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Abstract

Regenerative medicine utilizing Advanced Therapeutic Medicinal Products (ATMPs) including gene
therapy, cell therapy, and tissue-based engineering, represents a major innovation for treating previously
incurable diseases. However, Thailand faces challenges regarding standardized regulation, safety act, high costs,
and specialist shortages. This research aims to provide policy recommendations by reviewing international
frameworks implemented over the past decades.

The findings reveal a need for standardized benchmarks, enhanced public understanding, and
multi-sector collaboration. Consequently, the study proposes a tailored regulatory framework integrated into
the Ministry of Public Health’s ATMPs Sandbox to implement conditional approval systems for expedited
access, establish clear production guidelines, and ensure long-term safety monitoring.

In conclusion, establishing a clear regulatory framework and learning through the ATMPs Sandbox are
vital to enhancing citizens’ quality of life. These efforts will drive Thailand toward becoming a sustainable

regional and global hub for regenerative medicine.

Keywords: Regenerative medicine, Advanced Therapeutic Medicinal Products, Regulatory framework
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