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The Status of GTP Inspections on Clinical Trials of
Human Cell Therapy Products

PEN-HUI YIN, CHING-PANG CHOU, SZU-CHENG CHOU, JYUN-DE WU,
WEN-HSIU CHIU, TSAI-LUEN LUE, YING-HUA CHEN
AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA

ABSTRACT

To ensure the safety and efficacy of the clinical trial on human cell therapy products, and to protect
the rights of the subjects in the clinical trial, Taiwan Food Drug Administration (TFDA) has conducted
Good Tissue Practice (GTP) inspections on facilities which manufacture the human cell therapy products
for clinical trials. The inspection on manufacturing facilities is carried out, in advance of the execution
of clinical trial, to make sure the donor’s cell tissue will be screened for communicable diseases and the
manufacturing is without contamination risk, thus, to preserve the quality and integrity of the product.
This study surveyed the GTP inspections on manufacturing facilities of human cell therapy products for
clinical trial conduced in 2020, and compared to previous years. The results have shown that the clinical
trial of human cell therapy products have shifted from medical institution initiated scientific research to
drug maker led application for registration purpose. In addition, the application number of phase II and
IIT clinical trial has increased, and this reflects the optimistic future of the human cell therapy products.
Deficiencies analysis through GTP inspection indicated that “procedures” related issues are the most
commonly noticed deficiencies, whereas the related deficiency ratios of “receipt and distribution,”
“establishment and maintenance of a quality program,” and “records” have increased as compared
with data from previous years. On the other hand, the related deficiencies on “supplies and reagents,”
“equipment,” and “environmental control and monitoring” have declined. These results indicate that the
refined procedures, as well as the well-controlled operating practices such as receipt, distribution, records

and maintenance of quality program, are the keys to keep facilities on the right tract of GTP compliance.

Key words: clinical trials of human cell therapy products, good tissue practice (GTP), GTP
inspection



