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Drug Defect Liability in America and Its Enlightment for China
JIAO Yan-ling, JIAO Yan-hong (College of Medical Humanities, Tianjin Medical University, Tianjin 300070,
China)

ABSTRACT OBIJECTIVE: To provide suggestions for the identification and application of drug defect liability in China. METH-
ODS: Referring to systematic legislations about drug defect liability in America, the suggestions about the principles of liability fix-
ation of drug defect liability and its application were pointed out in China. RESULTS & CONCLUSIONS: The types of product de-
fect are used to divide into design defect, manufacturing defect and warning defect by courts of America; customer excepted stan-
dard and risk-benefit criterion are 2 commonly used methods; special regulations for drug liability have been established. Referring
to advanced experience of America, risk-benefit criterion should be applied to judge “unreasonable danger” in drug design defect
case. For the liability caused by drug manufacturing defect, it is necessary to apply strict liability criterion. For the liability caused
by drug design defect and warning defect, it is necessary to apply negligence liability criterion. Some improvements of product lia-

bility legislation are required in the filed of defect classification.

KEY WORDS Drug; Defect; Liability; Risk-benefit criterion; Principle of liability fixation
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