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Management Status of Human Tissue Banks in
Taiwan during 2009-2013

CHING-PANG CHOU, SZU-CHENG CHOU, YING-HUA CHENG,
MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

Human stem cell research and tissue engineering for regenerative medicine has become more
important. In order to reduce the risk of usage of human cell, tissue, and cellular and tissue-based products
(HCT/Ps), and to follow international management trends, the “Regulations for Administration on Human
Organ Bank” as announced by the Department of Health (Taiwan) in February 2009 states in article 12
that: “The establishment and operation of human tissue bank shall comply with the rule of good human
organ, tissue and cell practices”. In this article, we review the management mechanism and current status
of human tissue banks in Taiwan, and find potential risk and room for improvement by statistical analysis.
Up to the end of 2013, 129 tissue banks have filed application, 120 have been on-site inspected and 104
have been approved. FDA will continually maintain the licensure system for human tissue banks, so as to

ensure the safety for recipients to accept organs, tissues and cells.

Key words: regenerative medicine, human tissue bank, HCT/Ps



