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Re-evaluation of marketed chemical drugs and biological products of therapeutic — a systematic review of
literature LI Qing” YAN Min WU Ye WU Lin-bin YUAN Ya-ming YAN Chang-kai SHI Lv-
yuan ZENG Fan-dian . “Tongji Medical College The Clinical Pharmacology of Huazhong University of
Science and Technology Wuhan 430030 China

Abstract  Objective To assess the current status on re-evaluation of marketed drug in China since
the promulgation of drug law in 1985. Methods Review of literature on Chinese pharmaceutical abstract
and CBMdisc from 1985 to 2001 year was done. Results 4029 papers and 855 marketed drugs from 1985
to 2001 were included. Drugs on anti-infection agent cardiovascular system and digestive system were the
main drugs being re-evaluated with the proportions of 27.1% 20.1% and 11.1% respectively. The
amounts of both marketed drugs and literature were increasing year by year. The method used for re-
evaluation were random and non-random clinical trial. 41.4% of all the samples had a sample size of 50-100
research subjects. There were 13 papers with more than 5000 samples. The level on evidence based
literature was assessed. 44 papers were graded as first class and 182 papers the second 2466 papers the
third and 1337 papers the fourth. The quality of literature was improved year by year. Conclusion The
amount quality as well as the sample size of literature being re-evaluated on marketed drug were increased
from 1985 to 2001. However the design and evaluation of those trials were not standardized.
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1985 1986 1987 1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001

A 1 1 1 2 3 3 4 2 17
B 3 3 6 7 5 6 6 11 20 10 7 4 15 14 15 132
C 1 1 2 4 4 5 5 4 6 5 5 42
D 8 6 12 26 38 75 85 67 116 195 317 265 146 249 258 180 226 2269
E 18 27 27 36 46 44 49 48 84 91 208 90 97 133 123 62 75 1258
F 2 2 2 6 7 19
G 1 8
H 1 1 1 6 8 2 2 3 6 6 1 3 47
I 4
J 4 2 5 9 33 49 85 187
K 1 4
L 2 1 1 3 1 2 15
M 1 1 2 1 1 2 1 4 2 1 5 3 3 27
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