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Interpretation of the Reporting Guidance of Statistical Analysis Plan ( SAP) and Its Implications to Clinical
Trials of Traditional Chinese Medicine
ZHANG Ying' WANG Ligiong' FEI Yutong' LI Xun' HAN Mei' ZHANG Xiatian' HU Yeyin® LIU Jian—
ping'
(1. School of Traditional Chinese Medicine Beijing University of Chinese Medicine Beijing 100029; 2. School of Acupuncture—
Moxibustion and Tuina Beijing University of Chinese Medicine)
ABSTRACT  Statistical analysis plan ( SAP) is one of the methods to strengthen study transparency data credibili-
ty operating standardization results validity and conclusion acceptability for comprehensively and informatively re—
cording the principles of analysis described in clinical research protocols including the statistical analysis of major
variables minor variables and other data. The guidelines for SAP report content include management information
(11 items/sub-items) research profiles (2 items) research methods (9 items/sub-items) statistical principles ( 8
items/sub-items) trials subjects ( 8 items/sub-items) and analysis ( 17 items/sub-items) . The publication of SAP
can improve the efficiency of clinical research reduce unnecessary waste of research funds provide a platform for the
exchange of clinical trials improve the transparency of design from report to report and improve the repeatability of
clinical trials.
Keywords clinical trial; statistical analysis plan; reporting guidance
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JIA Yingjie’s Experience in Treating Malignant Tumor with Therapy of “Regulating Qi and Invigorating the
Middle-Jiao”
CHEN Qiangian' LI Xiaojiang® KONG Fanming® WANG Xiaoqun® SUN Binxu’
(1. Graduate School Tianjin University of Traditional Chinese Medicine Tianjin 301617; 2. The First Affiliated Hospital of Tianjin
University of Traditional Chinese Medicine)
ABSTRACT Professor JIA Yingjie specializes in the combination of syndrome differentiation of sanjiao theory and
syndrome differentiation of zang—u viscera in treating malignant tumor and thinks middleiao is the pivot. Failure of
the middleiao in transportation and disturbance in ascending and descending of g movement of spleen and stomach
are the important etiology and pathogenesis of malignant tumor. Failure of the middle—iao in transportation causes lack
of nutrition of the five viscera. Disturbance of gi movements leads to imbalance of intake and outtake. Accumulation of
toxic and pathogenic factors for a long time can form abdominal mass. Accordingly Professor JIA attaches importance
to taking the treatment of middle—iao especially regulating the spleen and stomach and smoothing ¢i movement. Pro—
fessor JIA drafts therapy of “regulating ¢i and invigorating the middlejiao” to treat malignant tumor. This method is
not only invigorating the spleen and stomach supporting the normal and tonifying the deficiency but also helping as—
cending and descending eliminating evil promoting the body to restore the balance of yin and yang.
Keywords malignant tumor; regulating ¢i and invigorating the middle—iao; experience of famous doctors; JIA
Yingjie
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