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Safety Evaluation Indicator System Construction of Traditional Chinese Medicine Injection by Delphi Method
SUN Shi-guang', SHI Ya-fei', WANG Su-hui*, YAN Hui', LI Yang', WANG Rui’*, SUN Xiao-di’( 1.Dept. of the Se-
cond Clinic, the Military General Hospital of Beijing PLA, Beijing 100700, China; 2. Dept. of Pharmacy, the
Military General Hospital of Beijing PLA, Beijing 100700, China)

ABSTRACT OBJECTIVE: To set up a safety evaluation indicator system of traditional Chinese medicine injection (TCMI) and
provide reference for carrying out safety evaluation of TCMI. METHODS: A total of 40 experts were included, who were familiar
with TCMI safety research from hospital, enterprise, school and research institutions sectors. They were conducted to screen the in-
dex of TCMI safety to establish related evaluation index system with two round of consultation. RESULTS: The expert’s authority
coefficient was over 0.7 after two rounds of consultation; and the recovery rates of each round were 90% and 86.7% , respective-
ly, which showed high positive degree of experts. The coordination coefficient of experts was 0.644 (P<<0.01) in the first level in-
dicators and 0.284 (P<<0.01) in the second. It explained experts’ opinion on the coordination of the overall evaluation had good in-
dicators and the findings were advisable. The final establishment of evaluation system contained 6 indexes in the first level indica-
tors and 30 indexes in the second. CONCLUSIONS: The selected experts are with high authority and strong representativeness, and
the suggestions have good consistency. So the evaluation indicator system is in a high degree of reliability.

KEYWORDS Delphi method; Traditional Chinese medicine injection; Safety evaluation; Indicator system
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Tab 1 Basic information of experts

TiH ok HR, %
LN 260 8.1
50~59 297
40~49 B2
30~39 189
TR (:3% %3
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AH 486
AT I 486
il 243
i 216
pit 54
LHFR b B2
#i 243
K 135
Bl 108
HRLE 54
K 27
P i 216
iR 189
T 297
TigEs 162
gl 135
JLEEP e N <10 189
10~<20 162
20~<30 405
30~<40 216
=40 27
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Tab 2 Authority coefficient of experts
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Tab 3 Coordination coefficient of index evaluation from

experts and y* test results
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Tab 4 TCMI safety evaluation index system and weight
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