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Analysis of the Deviation of Clinical Trials of Polycystic Ovary Syndrome Infertility and its Coping Strategies
SHEN Wenjuan' WU Xiaoke' MA Hongli' WANG Guiyuan' GAO Jingshu' ZHANG Yuehui' CONG
Jing' CHANG Hui' LIU Jianping®
(1. The First Affiliated Hospital of Heilongjiang University of Traditional Chinese Medicine Harbin 150036; 2. Evidence-based
Medicine Center Beijing University of Chinese Medicine)
ABSTRACT The design and implementation of drug clinical trials should follow the relevant requirements of clinical
trial management norms and standard operating procedures minimize the occurrence of deviations and violations in the
trial but it is difficult to avoid deviation from the experimental scheme during the implementation process. This paper
introduced the definition and classification of program deviations. It is believed that the common causes are mostly
from the subject factors the researcher factors and the trial organizer factors. The weight of the deviation scheme will
have different effects on the research results. Taking the clinical research on traditional Chinese medicine ( TCM) in—
fertility in polycystic ovary syndrome as an example the basic situation of the deviation program in the test process
was analyzed and the solution strategy was proposed to provide ideas for improving the quality of TCM clinical trial
research.
Keywords polycystic ovary syndrome; infertility; deviation program; clinical trial management
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