410 Chin J Pharmacoepidemiol, Apr. 2025, Vol. 34, No.4

CigE - KRR -

ENEEF Bt ESdiEint vl S e ny s s i =1FS Dbyt
LogisticE]Y3 4347

KEX, # £, TE%, THEE

RERERAFE _MBEERYFH (48 230601)

[#H2E] B8 S0 ARS8t RFS0 (DILL) B ARERE, #RZTH 0 DILI
R R, Ak FEEEETRBE 2019 4F 1 A 1 H—2023 4 12 A 31 H#fi2 DILI &
HIR DGR, AT AR 2B 25950 DILL I RAFIE, R Z &K Logistic [IHAA 43 #7
DILI Y BURs N 2 R L4 A 347 (9] DILL & & . DILL 2R DUFF A i 5 80 A £ 67.15% ),
HUGR AR IR TR (20.46% ) ARG (12.39% ) . 25 DILI B 252 BIHEA T 3 17435 N
t24 (25.34% ) | BrIE 254 ( 24.15% ) KBt 259 ( 21.26% ) o TiUJs T, 1678 741 (2.02% ) ,
U5 269 B (77.52% ) , KA 716 (20.46% ) . ANFETUGAEE R PR, NERRE
R . REARFE AR K BRI KF . DILI 4080 Al FHAR AT 265 S Ah B L B
2 DILI 22k 4 25 A Gt B X (P < 0.05) . Logistic [FIJA43#7 @7, HHIHIRFR
%I [OR=0.237, 95%CI (0.083, 0.673) , P=0.007]. 44 2 #p L A% AT 25 [OR=0.551,
95%CI (0.295, 0.998) , P=0.018] J& DILI B (AL G N . &5 BEA M AT 25 4L
A DILL 20 B ATV PFAG DILL W5 (i fEFe bn . IRIRI G2l . S 259 . bus25)
MTEAERT R, A EERSAY T2, & DILL Biia/KF.

[ 5817 ) 29000 IGERERAE; 2 TG 0Mr; SR &
[FES5ZES] R5953 [ SZERERIRAD ] A
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[Abstract] Objective To analyze the clinical characteristics of drug-induced liver
injury (DILI) caused by different drug categories, and to investigate factors influencing DILI
prognosis. Methods Medical records of DILI patients diagnosed in our hospital from January
1, 2019 to December 31, 2023 were retrospectively collected. Clinical characteristics of DILI
induced by different drug categories were analyzed. Multivariate Logistic regression was employed
to identify prognostic factors of DILI. Results A total of 347 DILI patients were included. The
predominant DILI pattern was hepatocellular injury (67.15%), followed by cholestatic (20.46%)

and mixed types (12.39%). The top three causative drug categories were traditional Chinese
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medicine (25.34%), antineoplastic drugs (24.15%) and anti-infective agents (21.26%). Regarding prognosis
outcomes, 7 cases (2.02%) achieved complete recovery, 269 cases (77.52%) showed improvement, and 71 cases
(20.46%) demonstrated no improvement. Significant differences were observed among prognosis groups in
age, gender, alanine aminotransferase level, aspartate transaminase level, alkaline phosphatase levels, DILI
patterns, number of combined hepatoprotective drugs used, and causative drug categories (P<0.05). Multivariate
analysis revealed that cholestatic type [OR=0.237, 95%CI (0.083, 0.673), P=0.007] and combination therapy
with >2 hepatoprotective drugs [OR=0.551, 95%CI (0.295, 0.998), P=0.018] were independent risk factors for
prognosis. Conclusion The number of hepatoprotective drugs used in combination and DILI patterns may
serve as potential indicators for prognosis evaluation. Particular attention should be paid to the hepatotoxicity of

traditional Chinese medicine, antineoplastic agents, and anti-infective drugs. Rational drug selection is essential

for improving DILI prevention and treatment.
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Table 1. Distribution of drugs causing DILI

413

24 &2 (Flk) Bk FIRLE (%)
LRES]

el b2l WL . TEITFR . EOr AR HE DI AR 121 20.58

izl MES, =t H9%. %5, )15 28 4.76
B2

2 FIET . U WORBEE . M T . Z MR R 4 S 52 8.84

HAbpURY251 FRA7IEME | SLARNRTRET LA . BSCPaAk . SEZRERE . WRAT P Mt e an 73 12.41
PR SRS DURZRIABT. REA. UM . 142 24.15
M RG2S PIFEAATT . HRATAATT . SEFEISIR . ekt . kdby ] 36 6.12
FAEARAEOI 24 SR . BTRIVEAR . 805 . W CBREIER . 258k 27 4.59
MERG25Y) RIPET . EUETETE . BACT. ﬁﬂz%m‘ Jnekiss T 25 425
NI R G2 W) A rlfl . BORAGL . PIBRAERENE . —HIXUNC, FSmkme 16 2.72
GIE RG24 TRMRIEES | SR BUKEE | I:I”UE\’EI“\ AR JEHR . PR 15 2.55
PR BB . Al RS 13 221
B R BLE S/ S VNN b/ o ARV YL/ 11 1.87
ARG 25 SEDTERAR . FIIHEEE | GATIRN | ORAEEIER . A B 7 1.19
ML RS2 BTJRAERR . BSERIME | MORKRR ARG | 5 DRI 5 0.85
HoAihy B SE . AARMERE . R | MR fbRE . KB iE 4N 17 2.89
At - 588" 100.00

E: CRREE AT R S, KA BRI E K AR ATSEM A, TR — B E TR R S APEDILIZ Ay, A kK TR LK.

F2 AREEANZGWHDILIZZFHIGKRFHELL R (%)

Table 2. Comparison of clinical characteristics of patients with DILI induced by different types of drugs

» X5, M ( Py, Pr)]

[n (%), Xx£5, M (P, P)]
Hzl Bz espusd AN HoAth 25 ZHhI
A b (n=109) GoPELREI T 25y WAL 254" Y Y IFIH P
251 (n=69) (n=47) (n=13) (n=52) (n=57)
Begi 73 (66.97) 29 (42.03) 20 (42.55) 6 (46.15) 29 (55.77) 32(47.76) 14330  0.014
AERE () 5023+12.69  57.38+11.35 52.11+17.82 50.77+19.04 53.44+1658 5154+1685 3.144  0.012
Pl BERERE " 95 (87.16) 65 (94.20) 40 (85.11) 11 (84.62) 47 (90.38) 55 (96.49) 5389 0370
BEENIZRENT 93 (85.32) 43 (62.32) 34 (50.75) 11 (84.62) 37 (71.15) 43(75.44) 13414  0.020
FEEAE AR AR
ALT (U - LY 662.0 243.0 354.0 453.0 386.0 395.0 42931  <0.001
(339.5,1053.5) (111.0,481.0) (208.0,650.0) (258.5,561.0) (270.3,692.8)  (277.5,760.0)
AST (U - L7 337.0 145.0 231.0 167.0 224.0 220.0 24475  <0.001
(174.5,644.0)  (81.5,346.5) (144.0,527.0) (126.5,381.0) (159.0,369.3)  (163.5,539.5)
ALP (U - L7 162.0 299.0 147.0 125.0 1625 162.0 24652  <0.001
(119.0,249.5)  (134.3,495.5) (115.0,276.0) (96.0,394.5)  (119.5,270.8)  (131.0,231.5)
GGT (U - L™ 179.0 308.0 173.0 175.0 2215 2220 12892 0.024
(109.5,325.0)  (153.0,564.0)  (94.0,346.0) (133.0,413.0) (131.5,4433) (125.5,315.5)
TBIL (umol - L) 60.4 18.1 26.6 18.4 31.7 24.2 44.895  <0.001
(25.4,161.3) (10.8,41.9) (11.6,49.5) (9.4, 100.8) (17.6,98.9) (12.3,72.6)
DILIST Y 59.973  <0.001
JHF4M A bt 15 78 90 (82.57) 27 (39.13) 30 (63.83) 10 (76.32) 36 (69.23) 40 (70.18)
Jilivy o v 6 (5.50) 34 (49.28) 14 (29.79) 2 (15.38) 7 (13.46) 8 (14.04)
TRA 13 (11.93) 8 (11.59) 3(6.38) 1(7.69) 9(17.31) 9 (15.79)
DILI™ & i 42.868 <0.001
BB 41 (37.61) 54 (78.26) 31 (65.96) 10 (76.32) 34 (65.38) 37 (64.91)
iz 66 (60.55) 12 (17.39) 15 (31.91) 3(23.08) 15 (28.85) 19 (33.33)
i 2(1.83) 3 (4.35) 1(2.13) 0 (0) 3(5.77) 1(1.75)
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izl i Zie  aspusg AN A5 EZ Bl
AR (n=109) SR RETE T 25 WRGZ5H) ESLR YR L IFIH P
251 (n=69) (n=47) (n=13) (n=52) (n=57)
T 24.500 0.006
G AT 1(0.92) 0(0) 1(2.13) 0(0) 1(1.92) 4(7.02)
it 94 (86.24) 44 (63.77) 36 (76.60) 11 (84.62) 40 (76.92) 44 (77.19)
K AT 14 (12.84) 25 (36.23) 10 (21.28) 2(15.38) 11 (21.15) 9 (15.79)

JE: AST. R AR B 4528 (aspartate transaminase ) ; ‘AL E R B ot iz hF RAhMh, MRRT . W2 RA%%Y . HILALSEY ., £
f S A B AR IEAT R 25 AR R B3O IR R . Nk AR, IR RGER . R GRS . BRI R R A S
BRI ERMIEOIEZ . hE Fm. Bk, B, B SrReES,
3 HMDILFEmERENARESINER[x s, n (%) ]
Table 3. Results of single factor analysis affecting prognosis severity of DILI [x + s, 1 (%)]

AR H5L (n=276) Jexg (n=71) L IH P
AR (%) 51.19 + 14.85 58.20 + 14.10 3.582 <0.001
PR 5.369 0.021
5 117 (42.39) 41 (57.75)
L 159 (57.61) 30 (42.25)
el 18 (6.52) 5(7.04) 0.025 0.874
2 A sl 6(2.17) 3(4.23) 0.941 0.332
PRSI 248 (89.86) 65 (94.20) 0.183 0.669
JFREA: A FE bR
ALT 25.879 <0.001
<2 ULN 10 (3.62) 15 (21.13)
>2 ULN 266 (96.38) 56 (78.87)
AST 20.483 <0.001
<5 ULN 97 (35.14) 46 (64.79)
>5 ULN 179 (64.86) 25 (35.21)
ALP 34.346 <0.001
<2 ULN 209 (75.72) 28 (39.44)
>2 ULN 67 (24.28) 43 (60.56 )
GGT 0.877 0.349
<25ULN 102 (36.96) 22 (30.99)
>2.5ULN 174 (63.04) 49 (69.01)
TBIL 0.301 0.583
<2 ULN 173 (62.68) 47 (66.20)
>2 ULN 103 (37.32) 24 (33.80)
DIL143-7Y 67.893 <0.001
JF4m A b 5 78 210 (76.09) 23 (32.39)
JilERg iy RE] 32 (11.59) 39 (54.93)
TRA 34 (12.32) 9 (12.68)
DILI™ F
Lz3iy 158 (57.25) 49 (69.01) 3.465 0.177
U 109 (39.49) 21 (29.58)
HE 9(3.26) 1(1.41)
A FH ORI 24 R 4 7.652 0.006
<2 64 (23.19) 28 (39.44)
>2 212 (76.81) 43 (60.56 )
FHDILI 2525 15.436 0.009
iz 95 (34.42) 14 (19.72)
Bl 25 Wy sl S e LR T 25 44 (15.94) 25 (35.21)
LB HURGL Y 37 (13.41) 10 (14.08)
R NI R G 25 11 (3.99) 2(2.82)
HA 525 41 (14.86) 11 (1549)
Z RPN 285 48 (17.39) 9 (12.68)

i CRER R OIS AR E KR, A RRRR. R RRRR . HALRRER ., . BURRRA R R R R
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Table 4. Logistic analysis results of multiple factors affecting the prognosis of DILI

ES B SE Wald * OR (95%CI ) P
AR -0.020 0.012 2.850 0.981 (0.959, 1.003) 0.091
PES
5 1.000
g 0.150 0.321 0.219 1.162 (0.620, 2.180) 0.639
FF A= AR b
ALT
<2 ULN 1.000
>2 ULN 0.048 0.542 0.008 1.049 (0.363, 3.035) 0.930
AST
<5ULN 1.000
>5 ULN 0.463 0.346 1.785 1.588 (0.806, 3.132) 0.182
ALP
<2 ULN 1.000
>2 ULN -0.382 0.541 0.498 0.683 (0.236, 1.971) 0.480
GGT
<2.5ULN 1.000
>2.5 ULN 0.545 0.364 2.245 1.725 (0.845, 3.522) 0.134
TBIL
<2 ULN 1.000
>2 ULN 0.091 0372 0.060 1.009 (0.328, 3.099) 0.806
DILI43#
JF 4 A 475 75 1.000
JE-R R —1.441 0.533 7.300 0.237 (0.083, 0.673) 0.007
TRAH 0.872 0.561 2414 2.392 (0.796, 7.189) 0.120
Al FH ORI 24 R 2
<2 1.000
>2 -1.040 0.440 5.572 0.551 (0.295, 0.998) 0.018
HDILIAY 254250
rhizh 1.000
P 25 sl G e HLBE T 25 -0.150 0.538 0.077 0.861 (0.300, 2.474) 0.781
2B HURG ) -0.103 0.542 0.036 0.902 (0.312, 2.610) 0.850
R KNI R G 25 0.271 0.614 0.195 1.311 (0.393, 4.372) 0.659
HA 251259 0.063 0.963 0.004 1.066 (0.161, 7.033) 0.947
ZANIE I 25K -0.385 0.567 0.462 0.680 (0.224, 2.066) 0.497
3 it RASAL, DILL I RAERZE FEH. A5
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