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Distribution and Analysis of Monarch, Minister, Assistant and Envoy Roles of Pregnancy-Risk
Traditional Chinese Medicines in Traditional Formulas*

DU Boran', SHI Xiangjun®, ZHANG Xueyan', WEI Yuhui', WANG Jiandong' ( 1. Dept. of
Pharmacy, Beijing Obstetrics and Gynecology Hospital, Capital Medical University/Beijing Maternal
and Child Health Care Hospital, Beijing 100026, China; 2. China National Clinical Research Center
for Neurological Diseases, Beijing Tiantan Hospital, Capital Medical University, Beijing 100070,
China)

ABSTRACT OBJECTIVE: To analyze the distribution of monarch, minister, assistant and envoy roles of pregnancy-
risk traditional Chinese medicines ( TCM) in 170 traditional formulas and assess the pregnancy risks. METHODS:
Based on contraindicated and cautiously-used TCM listed in Volume 1 of the Chinese Pharmacopoeia, the distribution
of monarch, minister, assistant and envoy roles of pregnancy-risk TCM in 170 traditional formulas stated in Formulae
of Traditional Chinese Medicine was analyzed and statistically evaluated to explore impact of them on pregnancy risk.
RESULTS: Among 170 traditional formulas, 87 formulas contained pregnancy-contraindicated or cautiously-used TCM.
There was a statistically significant difference in the distribution among the four roles based on Fisher’ s exact test.
Adjusted residual analysis revealed that contraindicated TCM were predominantly found as monarch drugs; cautiously-
used TCM were mainly distributed as minister and assistant drugs; TCM with unclear pregnancy safety or those
considered safe were primarily found as envoy drugs. Formulas with pregnancy-contraindicated TCM as monarch drugs
included Shizao decoction, Zhibao Dan, Xiaohuoluo Dan, Zixue, Zhenren yangzang decoction, Jiuxian powder,
Zhusha anshen pill, Guadi powder, and Suhexiang pill. Cinnabaris and Moschus, as pregnancy-contraindicated TCM,
showed frequent distribution among the four roles. Cautiously-used TCM during pregnancy were more widely distributed
across all four roles than contraindicated herbs, with Aurantii Fructus and Achyranthes bidentata appearing in multiple
roles. CONCLUSIONS: The distribution of pregnancy-risk TCM in traditional formulas presents significant differences
across the roles of monarch, minister, assistant, and envoy. These distribution characteristics provide certain reference
value for the pregnancy risk assessment of corresponding traditional formulas and Chinese patent medicines.
KEYWORDS Traditional Chinese medicine; Formula; Chinese patent medicine; Monarch, Minister, Assistant,
Envoy; Pregnancy-risk
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