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LIU Shuling', GUAN Zhiyue', ZHANG Xinyi', WANG Chaoran’, HE Tianmai', QIU Ruijin', SHANG
Hongcai"?

1. Key Laboratory of Chinese Internal Medicine of Ministry of Education and Beijing, Dongzhimen Hospital, Beijing University
of Chinese Medicine, Beijing 100700, China

2. Oncology Department of the First Affiliated Hospital, Tianjin University of Traditional Chinese Medicine, Tianjin 300381, China

3. Dongfang Hospital, Beijing University of Chinese Medicine, Beijing 100078, China

Abstract: Objective To lay a foundation for the construction of evaluation criteria for adverse events/reactions of atrial fibrillation,
to form a list of adverse events/reactions of drug treatment of atrial fibrillation through systematic review and package insert.
Methods Clinical studies with a diagnosis of atrial fibrillation were searched from CNKI, Wanfang, SinoMed, EMBASE, PubMed
and Cochrane, and the search time was from January 2015 to June 2022. Adverse events/reaction reported in clinical studies were
extracted. Chinese patent medicines and western medicines for the treatment of atrial fibrillation were selected from the National
Medical Insurance Catalogue, the National Essential Medicines Catalogue and the World Health Organization Essential Medicines
List, and the adverse events/reactions reported were extracted through the package insert. After specification and merger, a list of
adverse events/reactions were formed. Results A total of 411 clinical studies were included, 47 kinds of package insert of Chinese
patent medicines and western medicines were extracted, and 106 adverse events/reactions were included in the final list of adverse
events/reactions after standardization and consolidation. The top two most frequently reported systems were nervous system and
gastrointestinal disease, and the top five most frequently reported indicators were ischemic stroke, death, nausea, intracranial

hemorrhage, and thromboembolic events. Conclusion Adverse events/reactions to drug therapy for atrial fibrillation involves
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multiple systems, the adverse events/reactions of nervous system and gastrointestinal disease should be paid attention to report in

atrial fibrillation clinical study. Reporting standards for adverse events/reactions of cardiovascular diseases should be further

established to provide a basis for clinical investigators to select and report hazard indicators.
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Table 1 Basic features of included literature
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Table 2 Names of drugs included in study
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Fig. 2 Classification of adverse events/reactions to drug for atrial fibrillation
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Table 3 Clinician-reported adverse events/reactions

AR A4 3 AR/ EE WER 52| AR ANRPES REMR 28
o IEE S LU AE 32 B e I i 2 e 146 B
DI 18 B SRR 31 B
Ao B 45 28 B i A I 89 B
DS 81 A ek DX S S s i 1 B
JiR=S S e I 2 B b 2 B
A2 FEFAF 88 B LRI 2 B
iK1 & 57 B MR BRAE B 2 B
1M 7R B 2R B T 1 A G 3% R G SN YA 12 A
T A 2 1 A | RS 2R R " 104 B
H 19 B [55 2 A A P-R A HZE K 7 A
P 4 W5 FRCIR I ) R IR B R 5 B QRS % 75 5 A
FROIR IR ) e T RE 2 B QTe [ HIFEK” 13 A
PRI PRI ER 70 O 1 B Ol B NP 1 A
A5 & 1E (SIADH)®
(ki 1 A SEI P ey 1 A
B W E g i 45 L 1 B S b 1 A
Ji i 78 2 A 140 o 2 A
AT RH Ty e v 4 A HL 2Tt & 1 A
pigiEh 1 A WNRRESL N 5 A
T
PR R R R i A2 %" 11 B WL AR BT = 1 A
WE N 6 B ) R 5 A
B RN SR R G5 SR 1 A R EEI = 2 A
B Ihae A4 1 A INELIN A= 4 A
JRUEH 4 B TN a2 6 A
B FL Sk SRR 1 A REARAILHR 1 A
S a =
W2 R G i A2 4 B ML VT B 4 A

i 2 A2 2 U A e AR S BRI PRAT A b A T T R 4 A AR TR RS AL 2 2 U] S i BRI PR AT 5 T A A 2 2 LA
H A RF M.

* Adverse events reported in package insert of Chinese patent medicine and chemical medicine or in the integrated Chinese and chemical
medicine group in clinical research; * Adverse events that only occur in package insert of chemical medicine or are only reported in the chemical

medicine group in clinical research.
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* Adverse events reported in the package insert of Chinese patent medicine and chemical medicine or in the integrated Chinese and chemical

medicine group in clinical research; "Adverse events that only occur in the package insert of chemical medicine or are only reported in the western

medicine group in clinical research.
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