sections: the first discusses the nature of regulatory

data, and the second addresses the legal protection of regulatory data.
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