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Effect of Mailuo Shutong Pill on liver function index based on real world
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Abstract: Objective To conduct a clinical study on the safety in real world of Mailuo Shutong Pill (k4% 4FiE L) on liver function
indexes by using the electronic data of hospital information medical system. Methods Based on the medical electronic database of
14 large grade AAA hospitals in China, the patients were treated with Mailuo Shutong Pill as Mailuo Shutong Pill group, the patient
were not treated with Mailuo Shutong Pill as the control group. Under the matching conditions of the same sex and +5 years old, there
were 2387 cases in both groups according to the ratio of 1 : 1. The liver function indexes of alkaline phosphatase (ALP), alanine
transaminase (ALT), aspartate transaminase (AST), gamma-glutamyl transferase (GGT) and total bilirubin (TBIL) were used as
outcome evaluation indexes. The confounding factors in this study were controlled by propensity scoring method, and the safety was
analyzed by three statistical methods. Results Twelve confounders with high influence were screened by the propensity scoring
method, and all the confounders were weighted and balanced. The results obtained by three statistical methods were all P> 0.05, which
meant the difference between the two groups was not statistically significant. Conclusion Mailuo Shutong Pill did not lead to
abnormal changes of liver function index, but given the propensity score method can only control the known potential confounders,

unable to realize unknown confounders, so unknown bias may exist. It needs to carry out related prospective active monitoring further
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evidence for its clinical safety, thereby guiding the safe, scientific and rational use of Mailuo Shutong Pill.

Key words: Mailuo Shutong Pill; electronic medical data; real world; liver function; propensity score
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Table 1 ,? test for abnormal changes of liver function indexes between Mailuo Shutong Pill group and control group

A MR (n=2387)

I ThfEda bRt LR AR/ (il E/%)
JIFDIREFEFR AR B A A/ B (b E/%)

2370 (99.29)
17 €0.7D)

k&5 &7 B I (n=2387) 71E P1E
2375 (99.5)

0.555 0.456
12 (0.50)

R2 MBRFEHEXSHNAREER EERITFEFHEBD)

Table 2 Correlation distribution and y? test of diseases (part with statistical differences)

AR R SR (n=2387) BRESETIE AL (n=2387) 71E P1H

AR (5 /%) & 2180 (91.33) 1417 (59.36)
. 654.750 <0.001

= 207 (8.67) 970 (40.64)

EIMEA B /%) & 2149 (90.03) 2296 (96.19)
. 69.586 <0.001

= 238 (9.97) 91 (3.81)

Bpgeafe) /%) = 2343 (98.16) 2364 (99.04)
o 6.055 0.014

= 44 (1.84) 23 (0.96)

FERRIEME 5 E/%) = 2214 (92.75) 2320 (97.19)
. 48.369 <0.001

= 173 (7.25) 67 (2.81)

SO/ 5 EL/%) = 2020 (84.63) 2347 (98.32)
285.457 <0.001

& 367 (15.37) 40 (1.68)
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Table 3 Correlation distribution and j? test of drug combination (part with statistical differences)

RAREIR SHRAE (n=2387)
BRI L E/%) % 2012 (84.29)
R 375 (15.71)
TEEFI R (/%) 7 1972 (82.61)
b 415 (17.39)
BRIEARM b EE/%) o 1954 (81.86)
P 433 (18.14)
A /) (b Ee/%) & 2090 (87.56)

297 (12.44)

Fm

ik E7 1B AL (n=2387) 718 PiE
1826 (76.50)
45.483 <0.001
561 (23.50)
2194 (91.91)
92.054 <0.001
193 (8.09)
2218 (92.92)
131.478 <0.001
169 (7.08)
2161 (90.53)
10.522 0.001

226 (9.47)
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Table 4 Correlation distribution and x? test of age (part with statistical differences)

R ER R (n=2387) Bk EFIEHH (n=2387) k! P1{H
0, 181/ (/%) 4 (0.17) 21 (0.88)
(18, 451% /61 (5 E/%) 276 (11.56) 428 (17.93)
(45, 651% /6 (L E/%) 1169 (48.97) 1163 (48.72)
(65, 7512/ (/%) 527 (22.08) 430 (18.01) oL173 =000t
(75, 851 /4 (5Lh/%) 357 (14.96) 290 (12.15)
(85, 10012/ Critb/%) 54 (2.26) 55 (2.30)

*5 (ERXEHBXSEF PREIER EFRITEESHEBS)
Table 5 Correlation distribution and y? test of inpatient days (part with statistical differences)

TR ER SR (n=2387) kB EFBE ML (n=2387) 7 1E P1H
(1, 714/ ChE%) 238 (9.97) 250 (10.47)
(7, 141 d/f) (5 LE6/%) 589 (24.68) 690 (28.91)
(14, 281 d/fF1 (5 Eb/%) 872 (36.53) 982 (41.14)
(28, 421 d/Bil (5 E/%) 348 (14.58) 254 (10.64) 29756 =000t
(42, 561 d/f51 (/%) 152 (6.37) 97 (4.06)
>56 d/ffl (i bb/%) 188 (7.88) 114 (4.78)

%6 JrIEMEXSHMN 2 RERER EBFRITFERNED)
Table 6 Correlation distribution and y? test of treatment course (part with statistical differences)

TRARNE FHBAL (n=2387) k2% 473 AL (n=2387) bkl Pl
(1, 31/ ChE/%) 1359 (56.93) 2176 (91.16)
(3, 714/ CHE%) 310 (12.99) 206 (8.63)
(7, 14]d/f) (5 E6/%) 297 (12.44) 5 (021D 913.115 <0.001
(14, 281 d/fFl (k%) 302 (12.65) 0 €0.00)
>28 d/f (/%) 119 (4.99) 0 (0.00)
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Table 7 Influence of confounding factors on processing

allocation
WA L /%
I 48.79
HHMEHE 31.36
FoRINS 5 9.50
BRFEK 2.65
KA E 1.91
e UM 1.37
RS 1.28
1ERE R EL 1.27
RS iy e 1.04
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FH AR S M 0.21
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0.30 r
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and iteration times

BRI, BARORFER. M2y, R
FT B S IF 2. ARG 2 4 12 MR R
ZESRIH PAE S5 A E N 8.

] PP 53 DB 5 2 2H K-S A6 Vi A PR 2 T i
TROLILE 3. HE 3 nf 0L, AT pr e P AE LT
/N 0.05, EWRE LTI IR 2% D EAE 2 LIRAfHT
WEEF BUE PAEAE [0, 1] XN oA,
BWE 2 BRI RAE 2 AW ERARZE, KL
TREHLIRIG s AR %52 2 AR R 25+
AR OL. A LB I IR, AEBSAR
3t - 2 L IR) TR A% AR R 0 AT 22 5 B UL RTAA

A0 1) 1A PP 20~ A VR A R 2R (R R BAR

AHFFALFH T 2 FhGuit- oAt 53250 B St Sk
2887 I8 AL FH 550 Dh REFa AR IR 5 I & TR A7 AE 2
AT 0T, YR T AR R Logistic [H]H,
B3 [E 5 2 %0-0.350 4<<0, P 1H A 0.354>0.05.
FR, FEAE B PE T 2 HBHT U S,
AT AR & Logistic 814, A4 5%k 0.127 1>0,
H P18 0.766>0.05. %L, MAGEINN, Bk&ariE
FULH 50 FRAL B I D ReFR br e AR ZE R A 4t
TR
3 itig
31 EXHRKBEREZNLIESE

AR E S AT, S ARRENL R T,
ok = ML, 2H TR S5 3 S LR IR 2 A AT
FAAEREIRAR N 2, AT gE A7 45 ) 2 B0 S th LT 9
X 2 AR IR R AT VR B 1Y — KAy M siemg, wT T
A 3 A Bl WL XS AT 7 F 281 1) VR 2% DR 3% 207 AN 24 i)
R DRI R 6L ) PP 230 2 AH B () TR A R 2 3k
1TV, B s 1 S SR TR R R &
ST BEJR /IR 2% DR 30 B T 5 SRR sg e, g AR
TRENUN RS . GBM J&—Ff FERL. H 30t
00 R 1A DY 53 07 V2, AR A A D 2 B 28R AT S
EEEEHRERK. R RN EE,
KA FAEFH GBM Hykilid K-S guit& T AP
) PR N B, A B ME, TR R
RIRIEEP . A5E NN, fEmdEEdE b
8/ GBM BEA v 4 v 40 01
3.2 3 #iZigElARIN A

HArHE A 3 0 Logistic [B1H /714t 11 A8 &
S AL AL BN : (DLogistic [911H; @15 £ TF
S IBLE Logistic [H1UH; @) TR A4 PR 2 14 % 40 )
HEPE AL Logistic [BlVH . J7EO K fE 2 (7] A4
BRI AELE, TR R R R A A 2 5 8
R L@ F EARRREZER, iz b
AR 23 7R AT A, PRATR AR R 3R A 25 R
R JTIEGTE L@ b, 5 e [E]
KU R AR 2, (A R HaE T H8.
AHEFATE R R R I P, Bt DUSCR A
FEOQTF R F.
3.3 BKEEFEAITATIIRERT R

ARFFRF 25 Logistic [A1VA. {8 [a) PE1E
I3 IIALE) Logistic [BYA MAS [FIFEFE 73 B ik 25 &7 38
X} G I D Re AR A R . 45 SRR 3 Mgt



- 3438 « $8 B 20225068 $£53% BUB  Chinese Traditional and Herbal Drugs 2022 June Vol. 53 No. 11

F8 EIES AR IRRE R TEER

Table 8 Balance of confounding factors before and after propensity score weighting

N ik 4% &7 18 FL4L 165 1A P4 43 B i ) e

o RIHZS A WRAREEEN A K-S P AEBAREHZESAG K-S P

HHIEER & 0.594 0.913 0.320 0.623 0.030
<0.001 0.249

& 0.406 0.087 0.320 0.377 0.030

=N 7 0.962 0.900 0.062 0.958 0.004
<0.001 0.528

& 0.038 0.100 0.062 0.042 0.004

fihEg = 0.990 0.982 0.009 0.988 0.002
0.01 0.551

= 0.010 0.018 0.009 0.012 0.002

B PRI = 0.972 0.928 0.044 0.961 0.011
<0.001 0.114

= 0.028 0.072 0.044 0.039 0.011

paRINS 5 & 0.983 0.846 0.137 0.979 0.004
<0.001 0.265

= 0.017 0.154 0.137 0.021 0.004

BRL3E iy e i 0.765 0.843 0.078 0.779 0.014
<0.001 0.504

= 0.235 0.157 0.078 0.221 0.014

KEHEVE B 0.919 0.826 0.093 0.904 0.015
<0.001 0.138

= 0.081 0.174 0.093 0.096 0.015

BRZEK = 0.929 0.819 0.111 0.916 0.013
<0.001 0.163

= 0.071 0.181 0.111 0.084 0.013

HE&ESR & 0.905 0.876 0.030 0.901 0.004
0.001 0.762

= 0.095 0.124 0.030 0.099 0.004

TS 0, 18]1% 0.009 0.002 0.007 0.002 0.006

(18, 451% 0.179 0.116 0.064 0.149 0.031

(45, 651% 0.487 0.490 0.003 0.490 0.003
<0.001 0.176

(65, 751% 0.180 0.221 0.041 0.204 0.023

(75, 851% 0.121 0.150 0.028 0.127 0.005

(85, 100]1% 0.023 0.023 0 0.028 0.005

{E R R (1, 71d 0.105 0.100 0.005 0.083 0.021

(7, 14]d 0.289 0.247 0.042 0.276 0.013

(14, 28]d 0.411 0.365 0.046 0.396 0.015
<0.001 0.080

(28, 42]d 0.106 0.146 0.039 0.128 0.021

42, 56]d 0.041 0.064 0.023 0.051 0.010

>56d 0.048 0.079 0.031 0.065 0.018

ITHE (1, 3]d 0.912 0.569 0.342 0.897 0.015

3, 71d 0.086 0.130 0.044 0.098 0.012
(7, 14]d 0.002 0.124 0.122  <0.001 0.003 0.001 0.051

(14, 28]d 0 0.127 0.127 0.001 0.001

>28d 0 0.050 0.050 0 0

IMTEER B, RIS EAMEN S BT IhRER et .
RETEAR AR BOA RE M, A FIRE PR 2% A kR IEALRAT R e, SR
RARBEMIBI SRR ISR, IR AT AN BORRBUH . SOF LRI DI fE. B 4502
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