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Defects and Reconstruction Suggestion of Medical Regulatory System in China
YAN Guang (School of Administrative Law, Southwest University of Political Science & Law, Chongqing
401120, China)

ABSTRACT OBIJECTIVE: To provide reference for reconstructing medical regulatory system in China. METHODS: Through in-
troducing medical regulatory setting mode in Britain and USA, combining the situation and problems of medical regulatory setting
in China, and the assumption was put forward for medical regulatory system construction. RESULTS & CONCLUSIONS: Adher-
ing to the principle of legalization, independence and speciality, Britain and USA set up various types medical regulatory in each
professional field led by health departments. These medical regulatory institutions are charged with drug instrument regulation, medi-
cal regulation monitoring, medical insurance monitoring, and other responsibilities. In China, medical regulatory function scatters
in Food & Drug Administration, Health and Family Planning Department, Human Social Security Department, Price Department,
etc.There are some problems which go against the relief of “difficulty and high cost of getting medical service” and “falsely high
drug price”, such as low legalization, unclear regulatory function, poor independence and speciality. So, “super health” medical
regulatory system, covering administration department, industry regulator institutions and professional technology institutions led by
National Health and Family Planning Commission, should be established through grasping “super-ministries” reform opportunity
and integrating medical regulatory function of Food & Drug Administration, Health and Family Planning Department, Human So-
cial Security Department, by referring to Britain and USA experience

KEYWORDS Medical regulatory; Function integration; Super-ministries; Construction
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Research on the Related Problems of Small Interfering Ribonucleic Acid R&D and Registration in China
DONG Hao, LIANG Yi(School of International Pharmaceutical Business, China Pharmaceutical University, Nan-
jing 210009, China)

ABSTRACT OBIJECTIVE: To provide reference for small interfering ribonucleic acid (SiRNA) R&D and registration in China.
METHODS: The situation of SIRNA R&D at home and abroad were introduced, and problems encountered in the evaluation and
approval process were summed up to put forward suggestions. RESULTS & CONCLUSIONS: SiRNA has developed slowly in Chi-
na, with a gap of 5-10 years at least compared with foreign developed countries. The registration category of SiRNA is not clear;
applicants lack of guidance documents; production workshop which meet requirement is in shortage; the efficiency of drug registra-
tion allows of no optimism. It is recommended that pharmaceutical registration departments carry out the pilot reform for SiRNA
registration, publish SiRNA registration guide, relax regulations for IND gradually, encourage applicants to participate in the inter-

national multicenter clinical trials in order to improve the efficiency of SiRNA evaluation and approval efficiency.
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