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Abstract: Objective To analyze benzodiazepines-related signals based on the data (1IMar2004-30Sep2020) from the Food
and Drug Administration Adverse Event Reporting System (FAERS), and to screen lorazepam a second time in order to
contribute to rational use of the drug. Methods Using the frequency method, benzodiazepines-related signals were mined
via the Chi-Squared test with Yates’ correction ( ., ), proportional reporting ratio (PRR) and the lower limit of the 95%
confidence interval of the reporting odds ratio (ROR,s). Results The number of signals related to alprazolam, clobazam,
clonazepam, clorazepate, diazepam, estazolam, flurazepam, lorazepam, oxazepam, quazepam, temazepam and triazolam
was 1 345, 582, 1 532, 430, 1 430, 216, 312, 1 699, 618, 98, 1 027 and 330, respectively. Fifty-eight signals were obtained by
the second analysis of lorazepam. Conclusion Most of the top 10 benzodiazepine-related signals have been described in
drug labels, but most of the lorazepam-related signals mined in the second analysis have not been described in drug labels,
so more attention should be paid to such signals in the subsequent use of lorazepam to reduce the side effects of the drug.
Keywords: benzodiazepines; lorazepam; FAERS; drug safety

R 1, 4- R HE WY, ©
TEGE S FNAY TS 25 AR bSOy, iR M S5 0%
Tk A E AR, I HAE BRTTRY TR IR 254
PG, IRl ) — 224 P, 55 248
ARG 25 A AT BEAAAE R O RIUME B, X Fh
K LIBIAR I EUR 58 210 sk 1Y, B2 T [ 5
Ve AR T ISEO SR R . LA
FEETH: [HF ARSI (81773541) 5 FRH i
FH R JEIH (SYSD2019171) o
FEF |/ B, 2o, TEReiit, AL T/E,
SRR

BARERE: VOME, 5, BEE2500, IRK25%.

E-mail: jiangyiguo0515@126.com

(C)1994-2022 China Academic Journal Electronic Publishing House. All rights reserved.

filige B MM 3 L AR N BRAE T AR A
Pr ¥ I T TGRS B DG I A 2 g
IR A SR, SIS S PP Al e AT
RGN ARIE, 3% W 2 472 1 A ]
FOCHIF S AT A B, OpenVigil S5 AL 25 1%
T TR, HBHEE IR A FDA AR FRE RS

(FDA adverse event reporting system, FAERS) """l %%
2T R AR SR SR ki ke 1, 25
TR 2 8 P2 A T dm (5 A ) Y,
HER PR 0 ot 7 Il s

ARSCHIHT OpenVigil 238 TH., REHEAZ A7
1223

http://www.cnki.net



hEZAYER £ 195%F 118 20224 11 B November, 2022, Vol.19, No.11

%, REWIERELYINE S, XHZIE RS 80w
R Z W2 HEAT R0 e LR v LR S, I A
RGBSR TR AT, R 25, )
Rk a B2,

1 MB5FE

1.1 HERR

AWEGE EE K IE T FAERS #Udi 1, FIH
OpenVigil 2.1 $2 B, S PRIIEEHE 52 Coe B 1
BRI 2004 4F 3 1 H 2 2020 49 J 30 H.
FEAMFFEH, BRE HAn2540i8 44 (generic name) 4
FDA LK R 52259, Bl “alprazolam ( FA] 5%
%éV“%MWﬂ%EﬁV“mmmmM%ﬁ@
)7 “clorazepate ( "SR )" “diazepam (HPHEE)”

“MMMMij@AVﬁMmmMﬁ@ﬁV
“lorazepam ( 75 HPUPE) 7 “oxazepam ( BLYPPGPE) 7
“quazepam (ZZVGP:) 7 “temazepam (R LLPEPE) 7 L)
J2 “triazolam ( =MEE) 7
1.2 REFH

OpenVigil 2.1 YA R0 FH W 80 3 R
i i (MedDRA) 1 H 28 AT (PT) $E47 S A% X T
AWF5E, HRHE MedDRA 23.0 % OpenVigil 2.1 HIA
REPEAPRIATIE S DULFIRSE - #vE2E.

1.3 BIEIZEF %

AR 5E T A2 7 2 Rk, BRI —
I - ARFFAE PR RG ERH
it SRIBRAE , 1207 XS I A LA FE(E HE (PRR)
45 LA E (ROR) . ROR 1) 95% 7 X 1) T BR

(RORqys ) LA B A TE 19 T (8 () (97532 T
2x2 58 E Y, DL PRR > 2, 1y, > 4 (= P < 0.05)

F1 BRZREXAYHEXFIREMHREHHERNER S

FURR R 5 =
'ftF [15—16]O
1.4 —kimik

%/Fﬁéﬂz%ﬁﬁiﬁiﬁ?ﬁ%ﬂwt B S B
YRR G RS E o =1L & = i oW B vivda e [ N
HELRY PT, ZIKI%E%EJ@%%%H?%%@MEE@J%
LTI B G E Pk T = [y k| 22 B WIDELY/biin iy
TG, BN E ROR > 10, PRR > 10 FIA R F A}
A% >15 1y PT M
2 H#R
21 H5%=
LR KER

2004 4F 3 H 1 H % 2020 4F 9 H 30 H, OpenVigil
2.1 475 937.323 6 TIp AN i, Hrp S5
TRERZYIMEIIA 29.083 5 715, S
S SR PEPE . ZEPSAL HuPhYE. 3&1%% %L
VUSSRV BAVDPERE . S RSP, =
CAHE A R F A i 5 £k hy 85 780, 9 748\ 73
114, 2 878,50 408,779, 2 220 67 065. 8 656, 259,
14 787, 3 506 15 MARFMH 1K R, XL
SR R ECRIE T R B BR TS VPELIAE, Hx 2y
YA G A R rh i Lotk Lh Y = Tk (3R
1) o ZEGIHERRYE N, 528 R B2 25918 FH A
KA R FAEAE 2019 4E T (& 1) .
22 FEKRELSHORRFHEZTIRE

P BCHE 248 5 ¥, AT RAFS A e e £ | 12
o SR PR AR PR ORI B
P ST RV BVDVERE . ST R PR e
SR ERESET R 1 345,582, 1 532,430,

3. RORs > LIERATE S A5

REXLYEAMEGREFHIR

Table 1 Gender/country distribution of each benzodiazepine-related adverse event
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THIEAR 1687 (58.62) 986 (34.26) 205 (7.12) 1134 1494 250
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Figure 1 Year-to-year trends in the reported number of
benzodiazepine-related adverse events
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Table 2 Top 10 preferred terms for each benzodiazepine-related adverse event
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Note: The preferred term for the “*” label is the new adverse reaction that has not been recorded in existing FDA or domestic drug labels
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Table 3 Preferred terms with signals in lorazepam compared with adverse reactions in the drug label
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