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A Study of the Inspection Results on Data
Integrity Compliance in Domestic Pharmaceutical
Manufacturers

HONG-JIA YAN, KUO-FENG TSENG, SHIH-YING CHEN CHI-WEN HSIEH,
SHU-FEN WANG AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

The integrity of data is the fundamental to ensure the safety and quality of pharmaceutical products.
Recently, “Data Integrity” has become an important issue of the governance in the global pharmaceutical
sector. Since 2017, Taiwan Food and Drug Administration initiated a project to inspect the compliance
of data integrity of domestic pharmaceutical manufacturers. In this study, we analyzed the results from
the 37 inspections, identified the most frequently observed deficiencies, and outlined the key strategies
for data governance practices. Furthermore, we evaluated the maturity levels of the data integrity by
manufacturers of active pharmaceutical ingredients (APIs) and medicinal products. The results show
manufacturers of APIs are more mature in data integrity governance. The interpretation of this study
can serve as the references for manufacturers to assess their data governance system for potential
vulnerabilities, continuously improve their pharmaceutical quality system and implement good data

governance practices to ensure the maintenance of data integrity.

Key words: good manufacturing practice (GMP), data integrity (DI)



