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Controversial Cases in the Development of
Regenerative Medicine and the Current Status of
Ethical Legal Regulations in Taiwan

Daniel Fu-Chang Tsai'?, Che-Ming Hsu!, Yu-Chen Juang'

Abstract: Taiwan’s recent regulatory developments in regenerative medicine mark significant progress in the field,
with the passage of the Regenerative Medicine Act and the Regenerative Medicinal Products Act in 2024. This
paper examines the global development and controversies in regenerative medicine, particularly focusing on case
studies of cell therapies in Japan, the United States, Italy and Taiwan. Examples include litigation over unproven
stem cell therapies in Japan and fraud charges for unverified treatments in Italy. The article also reviews the
regulatory evolution of regenerative medicine in Taiwan, from early regulations on embryonic stem cell research
to the more recent laws on cell therapy. By comparing international ethical standards with Taiwan’s latest
legislative reforms, the paper aims to enhance the safety, efficacy, and ethical standards of Taiwan’s regenerative
medicine sector.

Key Words: regenerative medicine, cell therapy, medical ethics, medical law

(Full text in Chinese Formosan J Med 2024;28:699-708)  DOI:10.6320/FJM.202411 28(6).0011

"Department and Graduate Institute of Medical Education and Bioethics, College of Medicine, National Taiwan University;
’Department of Medical Research, National Taiwan University Hospital, Taipei, Taiwan.
Address correspondence to: Daniel Fu-Chang Tsai, Department and Graduate Institute of Medical Education and Bioethics,

College of Medicine, National Taiwan University, No. 1, Sec.1, Jen-Ai Rd., Taipei, Taiwan. E-mail: fctsai@ntu.edu.tw

708 Formosan J Med 2024 Vol.28 No.6



