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Adverse drug event signal detection of Fangfeng Tongsheng Powder based on the
JADER database
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Abstract: Objective To explore adverse events signals associated with Fangfeng Tongsheng Powder in JADER database, which
could provide reference for safe and rational clinical application of Fangfeng Tongsheng Granules/Pills in China. Methods The data
from JADER database from July 2004 to April 2024 were extracted, and the latest version of MedDRA (version 27.0) was applied to
map the preferred terms (PT) and organ classifications (SOC) of adverse drug events related to Fangfeng Tongsheng Powder in the
database in Chinese-Japanese language, and the ratio of reported ratios (ROR) in the proportional imbalance method, and the combined
criteria method (MHRA) was adopt for signal detection. Results 718 adverse events were extracted, involving 567 cases. 25 valid
adverse drug event signals were detected by ROR method and 21 by MHRA method , including 21 overlapping adverse drug events
signals, 20 of which were new adverse drug events signals and not recorded in Chinese drug instructions. They were interstitial lung
disease, abnormal liver function, liver disease, drug-induced liver injury, lung disease, jaundice, mesenteric venous sclerosis,
pseudoaldosteronism, etc. Conclusion The newly founded adverse drug events signals provided a useful supplement to the safety
information recorded in the instruction of Fangfeng Tongsheng Granules/Pills in China, and it is recommended to consider the possible
adverse reactions caused by them, strengthen the monitoring of the use of medication, and pay attention to the duration of the medication
as well as the interactions between the drugs.
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Table 1 Four fold table of unbalance ratios
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Table 2 Calculation formula and signal generation condition of the 2 signal detection methods
R 77 3% HEARK &5 R
ROR 2 ROR— (ale) _ad a=3 H 95%CI FR>1 AR 1 4ME5
(bld)  be
SE (InROR) = ’§+%+%+(11
95%C|:el" (ROR) *1.96SE (InROR)
MHRA i% al Ca+b) a=3, PRR=2 H 2= 4 WA 1 MES
T d (eFd)
ad—be =% s
Xz: Ca+b) (ato) (z+d> (b+d>
#3 BRNBEHTREHREEARER
Table 3 Characteristics of adverse event reports related to Fangfeng Tongsheng Powder
ik IS REHIEG Y RE% YefiE S WA HIEM F %
5 ik 415 7319 | MEFEE 2007 33 5.82
S 151 26.63 2008 25 4.41
NER 1 0.18 2009 38 6.70
ERS <20 5 0.88 2010 34 6.00
20~29 16 2.82 2011 42 7.41
30~39 64 11.29 2012 37 6.53
40~49 99 17.46 2013 26 4,59
50~59 140 24.69 2014 20 3.53
60~69 118 20.81 2015 33 5.82
70~79 75 13.23 2016 22 3.88
80~89 25 4.41 2017 24 4.23
R 1 0.18 2018 18 3.17
NER 24 4.23 2019 11 1.94
LT AR 509 89.77 2020 28 4.94
R 3 0.53 2021 31 5.47
FHopth 55 9.70 2022 35 6.17
e BRI 435 76.72 2023 31 5.47
2y 5m 51 8.99 2024 19 3.35
W 30 5.29 HIAERE Ew 311 43.31
HABBEST £l 5 40 7.05 UT 56150 280 39.00
NERE 11 1.94 KRUFEEIR BRI R 48 39 5.43
REFEE 2004 25 4.41 R JE BE 2 0.28
2005 13 2.29 L 13 1.81
2006 22 3.88 ST 73 10.17
ar FABIRZ A H I, SRS B UIRRIRS F 4G b “FIaN50L” itk DEC MG, AT E Hak 5 it

a: some cases are reported by multiple reporters, and the number of multiple reporters is counted as the first reporter; b: “Outcome situation” item is

counted according to the number of DEC, and the remaining items are counted according to the number of reported cases.
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Table 4 Adverse reactions recorded in the instructions of

Fangfeng Tongsheng Granule/Pill in China

23 ESHMER
ROR M B FH A5 5 25 4, MHRA A
HRHMAE S 21 AN, 24 2 Fhoy kRIS H S

IR soc PT F21 A, H%[E SOC 432K ARk B E W 5.
MCDEX 4# %5 BMAGHERK 5. Bl WK, W RS S RBERZ A HIBRSELH (71,
FRXFFAS Wi WG i AL MR ARRER (4 1) BRKA (44,
BIRREETHREN B RS (24 S, B RGE R R
x5 BHRBESTREMHES SOC M PT 5%
Table 5 SOCs and PTs of adverse event signals related to Fangfeng Tongsheng Powder
socC (S PT (=g ROR (95%CI) PRR (%)
JHFHE 2R G5 5 9 306 HUiRESRET 103 11.32 (9.19~11.77) 9.84 (819.35)
JH 7 93 17.98 (14.46~19.08) 15.78 (1279.27)
2iigs 3 WA 60 23.33 (17.90~27.36) 21.46 (1149.41)
SRR 24 4579 (30.42~65.75) 44.29 (964.48)
BOJE" 18 17.55 (10.98~27.07) 17.14 (257.09)
TR 4 11.17 (4.18~29.57) 11.12 (27.35)
RE IR 4 14.13 (5.28~37.42) 14.06 (36.25)
WP RS, B ROREER 205 [ADBT PR R 163 10.94 (9.19~9.94) 8.68 (1128.07)
Jiti B 29 30.99 (21.35~4258) 29.78 (774.23)
JE P 7 15.10 (7.16~31.31) 14.96 (77.59)
WE T R A LA it 8™ 6 12.39 (5.54~27.30) 12.29 (51.38)
G B AR GBI 23 JERGMEI T 23 2.13 (1.40~3.12) 2.09 (12.19)
HHRRE 20 WRBRALEBIET & 7 3.11 (1.48~6.45) 3.09 (7.92)
RITEABR AL & 6 2.80 (1.25~6.178) 2.78 (5.20)
SE G 4 6.26 (2.34~16.57) 6.23 (12.72)
JHF Ik T e Ay 254 v 3 9.29 (2.98~28.65) 9.25 (14.58)
B M R G5 16 i R IKAE AL 12 116.80 (65.58~202.68)  114.87 (1214.18)
[ 4 3.75 (1.40~9.94) 3.74 (553)
R R E TR 8 KA ImyE" 8 430 (2.14~8.50) 4.26 (16.89)
53 R IR 7 AR I A 2 e 7 34.06 (16.14~70.70) 33.74 (189.56)
O RS BB 5 JRuiH LAY E 5 12.46 (5.16~29.68) 12.38 (41.45)

37 L 575 A AL/ A U B R ARAR IR KSR B 250 A RO

* Indicates a new adverse drug reaction not identified in the instruction manual of Fangfeng Tongsheng Granules/Pills in China.
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