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Strategy for Research Site Management in Clinical Trials of Post—-marketing Drugs

CAO Hongbo!, SHANG Hongcai® (1. Institute of Traditional Chinese Medicine, Tianjin University of Traditional
Chinese Medicine, Tianjin 300193, China; 2. Tianjin Institute of Clinical Trial Evaluation, Tianjin 300193, China)

Abstract: Unified process management in different research sites is important for quality control in clinical trials of
post—marketing drugs. Up till now, methods for research sites management are not practical or systematic. The problem
of management becomes more prominent in large scale clinical assessment studies that typically involves dozens or even
hundreds of research sites. The adoption of appropriate management strategies can help improve study quality and
efficiency. Research site management in clinical trials of post-marketing drugs involves sites conference(initial meeting,
intermediate—stage summary, seminar), process management(training for the research staff, clinical inspection, data
check, information exchange), sites adjustment(sites inclusion and rejection, research staff management, sites
mission adjustment ), and sites risk management (medical disputes, subjects turning into victim, inadequate recruitment
samples, derangement of drug management, value orientation of the research staff). In this paper, we discussed
strategies of sites management in terms of the above four respects.
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Management of Monitors for Quality Control of Drug Clinical Trials

HU Yihui, YUAN Wei’an, PENG Peng, TANG Jie, CUI Chen, ZHU Leilie, JIANG Jian (Office for State Drug
Clinical Trials, Shuguang Hospital Affiliated to Shanghai University of Traditional Chinese Medicine, Shanghai
201203, China)

Abstract: Monitors play an important role in the quality control of drug clinical trials, but there are still many
problems in the current monitors management which results into monitors failing in fully playing their roles. Therefore,
awareness of the importance of monitors position, establishment of practical management system and stabilization of the
monitors team should be emphasized to effectively play the role of monitors and ensure the quality of clinical trials.

Keywords: Drug clinical trials; Quality control; Monitors

WA GURSR i D E AR S OO R SR CHMERIRIR T 58, i A 20 i PRI 1 2R 7
SRR G, HEZETARRSORMAIICE ™% WSOOF RS, SR IR s 15 . SE A

KFEEE: 2013-02-28

fEE®N: S, &, P, R PRI EH . Email: joeyhyh@126.com, M iRfE# : , B, FAEEM, Email:
jiangjiansg@126.com,

BEEWA: B w7 ERIAAHIE . QUH 2T & H R G #15% (20122X09303009-001) 5 T R EE 25 S0 & 8 3 AR T s R
i H (ZYSNXD-CC-YJXYY),



