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Abstract: Objective To analyze the ADE reports of olmesartan to provide reference for safe medication in clinic. Methods Using
the OpenVigil2.1 platform to obtain olmesartan-related ADE reports from FAERS from the January 1, 2004 to September 30, 2023,
and the reporting odds ratio (ROR), proportional reporting ratio (PRR) and Bayesian confidence propagation neural network (BCPNN)
methods were used for data mining and analysis of ADE reports. Results A total of 120 264 ADE reports related to olmesartan were
obtained, with slightly more women than men among ADE reports of known gender, age or region, with the largest proportion of ADE
reports being 61 — 80 years of age and from North America. The ADE report of olmesartan involved 25 SOCs and 4 288 PTs, and
seven positive SOC were detected, including gastrointestinal disorders, renal and urinary disorders, metabolism and nutrition disorders,
etc., and 819 positive signals were detected at the PT level. It mainly includes sprue-like enteropathy, weight decreased, diarrhoea,
kidney injury, dizziness, etc. Conclusion The ADE signals detected in this study were generally consistent with the instructions, and
some new potential ADE signals were also found, such as gastroesophageal reflux disease, haemorrhoids, constipation, haemorrhagic
thyroid cyst, intestinal polyp, and so on, which are worthy of clinical attention.

Key words: olmesartan; adverse drug event; FAERS; data mining; gastroesophageal reflux disease; hemorrhoids; constipation

LS 2 H R R RO N B 2 R AR R B RER M, JERIE, R 2019 i
Bk, RSEM 2 EROMESIT. B IkE#FiL 24510, HEETHES, 18 ZLLEA

Weis HHA: 2023-08-26

HeWA: EHRHHARGH SRR R EHE S E (CSTC2021jscx-gksh-N0013);  FPSHIARZFE A LR EBH GhP7rk (2020) 68 9)
1EE RN HE Lo WL, W, FHRIT A . E-mail: leijing551@163.com

FBEMEE: R, L&, Wid, BIEATZW, #F5E7RNIEKRZ %, E-mail: cqcx@163.com


mailto:leijing551@163.com

FEIVBELIH 202441 A AR & 5l A&

Drugs & Clinic Vol. 39 No. 1 January 2024 * 225«

T 1 o IR B 2R L R T SR N ] 2R AN
51.6%. 45.8%. 16.8% . )X H KEHMILRIT HE,
E V22 58 (R IS 2 1 A R FE AL

AR 5K FR 2 AR (ARB) RLEA REFH)
RNERE R, AR NIG IR LR —ZIa 77
Z5Bl, BLSE YL AE mT kR BE T I Kk R 1T S5
EEIRRIII T B (ATL) 2AREE A, M BEIr
Sk T A R4 1 F RS R R AR . Hl,
I R _E A FH 1 B SE pb SR S R LSS VDI AT 2, AR
J 5 /) W B 5 4 25 T 7 A0 R 1A A U = ) B S 0
WA, VIR R S 0 AT 1991 A4tk B,
I+T 2002 4 5 AP EEmAMEHR (FDA)
fHE 17, 2006 A 7EH ERAE BT BRIV IR
P, B A HASUE ORI R AR R,
AR BT 2 AT Pum s —2&3697 . SR, b
FEHTIZ N, U5 S0 I 2 4 ) S SR 4
T8, Wit MAEA B E i BB, Hhikt
B YDA ) 2 A PERIE A 3 BORIE T /INEAS = I
PRAFEFE, ik = T St R OE 1 22 A VAR
A HF T % 6 H OFDA AR R MR G RS
(FAERS) 1 BEVIH A R 44 (ADE) #5347
GO, AT ATH BB A e b, X BLSEYD
ARG b2 4 N RS
1 &SRS
1.1 #HiEkESAE

AHEFEIE R T EE FAERS HdJE . FIH
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Table 1 Basic information of olmesartan ADE reports

TiH G A%
5 % 35976  29.91
z 49564  41.21
AN 34724  28.87
R <14 % 527 0.44
14~60 % 22378 1861
61~80 % 35318  29.37
>80 ¥ 9884 8.22
NG 52157  43.37
H X LM 79614  66.20
e 23281  19.36
VM 8875 7.38
B 3364 2.80
PNE 1017 0.85
el 96 0.08
HABSATE 4017 3.34
REER FEUERSEREK 60891  50.63
f& % 7636 6.35
BT 6 007 4.99
BRI 3691 3.07
SR MW T 857 0.71
7 BT T LAy Rl 311 0.26
HADEATE 40871  33.98
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Table 2 SOC distribution and signal strength of olmesartan related ADE

socC PT % s (HE/%) ROR (95% CI) PRR () IC (IC I
B R G5 419 26904 (22.37) 2291 (2219, 23.65) 4.08(78503.90) 2.00 (1.92)
BT B PR R G 133 5628 (4.68) 4.09 (397, 4.21) 3.54(10684.01) 1.80 (1.72)
RSB TR 123 4921 (4.09) 3.39 (3.28, 3.49) 3.01 (6916.74) 1.57 (1.49)
HFRE R S50 89 1701 (1.4D 2.63 (2,50, 2.76) 254 (1611.79) 1.32 (1.24)
BT RAE ZE A AL P 75 286 (0.24) 2.34 (2.08, 2.63) 2.33 (215.80) 1.20 (1.12)
L5 5k & 9500 123 3086 (2.57) 241 (2.32, 2.50) 2.27 (2270.62) 1.16 (1.08)
FRR A 519 8765 (7.29) 2.55 (2.49, 2.62) 2.12 (5933.71) 1.06 (0.98)
43 Wk R GER 49 336 (0.28) 1.92 (1.72, 2.14) 1.91 (145.99) 0.91 (0.84)
O JIERE 137 3916 (3.26) 1.88 (1.82, 1.94) 1.77 (1404.09) 0.80 (0.72)
H R B 31 541 (0.45) 1.55 (1.42, 1.69) 1.54 (102.77) 0.60 (0.53)
NP R G i B S\ B 75 193 5158 (4.29) 1.57 (1.53, 1.62) 1.48 (897.96) 0.55 (0.47)
JRYL R AR G SR PN 346 4505 (3.75) 1.48 (143, 152) 1.41 (589.50) 0.47 (0.39)
GARESIN! 1 270 (0.22) 1.40 (1.24, 1.58) 1.40 (30.84)  0.47 (0.39)
IR Bk T 2R G 84 1631 (1.36) 1.39 (1.32, 1.46) 1.37 (169.83) 0.44 (0.36)
K RIE RGP 343 9294 (7.73) 1.47 (1.43, 1.50) 1.33 (967.35) 0.39 (0.31)
EFP LA BB S G A A 194 5041 (4.19) 1.34 (1.30, 1.38) 1.28 (360.30) 0.34 (0.26)
Rk B B T A 182 4608 (3.83) 1.28 (1.24, 1.32) 1.24 (235.94) 0.29 (0.21)
ARL28 B Bm 163 1612 (1.34) 1.05 (1.00, 1.10) 1.04 (3.26) 0.05 (-0.03)
G & RGBT 49 536 (0.45) 0.99 (0.91, 1.08) 0.99 (0.08)  -0.03 (-0.11)
BRI g AR E I RE 238 2514 (2.09) 0.99 (0.95, 1.03) 0.99 (0.49)  -0.04 (-0.12)
G WS EN TR 107 581 (0.48) 0.97 (0.90, 1.06) 0.97 (044>  -0.06 (-0.13)
2 BRI S 4 25 ol s B 201 9909 (8.24) 0.94 (0.92, 0.96) 0.96 (27.69) -0.08 (-0.16)
RGN 169 3676 (3.06) 0.84 (0.81, 0.87) 0.86 (102.24) -0.24 (-0.32)
SRR 7 R B AR 27 219 (0.18) 0.75 (0.66, 0.86) 0.75 (17.82) -0.42 (-0.50)
RYE. SBYERVERCA R MR (f1 283 1430 (1.19) 0.58 (0.55, 0.61) 0.60 (406.24) -0.75 (-0.83)

FREERAE O

¥ ADE {5, 1% 51015 1 (42.42%) 4. R
HHHEART 20 1) ADE {55344 24 640
(20.49%) #75, (5 LhEaT 4 ADE 15 S5
Bi—, Hr 114 ADE (55 N8 R G505,
SRR O RIERETE R IRYS . B R

FRE R AR . KR AL R0 5
B R s, A7 ARG, 2 hl
HRE A, Rt 5. KSR, R,
L. mE, 3.

BERIKN &

WRYEM5 S om T, HEA4TT 20 A2/ ADE 155



FEIVBELIH 202441 A AR & 5l A&

Drugs & Clinic

Vol. 39 No. 1 January 2024 * 227

F+ 3 BREVIBREHHZFET 20 LA ADE RRIES
Table 3 Top 20 ADE risk signals of reports number associated with olmesartan

PT REH Chib/%) ROR (95% CI) PRR (42 IC (IC FIR)
MR RS 3221 (2.68) 11 189.47 (9321.96, 13431.12) 10038.14 (1161410.20) 8.48 (8.40)
A EE FRAK 2535 (211 8.13 (7.81, 8.47) 7.56 (14 292.11) 2.88 (2.80)
5 2385 (1.98) 3.17 (3.04, 3.31) 3.01 (3256.81) 1.56 (1.49)
SR 1925 (1.60) 7.91 (755, 8.29) 7.49 (10698.72) 2.86 (2.78)
EREE=0 & v 1738 (1.45) 18.79 (17.89, 19.74) 17.80 (26 398.30) 4.07 (3.99)
P~ 1658 (1.38) 2.53 (2.41, 2.66) 2.45 (1448.12) 1.27 (1.19)
1 & 1130 (0.94) 457 (4.31, 4.85) 4.44 (3005.21) 2.12 (2.04)
R 1030 (0.86) 52.00 (48.68, 55.55) 50.33 (43922.45) 5.46 (5.38)
fERL 942 (0.78) 3.79 (3.55, 4.05) 3.71 (1860.09) 1.86 (1.78)
WA R 884 (0.74) 171.79 (158.57, 186.11) 166.97 (100 847.06) 6.84 (6.76)
=R 771 (0.64) 5.84 (5.44, 6.28) 5.72 (2973.80) 2.48 (2.40)
JitAK 767 (0.64) 5.08 (4.73, 5.46) 4,98 (2418.79) 2.28 (2.2
K e 738 (0.61) 86.44 (79.74, 93.70) 84.43 (49 651.90) 6.09 (6.01)
240" 736 (0.61) 56.45 (52.21, 61.04) 55.15 (34 118.46) 5.57 (5.50)
B3 732 (0.61) 3.66 (3.40, 3.94) 3.60 (1367.23) 1.82 (1.74)
G 724 (0.60) 2.58 (2.40, 2.78) 2.55 (682.18) 1.33 (1.25)
=R 703 (0.58) 23.14 (21.42, 24.99) 22.64 (13724.61) 4.40 (4.32)
B W 701 (0.58) 6.82 (6.32, 7.36) 6.69 (3344.26) 2.70 (2.63)
=" 675 (0.56) 88.00 (80.88, 95.75) 86.13 (46 175.82) 6.12 (6.04)
P P B T4 645 (0.54) 4.10 (3.80, 4.44) 4.04 (1467.57) 1.99 (191

*. 2 BT R IR ) ADE f5 5

*: ADE signals not included in the drug label.
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Table 4 Top 20 ADE risk signals of signal strength associated with olmesartan

PT WEH (5% ROR (95% CI) PRR () IC (IC FFRD
H1 9 PERG VS FE Wi 3221 (2.68)  11189.47 (9321.96, 13431.12) 10038.14 (1161410.20) 8.48 (8.40)
Fib EHERT 83 (0.07) 6 224.50 (2524.07, 15350.01) 6208.00 (29267.15)  8.45 (8.37)
(% EEXONT LN 30 (0.02) 1604.29 (704,61, 3652.70) 1602.75 (9085.39) 8.23 (8.16)
A2 A I 6 (<0.01) 112214 (226.47, 5560.07) 1121.93 (1679.89) 8.12 (8.09)
[ N B b 130 (0.11) 625.89 (472.59, 828.91) 623.29 (30288.65)  7.86 (7.78)
L A PR R F 4 (<0.01)  498.70 (11161, 2228.35) 498.63 (851.38) 7.73 (7.78)
ERROS 8 (0.01) 42751 (155.01, 1179.02) 427.40 (1588.17) 7.63 (7.62)
¥ = Bz v bk 2 4 P 4 20 (0.02) 393.91 (210.21, 738.14) 393.66 (3816.20) 7.57 (7.52)
Sneddon £ & fiE” 3 (<0.01)  374.01 (75.48, 1853.18) 373.98 (557.97) 7.53 (7.65)
B £ St 16 (0.01) 33259 (169.59, 652.26) 332.42 (2798.91) 7.45 (7.41)
D fEIE B FE LR AR 12 (0.01) 213.78 (105.17, 434.55) 213.70 (1616.66) 7.07 (7.07)
SR B 49 (0.04) 176.47 (125.64, 247.89) 176.20 (5802.38) 6.89 (6.83)
g E" 553 (0.46) 176.60 (159.56, 195.46) 17350 (64795.09)  6.88 (6.80)
WA R 884 (0.74) 171.79 (158.57, 186.11) 166.97 (100 847.06) 6.84 (6.76)
B TR” 3 (<0.01)  140.25 (37.21, 528.70) 140.24 (301.63) 6.66 (6.87)
B 2Bk e % R B 19 7 (0.0D) 137.81 (57.93, 327.85) 137.78 (694.61) 6.64 (6.70)
— R T B " 18 (0.01) 127.08 (74.44, 216.95) 127.01 (1679.84) 6.55 (6.53)
SR RER R 79 (0.07) 109.70 (85.35, 140.99) 109.42 (6566.15) 6.39 (6.32)
¥ bR AR 14 (0.01) 109.12 (60.16, 197.93) 109.08 (1160.67) 6.39 (6.38)
i ke 4 (<0.01) 93,51 (31.26, 279.71) 93.49 (292.82) 6.21 (6.38)

*: 25U ORI ADE 55
*: ADE signals not included in the drug label.
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