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Survey of Di(2-ethylhexyl)phthalate (DEHP) in
Polyvinyl Chloride (PVC) Medical Devices in Taiwan

SHIAU-YU FU, SHOU-CHIEH HUANG, YU-PEN CHEN,
LIH-CHING CHIUEH AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

In order to investigate the conformity of marketed phthalates-containing PVC medical devices to
the administrative interpretation NO. 1001603415 announced by Department of Health, Executive Yuan,
R.O.C. (Taiwan) May 23, 2011. Twenty-six samples were randomly collected from manufacturer or local
agent by local health authorities in Taiwan from January to April, 2013. These samples were tested for
Di(2-ethylhexyl)phthalate (DEHP) with a HPLC method established by TFDA. DEHP was detected in 7
samples, and 3 of these samples violated the labeling regulation requirements. The results were provided

as reference to the administrative authority.

Key words: polyvinyl chloride (PVC), medical devices, di(2-ethylhexyl)phthalate (DEHP), di-
isononyl phthalate(DINP)



