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Abstract: Objective To provide a reference for the rational use of micro — ecological modulators in the clinic. Methods The
information of the outpatient / emergency micro — ecological modulators prescriptions in the hospital information system (HIS) from
January 2017 to May 2022 was searched, and the off — label drug use in the micro — ecological modulators prescriptions was
statistically analyzed by referring to the Expert Consensus on Unregistered Use of Drugs,the Expert Consensus on Off — Label Drug
Use, Expert Consensus on Management of Off — Label Drug Use in Medical Institutions,and the drug instructions. Results During the
five years,there were 763 082 outpatient/ emergency prescriptions in the hospital. Among them,there were 182 854 prescriptions of
micro — ecological modulators, involving Bifid Triple Viable Capsules Dissolving at Intestines (68 632 prescriptions, 37.53%) ,
Combined Bifidobacterium, Lactobacillus, Enterococcus and Bacillus Cereus Tablets, Live (64 268 prescriptions, 35. 15%) , Live
Combined Bacillus Subtilis and Enterococcus Faecium Enteric — Coated Capsules (43 755 prescriptions,23.93%) , Combined Bacillus
Subtilis and Enterococcus Faecium Granules with Multivitamines, Live (6 199 prescriptions, 3.39%). The off — label drug use of
micro — ecological modulators was mainly manifested in over — indication (136 263 prescriptions, 74. 52%) , over — usage and over —
dosage (72 924 prescriptions, 39. 88%) , over — adaptation population (464 prescriptions, 0.25%) and over — administration route
(139 prescriptions, 0. 08%) , most of off — label drug use was supported by evidence — based evidence, with accurate efficacy and

safety. Conclusion The off — label use of micro — ecological modulators is common, which still needs a large number of high —
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quality studies to further explore. With the continuous improvement of laws and supporting policies, the management of off — label
drug use in China has become increasingly standardized. Medical institutions should fully train medical personnel on the basis of
establishing the management system of off — label drug use in hospitals, medical staff should also strengthen the awareness of
evidence — based drug use,and timely adjust the previous habitual drug use to plans recommended by new guidelines or evidence —
based basis. It is suggested that relevant departments should continue to promote the clinical research of micro — ecological

modulators, timely update the drug instructions,and formulate the principles of clinical use of micro — ecological modulators,so as to

better guide the rational use of micro - ecological modulators and ensure the safety and effectiveness of patients’ medication.
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A S UM A S F IRt R T A= —
AR W 18 U S R ARIRAS , PRI A, 3
1 2 (R BRSPS 2 DR 1) A B R (=)
il L IR AE R FLAE I R 0 N FH O R )2 (B T2
it e B 5 IS T R 2R SE BRI 9T L i S 2 M 2
HH 5 FH 20 B 4238 3 A7, 5 BORI O R R I & A R
202022483 1 HOREAT (AR N R LRI E B2
Uil ) e U BA A, 68 24 100 B A5 FH 24 EL AT D IE B 2 E
PR HTHE 75l e, DRI P U0 i T
A4 B S A B FH o ARG A3 AT T T A = g
FLEABERETT /202 A FIA T 24 1 1 1
24 i U6 B 5 FH 24 Tl B, A A A 2 0 4 7RI IR fifE
B2 aE AR A SRS % |
1 &BERE5HE

B B B R G BGZBE 2017 4F 1 ] 2 2022 4F
SHIT 1 Z2i240 9735763 082 5k , o is A= 285 7 Ab
3182 854 5K i I Excel # A4 % i AE A5 98 5 7] 1) Sl ol |
Il R 12 W7 ol RN [ AR 3 e 4 % B v] ] 43 oy B LA
(0~120H) WL A3MHE3 %) b aii (4 ~
6%) FIR (T ~12%) HADFE(13~ 18 %) Kl AF
(> 18%4) |MAEHTT 41T, 2 M2 S i W 45 70 Ay HL i 25
an UL B 25 R, OF S F (A R M R
PO G UL 25 L b)) ol S BT AL e 24
st U B 5 2548 B GO U7 HlB 38 W IE G FH %
T B N AT R A 253 A8 55 T Ak OB 24
R o) BT Y e ats A

2 Z#R
2.1 AAERBEERRIGERFES

B E A A VA R 3 4 b Oy B DUS AR R,
LA ER /N oAb Tt e 1 118 A RS B = B35 1 P ¥ e
e, F BN R AR S AP A A A B A o Bk
T TRUREL , JHE Sl AR IS B & LT 1 L3R 10 IR IR
WA R | BIR % HO RG2S W TR IR 2.
2.2 BHRGAPLABBER

182 854 sk b 5 vp | R 38 I UF FH 25 4b 5 e 2 (45 L
I 75%) , Houk kit 2 a4k J7 (5 Gl 40% ) o AT D
T A 2 75 SRR 247 U I 5 ) 24 0 5 A ok o 3
UE ER 25 25 545 b Ty (A D0~ XU A B = IR T 1 s Tt
SO AT B DU TS T8 ) i, Ab Ty i e R A 1 Sk XUE;
FF TR = X0 A o s P 2 5 ok R ik P Ak vy, Ak it e
KA SRy BB AT T DU B 6 T 5 g AR A T A8 fe
R AT I IR TR IR T L2 3.
2.3 BEHR%GER

182 854 5K AbJr 1,767 7K (0. 42%) S ZFp ( HI¥ R
2 ) ff A SR T TRV o e A BT TR IS TR
J 2 5 XU T TR DK A B Ak T e 2 A REAT T
I B UK 50U AT A — T i VS s e B FH Ak
&P IEN K4,
3 iTig
3.1 BHARRPEEESE
3.1.1  #IENAF

H R A 25785 700 24 10 I 4538 N 2 AR Th AR IR

R1 BAESEATHEREEERSH

Tab.1 Age distribution of patients treated with micro — ecological modulators
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Tab.2 Clinical diagnosis distribution of micro - ecological

modulator prescriptions (n = 182 854)
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Tab.3 Off — label use of micro — ecological modulators (n = 182 854)
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Tab.4 Combined use of micro — ecological modulators
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