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Evidence — Based Evaluation of Off — Label Drug Use of Mifepristone
GUO Hua',FU Qiang',LIU Jun',LIU Lanlan',DING Jianqiang®

(1. The Third Affiliated Hospital of Zhengzhou University , Zhengzhou ,Henan ,China  450052; 2. Henan Provincial Corps Hospital of Chinese People's

Armed Police Force,Zhengzhou ,Henan ,China  450052)

Abstract: Objective To provide evidence — based basis for the off — label drug use of mifepristone. Methods Systematic reviews /
Meta — analyses of mifepristone in the treatment of ectopic pregnancy, missed abortion and perimenopausal dysfunctional uterine
bleeding in PubMed, Embase, The Cochrane Library, CNKI, VIP and WankFang databases from the inception of each database to
March 2023 were searched. The AMSTAR 2 scale was used to evaluate the methodological quality of the included studies,and the
GRADE grading was used to evaluate the quality of evidence for outcome indicators. Results A total of seven systematic reviews /
Meta — analyses were included,including one English study and six Chinese studies. One study was of low quality and six were of
very — low quality in methodological quality. Three outcome indicators were of medium quality,ten were of low quality and seven
were of very — low quality in evidence quality. Among the seven studies, two showed that mifepristone could increase the success
rate of ectopic pregnancy treatment in patients,one of which also showed that this drug could decrease the incidence of persistent
ectopic pregnancy;one study showed that mifepristone could increase the complete abortion rate of patients with missed abortion,
and decrease the secondary uterine — evacuation rate;four studies showed that mifepristone could improve the symptoms and signs
of patients with perimenopausal dysfunctional uterine bleeding,one of which also showed that the total effective rate of high — dose
mifepristone (12.5 mg / d) was better than that of low dose (6.5 mg / d). Conclusion The evidence — based basis of
mifepristone in the treatment of ectopic pregnancy,missed abortion and perimenopausal dysfunctional uterine bleeding is insufficient,
and there may be potential medication safety risks. More high — quality researches are still needed for further investigation.

Key words:mifepristone;off — label drug use; AMSTAR 2 scale; GRADE grading;evidence — based evaluation;medication safety
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Tab.1 Information of drug instructions of Mifepristone Tablets

A AFET R(BOERBRSHAH) Rk HIERR

25mg  KRABARBS LARFTAENI](2021-03-11) ATFARPECRRAEMBREE)EAEZERBERME (B EERAIAM, K 2EAEELL
SRR, % AR R ARSI h WT BAMERMANIIR R S R WA B A B BALV3
AR, TR TALI6A12d) MehE Ak, a8 T4ETR (49 d) A8
KA 8~ 168 (50 ~ 112 d) M 844k

0.2g AEEABLATNE(2021-04-01) BRI ESNARAFRR, TR THEEZ49 d A 894k At

10mg  KRABARS LA RGTENS] (2021-10-11) A FRFF FSo A FEERG T EIBHRIET, FRAIAA AL

200 mg  GenBioPro, Inc. (2023 - 03 - 30) BEREWNIIBRA, N TALTOR N T Rk Daily Med

300mg  Corcept Therapeutics Incorporated (2022 - 12 - 20)

AT 4R A PR AR 25 B4R & A SR AT B BUR R i 60 % 48, P A 22K Daily Med

FER AR LFREK(ARESTFAR)

PR SEHEIR T o T2 75 B AT 0 UE UE 4 2 8 24 it d B 45
FHZG ARG 2 0 G A G vh B TR 1 7 v B
M T H AMSTAR 2 3£ H1 GRADE 732, % K 3 ] i
AR 24 L B P 25 BEAT AR UE DA, LASH) O i PR 5 3
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1.1 ZmitAHEAEERL

RAR wIHA Fr 285 b B TR AR DL IR 1
1.2 XERS R
L2.1 Xk %

¥i% PubMed ,Embase . The Cochrane Library . H [E 1
W A T 5 88008 1, SR 3 1) R OKAE R A
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Kk 2 3R] A “mifepristone” “ectopic pregnancy” “missed
abortion” “perimenopauseal dysfunctional uterine bleed-
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WG 164 H P& H2,4,7,9,11,13,15 68 5%
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XF RGN [ Meta 0 AT HEA T3 AR 3B . — 0 28R
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Tab.2 Basic characteristics of included studies

B- AR REHR BAE(H) itz Tt .
Br 5h R9 KB AEh Amm  #Ek s Fh1a S
HAJENIUS® 2007 RCT 2 3814 k47 7 Cochrme L2 BHFTAFRNE R RAERERTRAK
REET 006 RCT B 890 816 k47 7 FPRABA R R L
R 00 RCT 9 638 K+t i ldd24  RBAZAAFERERTABA, AZRFTERETHRA
xzY 015 RO 2 362 p BhksE Cochrne L2 I B AR KA EH A AERE THBA
%" 02 RCT 4 3850 P+ PE+REEE Cochne LR PERORRZZAME BIIASARETHEIROERRE
I 05 RCT 6 49 £ WRRE AMERRERES T AANE AR
B 07 RCT M 69 62 ANE(2Smg/d)X  KAZ(6.5mg/R  CochrneZR AMAXKTREELD, S-BEFEHDME L 105 mg dRAFHRET

RCT 3 197 18% P BARE

6.5mg/d

R3 WAL AMSTAR 2ER T EZFIEMER
Tab.3 Results of methodological quality evaluation of included
studies by AMSTAR 2 scale

bk %85 m?
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Tab.4 Results of evidence quality assessment of included studies

- P LB HRHE FEED — ré‘%z‘ti]% - #EE[ORIRR/ mf
() R R WEE RHHE LREBE SMD(95%CD] RE
F iR HAJENIUS® 3447 Aish % 2 RCT 0 0 0 -1 -1 0.59(0.35, 1.00) 1%
WL A 2 RCT 0 0 0 -1 -1 1.40(0.69,2.70) &
WREREE 2 RCT 0 0 0 -1 -1 0.73(0.37, 1.40) &
RERT  RAKE 23 RCT -1 0 0 0 0 2.84(2.18,3.69)
HBRE BREY RARASE 9 RCT -1 0 0 0 -10 28.20(14.72, 54.01) 1%
ZREEE 9 RCT -1 0 0 0 -1 0.07(0.03,0.17) &
Resiing Hu2l BA R 17 RCT -1 -1 0 0 0 1.09(1.03, 1.12) %
KiARTE B K 15 RCT -1 -1 0 0 0 LOI(-1.11,0.17) 1%
4 FSH K+ 19 RCT -1 -1 0 -1 0 0.37(-0.12,0.44) 1%
LHAF 19 RCT -1 -1 0 -1 0 -0.51(-1.32,0.41) #4&
E, K 19 RCT -1 -1 0 -1 0 0. 83( 0.29, 1.91) #ifk
PAE 19 RCT -1 -1 0 -1 0 .35(-0.17,0.54) A&
B B A 35 RCT -1 -1 0 0 0 111(1.06, 1.16) &
AARE 30 RCT -1 0 0 0 0 0.44(0.36,0.52)
FSHKF 12 RCT -1 -1 0 0 0 0.26(-0.01,0.54) 1%
LHAK® 1 RCT -1 -1 0 -1 0 -0.61(-1.42,0.21) 44k
E,KF 11 RCT -1 -1 0 -1 0 1.03(-0.24,2.31) #4k
PARF 1 RCT -1 -1 0 -1 0 0.33(-0.18,0.84) Ik
FE B TR 7 RCT -1 1’ 0 -1 -1 0.26(-0.65, 1.17) #fk
hikakE 3 RCT -1 -1 0 -1 -1 0.85(-0.28,1.98) #Ik
BRI BAHE 6 RCT -1 -1 0 -1 -1 1.02(1.03, 1.53) Mk
IEE 4 RCT -1 0 0 -1 -1 0.46(0.37,0.55) ik
B RRH Sk AR 14 RCT -1 0 0 0 0 13(1.53,2.97) %
K AE 3] B BB R A AR 23 RCT -1 1’ 0 0 0 605(3 92,9.34) 1k
RGN W M EEAHE 12 RCT -1 -1 0 -1 0 1.52(0.45,5.16)  #Ik
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