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Analysis and Intervention on the Key Links of the Quality of Drug Clinical Trials in Our Hospital
WU Jianlong, CHEN Bin, SHE Dingping, HUANG Xiaohan (Office of Clinieal Ttials Institute, Shenzhen Second
People’s Hospital, Guangdong Shenzhen 518035, China)

ABSTRACT OBIJECTIVE: To discuss the countermeasure ‘on the quality improvement of the drug clinical trials in our hospital
based on the discovery of key links of the quality ©f clinical trials. METHODS: Quality results of 14 drug clinical trials in 10 ma-
jors from the drug clinical trial institute,in our hospital“in 2014 were investigated. Referring to the grading and classifying methods
of the inspection problems_in European Medicines Agency, the key links of occurring problems were analyzed, and the effects of
interventions for key, links ‘were evaluated. RESULTS: In 2014, totally 125 important and general problems were found, in which,
the numbers of problems occurred in case report form filling, informed consent of subjects, enrolling and screening of subjects, in-
vestigational products management accounted for 79.20%. The above 4 links were the key links affecting quality of drug clinical tri-
als. According to strengthening the training about relevant knowledge of the researchers, improving system and standard operation
procedures management, enhancing link quality control, introducing project clinical research coordinator, developing centralized
drug management and other interventions, the total numbers of found important and general problems in 2015 and 2016 were 68
and 59, respectively. Compared with 2014, the differences were statistically significant (£<<0.05). The numbers of found important
problems in 2015 and 2016 were 7 and 4, respectively. Compared with 2014 (4 important problems) , the differences were not sta-
tistically significant (P>0.05). There were no severe problems during 2014-2016. After interventions, numbers of occurring prob-
lems in majors with less complex drug clinical trial had obviously declined in 2016. Compared with 2014, the differences were sta-
tistically significant (P<<0.05). While the major with relatively high complexity of drug clinical trial had no obvious decline in
2016. Compared with 2014, the differences were not statistically significant (P>0.05). CONCLUSIONS: Controlling the key links
in drug clinical trial process can obviously reduce the occurrence of general problems while has little effect on the occurrence of im-
portant problems. It is different for different majors in undertaking drug clinical trial projects, so as the links and degree of occur-
ring problems. It should be distinguished in quality control checking.
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link of the drug clinical trials in 2014
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Comparision of Relief Fund System for Adverse Drug Reactions in Japan and Taiwan Area and the En-
lightenment to China

ZHANG Feng, XU Xiaoyuan (School of International Pharmaceutical Business, China Pharmaceutical Universi-
ty, Nanjing 211198, China)

ABSTRACT OBIJECTIVE: To provide reference for constructing relief fund system for adverse drug reactions((ADR) in China.
METHODS: Referring to the ADR damage relief system in Japan and Taiwan area of China, comparative study=was conducted
from aspects of the legal basis of the fund establishment, the nature of the authority, finaneing [sources andratio, relief efforts, etc.
And rationalization suggestions were put forward for constructing the relief fund system for(ADR"ifi China. RESULTS & CONCLU-
SIONS: The ADR damage relief fund system of Japan and Taiwan area of\China was established by the law. However, due to dif-
ferent administrative system, financing sources and ratio, and=relief efforts, there were some similarities (setting related laws,
showing similarities in the partnerships between authorities_and its health departments) and differences (the nature of fund authori-
ties were independent administrative body inJapans~independent corporation in Taiwan area of China and so on) in the elements of
the financing model. When constructing, the ADR relief fund system, China should accelerate the relevant legislation; the govern-
ment should reasonably arrange fund management agency, gradually establish ADR damage relief fund step by step, enhance the
public awareness of ADR, damage relief fund and establish diversified financing modes with enterprise-based payment.

KEYWORDS | Adverse drug reaction; Adverse drug reaction damage relief system; Japan; Taiwan area of China
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