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An initiative to amend the regulation and management of poisons
and dangerous drugs in Taiwan

1,2 3 1,3,%
Y1-CHING Liao “, WEN-JING YU, JiH-HENG L1 A

Objectives: Ensuring that drugs are used safely is a major priority in public health. The aim
of the study was to investigate whether the listed items and related regulations for poisons and
dangerous drugs (PDDs) in Taiwan were appropriate and timely. Methods: We initially evaluated
the drug toxicity-related regulations in the United States, Australia, United Kingdom, European
Union, Taiwan, Japan, China, Hong Kong and Singapore. The definitions, items and regulations
related to PDDs were further compared among those in Taiwan, Japan, China, Hong Kong and
Singapore. Based on the 102 items of western medicine considered to be PDDs in Taiwan, the
item differences among countries were determined as percent agreements and kappa coefficients.
Results: Taiwan and Japan showed the highest percent agreement, followed by Singapore,
Hong Kong and China (64.7, 47.1, 40.2 and 4.9, respectively). Taiwan and Japan had substantial
agreement (Kappa=0.63, P < 0.05) about PDD items. The regulations of Japan have criteria for
judging whether a drug is poisonous or dangerous, and seem to be generally in line with the PDD
items in Taiwan. The numbers of antineoplastic drugs, immunologic agents and antiviral agents
listed as PDDs in Japan (148, 39 and 39, respectively) were much higher than those in Taiwan (3,
0 and 0, respectively). The list of PDD items in Taiwan has not been amended for almost 20 years,
and some without current clinical use were not included in the Japanese regulations. Compared
to other countries, the regulations in Taiwan lacked definite label and storage requirements for
PDDs, but the period of record-keeping was longer than that in other countries. Conclusions:
The Japanese PDD-related regulations could serve as a reference for Taiwan in improving the
management of PDDs. (Taiwan J ublic Health. 2015;34(5):534-547)

Key Words: poisons and dangerous drugs, Kappa coefficient, regulations
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