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Status Quo of Subject’s Informed Consent in Clinical Study and the Corresponding Improvement Mea-
sures in China

ZHAO Lu-ping, WU Zhi-ang (College of Business Administration, Shenyang Pharmaceutical University,
Shenyang 110016, China)

ABSTRACT OBJECTIVE: To investigate the status quo of subject’s informed consent in clinical study, and to offer the corre-
sponding improvement measures. METHODS: Though analyzing the status quo of subject’s informed consent in clinical study, the
shortcomings were pointed out, and corresponding improvement measures were offered. RESULTS & CONCLUSIONS: The subject’s
informed consent in clinical study still has some problems in respects of legislation, the subject, the investigator’s implementation,
the informed consent form and the ethic committee’s inspection. It manifested as the legislation is poor in clinical study; the sub-
jects have wrong cognition about clinical study; the investigators have misunderstandings of informed consent, and inappropriate be-
havior and inadequate informing exists when the informed consent will be implemented; the informed consent form has no union
standard; ethics committee’s inspection is powerless. It is suggested to establish a sound system of laws and regulations, strengthen
the health education of subjects and the training of investigators, standardize informed consent form and strengthen the ethics com-
mittee’s capacity to improve the status quo of informed consent.
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