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Role of Pharmacist as Clinical Research Coordinator in Clinical Trials
ZHOU Xin-na, WANG Shu-mei, ZENG Wei-xin, REN Jun, SUN Lu-lu(Beijing Shijitan Hospital, Capital Medi-
cal University, Beijing 100038, China)

ABSTRACT OBIJECTIVE: To provide reference for the safety and objectivity of new drug clinical trials. METHODS: The advan-
tages and necessity of the pharmacist participating in clinical trials were illustrated and summarized. The experience of the pharma-
cist participating in clinical trials were introduced, including the establishment of clinical trial system and management, laws and
regulations training and propaganda, ADR record and evaluation, drug management and medication education, quality control, etc.
RESULTS & CONCLUSIONS: The participation of pharmacist has effectively improved the practice and management level of clini-
cal trials so as to guarantee the safety and objectivity of new drug clinical trials, promote the management and quality of clinical tri-

als.
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Comparative Analysis of Drug Management Law in China with Related Laws and Regulations in America
about the Definition of Counterfeit and Inferior Drugs and Its Enlightenment

ZHANG Yu', CHU Shu-zhen’ (1.Product Development and Research Center, China Pharmaceutical University,
Nanjing 210009, China;2.The Research Center of National Drug Policy & Ecosystem, Nanjing 211198, China)

ABSTRACT OBJECTIVE: To fully understand the definition of counterfeit drugs, and to provide reference for the improvement
of laws and regulations about drug management. METHODS: The definition of counterfeit drugs and inferior drugs in present Drug
Management Law (2001 edition) was analyzed comparatively, compared with Drug Management Law (1984 edition) and U.S. Fed-
eral Food, Drug and Cosmetic Act (FDCA) in 1983. Related suggestions were put forward. RESULTS & CONCLUSIONS: Com-
pared with Drug Management Law (1984 edition), the definition of counterfeit drugs, “which are not in line with drug standards is-
sued by province, autonomous region and municipality city”, and local standard have been cancelled in present Drug Management
Law; 2 provisions are added about the definition of inferior drugs. There are essential differences of the definition of counterfeit
drugs and inferior drugs between FDCA and present Drug Management Law. The classification criteria of misbranded drugs, coun-
terfeit drugs and inferior drugs in FDCA are accurate and scientific, and they are used for classification criteria reference of counter-
feit drugs and inferior drugs in China. However, that one condition of inferior drugs regarded as the definition of them in present
Drug Management Law, results in excessive connotation and undersize extension. It is suggested that new items are necessary to
crack down on counterfeit drugs and inferior drugs effectively; the items are required about inferior drugs which can be judged and
defined without test show same or similar perniciousness.

KEY WORDS Counterfeit drugs; Inferior drugs; Drug Management Law; Regarded as counterfeit drugs; Regarded as Inferior
drugs
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