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Clinical trial of evidence — based investigation on off — label use of escitalopram
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Abstract: Objective

escitalopram in children and adolescents, and to provide a reference for

To investigate the off — label drug use of
rational clinical medication. Methods Collected prescription data of

children and adolescents ( < 18 years ) receiving antidepressant

treatment, including gender, age, clinical diagnosis, drug name,
dosage, frequency and route of administration. Based on domestic drug
labeling, we assessed whether escitalopram was used off — label, and
further conducted evidence — based searches regarding its off — label drug
use. A literature search was conducted using the keywords escitalopram,
off — label use, evidence — based medicine, children and adolescents
across multiple electronic databases, including PubMed, Embase, The
Cochrane Library, Web of Science, China Knowledge
Infrastructure ( CNKI ), Wanfang and VIP. Results This  study
included a total of 156 504 outpatients, with escitalopram prescribed to
9 798, the off —label use rate was 6.26%. An analysis of the off — label

use of escitalopram was conducted based on 22 articles, including the

National

original drug instructions, evidence - based databases and related
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medical literature ,the results demonstrated that escitalopram was supported by evidence for the use of both depression

and generalized anxiety disorder in children and adolescents. Conclusion Escitalopram has preliminary evidence —

based support for its use in children and adolescent patients, it is an off — label application. Therefore, clinical practice

should strengthen the supervision and management of off — label use of escitalopram to ensure medication safety for

patients.

Key words: escitalopram; off —label drug use; evidence — based medicine; children; adolescents

SR PG R 22 Rl PR ) —Ze iR 2y, ik
PPk 5 — 200 i 738 B 4] 57 (selective serotonin
reuptake inhibitor, SSRI) , il i BEREMANHI 5 - 0%
(5 - hydroxytryptamine, 5 — HT) iz {4, BH W 5 fik iy
JEEXS S — HT B-FFA I, SE R FIE i 5 — HT B94/E AT, A
T AR BRI o 5 A 2 R R
(National Medical Products Administration, NMPA )
2006 AL HE SR P 2= AR R BT, RS I AR
iE , FEA BN AT ) 37 28 M A 8 B2 R A5, SR v
F 18 H LT M (HSZBRIF R % 25 8 1
FHLEL o3 3k , 45 835 1 1 254 4l R e .
(e N RO A R U 32 ) 35—+ JUA MLE £ G TE A
RECE BAHRYT TBEFRR R 00T, BRI RS B
ARG AL, AT AR 24 il B B 45 b R B (L B AT
PEUEBE 2 R 0 28 i VA SE Ry o e, A S0 i
X AR EE R R 7 it g b 5t 2 s BE Be 1112 )L 7 D 4F
AR SOE) PU R 22 4 Ty AT IR A, R AT IR IR B 2 Oy
Br, BIERIG RGBT 25521 22

CRENOE RSP p7

1 HHRII%R

2023 4 1 H & 2024 4 12 A DR BE 112802 1
ILEF DA BILIA RN G ARBEIT 28 #R =
BRI T b 5t %2 B2 B A0 3 28 01 23 it vfE (f B4t
512025 - KY -240) , AW O RAIE .

MNERE  FR <18 BE AR T R
1 FhpLIpAt s .

HERrdR A TR BT,
2 MEIEIR

AT [R5 5 3 IR AN AR LI T 12 4k Ty
B AL PR AR I R 2 B 24 4 BR L 4 2 R
AR 5E AR . TE T PR 25 B ARG
FHAB LR SERE T, DL NMPA $E 7 1 38 ) PG K 22 24 5
VAR A 0 WAl ot 156 ] 5 2 AT Ik s
SRR R o

WREE OFLEHA  BCE S E RS0 X

H PY TR 22 28 5 L B 45 3 @ Micromedex 3048 172 8 130 9]
FHLGE B @R G FR P9 SO R . 3 SCHUIR
£ : PubMed , Embase , The Cochrane Library 1 Web of
Science; B 3 ¥ B . vh E %1 ™ ( China National
Knowlege Infrastruc ture, CNKI) | J7 J7 Ffl 4 3 ( VIP)
FH = 2% 32 B0 A A I 25 A KL &R, 9% SCRUE 15 DL
“ escitalopram, off — label use,
medicine, children, adolescents” Sy JG8R] , B SR
DL SCR] PRS2 DB BB 25 TR e L
AET R SRR, KR I BR O B A 2 2025 4F 6 J
30 H,

MNFRAE  OUF KR H5 /R RGN/
Meta 43 A7 FFEAL T BB IR 56 ( randomized controlled trial
RCT) , 15 Ff FR 5 Sy o SCFN 8 S35 @ BIF 98 % 4« 4 0%
<18 %, 12 W Jy AR AE B vz M 4 08 B A 0 AL
QT FE e - 1205020 >y SCR] P IR 22, X6 HR 2 Ay 2t )
SIAHT I AR 2 ; @45 JR 48 b5 - JLE IR I 2 1 3% -
& ITHR ( children’ s depression rating scale — revised,
CDRS - R) P %y s RGN AR & %% (Hamilton depression
scale, HAMD) [3.9-13] YL SR TEAL 832 (children’ s
global assessment scale , CGAS) TR ARG
R, JLRHEE FETE 5E 12 3 (pediatric anxiety rating scale,
PARS) "1 i A S 1A B 4 40 3% Bt 2 ( clinical global
impression scale — improvement, GCI -1) [14] BRI PR L
{AREN 4 =8 A2 JiF F 2% (clinical global impression scale —
severity, GCI —S) '™ F FIFM A2 BIGTTITRL

HeprAnE  OFEE L R0 SCHER; @ZRIR 9 i 4
i AU AR IO AR 4 SR SCHR
3 fritFEihiE

FH Microsoft Excel 3f4ic s 4 J7 15 &, , I X5 B dia
PEATRARTEGE T30, TR BER L % =5 3o, THEORE
BHAR (% ) TR,

evidence - based

# R

1 —an
g A 156 502 A Wk, B M 57 464 A IR



Chin J Clin Pharmacol

2443
S

Vol. 41 No. 17 September 2025 ( Serial No. 439)

(36.72% ) , %P 99 038 AWK (63.28% )., & H4FE
WL 2 ~ 17 %, SE4E R (14.58 £2.22) %,
Horp B 253 85 743 Ak, S T2 8 AR
54.79% o 3L K 21 TR 2y, HEZ F S A7 19 43 %)
Sy AR GRUR VDI 22l ] | 38w P Pk =2 R P
1T, Rt b ik 84. 97% , & th Ak FI AR D IR A
A ) L3 7 /DA N AR TR 3 , R R IR T 1
—ZR 2 5 T2 R A A L 3R P A 22 AR YT T
B VLI 2G, BT, i 6k = 2 05 1 A GE UE IR A
BESNE S
2 YAEBEZFERBR

e U B 5 ol FH S w] PR R 22 i L 9 798 A
U BT 2% R 6.26% , 60.38% (1) (8 )L 24
H 7 5 35 21 20 mg, 32551 5 A 16 W 45 H HE 2 9 N B
K H 7R, B/ TE N PR T H A7 78 38 36 SR FH 488 e 771 1
MO i RS WA HE 24 1iT S A 1Y 12 W LA £ PR
SFIARIRS A, LER 2,
3 YAABRE=RIIEFIIRKEER

S AN ERF 25 5 Ul B B & Micromedex %
JET A S B, 5 L 24 5 W B PR (Food and

R PUMHRL L IHE

Table 1 Ranking of antidepressants by frequency of use

Proportion Cumulative
Drug name Total (n)
(%) proportion (% )

Sertraline 33 495 36.93 36.93
Fluvoxamine 20 437 22.53 59. 46
Bupropion 10 109 11. 15 70. 61
Escitalopram 9 798 10. 80 81.41
Fluoxetine 3231 3.56 84.97
Agomelatine 2723 3.00 87.98
Duloxetine 2 325 2.56 90. 54
Vortioxetine 1984 2.19 92.73
Venlafaxine 1713 1. 89 94. 62
Milnacipran 1 481 1. 63 96. 25
Trazodone 882 0.97 97.22
Toludesvenlafaxine 661 0.73 97.95
Mirtazapine 505 0.56 98.51
Olanzapine and Fluoxetine 428 0.47 98. 98
Paroxetine 376 0.41 99. 39
Citalopram 263 0.29 99. 68
Desvenlafaxine 199 0.22 99.90
Mianserin 38 0.04 99. 94
Clomipramine 37 0.04 99.99
Doxepin 7 0.01 99. 99
Anmitriptyline 6 0.01 100. 00
Total (n) 90 698 100. 00 100. 00

The total number of person — times exceeds the number of antidepressant
users because some patients were prescribed two or more antidepressants

simultaneously.
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Table 2

Comparison of general characteristics in pediatric

patients receiving off — label escitalopram

Ttem Total (n) Proportion (% )
Sex
Male 2 683 27.38
Female 7115 72.62
Dosage ( mg)
5-9 42 0.43
10-14 2 389 24.38
15-19 1451 14. 81
20 5916 60. 38
Diagnose
Anxiety state 8 188 83.57
Depressive state 7 236 73.85
Insomnia 3226 32.93
Emotional impulsivity 2777 28.34
Mental disorders 1496 15.27
Woo®
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