
Supplemental Table I 
Characteristics of the patients with DILI. 
 

Patient Suspected drugs Anamnesis Age 
(years) 

Sex AST (U/L) ALT (U/L) Total bilirubin  
(mg/dL) 

ALP (U/L) GGT (U/L) 

1 Herbal medicine Autonomic ataxia 27 Female 996 1,135 12.1 342 148 

2 Methyldopa 
Gestational 
hypertension 

35 Female 
879 915 7.7 496 103 

3 Gefitinib Lung cancer 57 Male 832 1,394 1.0 357 71 

4 Loxoprofen Acute coryza 63 Female 285 697 1.1 322 946 

5 Herbal medicine 
Menopausal 
disorders 

56 Female 
209 646 1.5 536 483 

6 
Sodium 
valproate 

Autonomic ataxia 
43 Female 

113 324 1.5 261 50 

7 Famotidine Chronic gastritis 43 Male 714 1,710 17.7 332 534 
DILI, drug-induced liver injury; AST, aspartate aminotransferase; ALT, alanine aminotransferase; ALP, alkaline phosphatase; GGT, gamma-
glutamyltransferase. 
  



Supplemental Table II 
Comparison of clinical data between ICI-related liver injury and DILI. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

ICI, immune checkpoint inhibitor; DILI, drug-induced liver injury; AST, aspartate aminotransferase; ALT, alanine aminotransferase; ALP, alkaline 
phosphatase; GGT, gammna-glutamyltransferase; ANA, antinuclear antibodies; IgG, immunoglobulin G; ULN, upper limit of normal; CTCAE, 
Common Terminology Criteria for Adverse Events; RUCAM, Roussel Uclaf Causality Assessment Method. 
  

 ICI-related liver 
injury (n = 10) 

DILI 
(n = 7) 

p-value 

Age, year (range) 64 (46–78) 43 (27–63) < .05 

Sex, male 7 (70.0%) 2 (28.6%) .09 

AST, U/L (range) 409 (127–1,717) 714 (113–996) .63 

ALT, U/L (range) 489 (247–1,348) 915 (324-1,710) .06 

Total bilirubin, mg/dL (range) 1 (0.3–3.3) 1.5 (1–17.7) .06 

ALP, U/L (range) 698 (341–1,242) 342 (261–536) < .05 

GGT, U/L (range) 451 (43–824) 148 (50–946) .73 

Eosinophils (>6%) 3 (33.3%) 1 (14.3%) .47 

ANA ≥ 1:80 3 (33.3%) 1 (14.3%) .47 

IgG (> 1.1 × ULN) 1 (10.0%) 1 (14.3%) .79 

CTCAE Grade 3/4 9/1 4/3 .12 

RUCAM criteria 6 (3–8) 7 (6–9) < .05 
Time from the initiation of 
drugs to the appearance of 
liver injury (days) 

93.9 ± 98.1 43.7 ± 25.3 .08 



Supplemental Table III 
Comparison of clinical data among ICI-related liver injury, acute exacerbation AIH, and acute onset AIH. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

ICI, immune checkpoint inhibitor; AIH, autoimmune hepatitis; AST, aspartate aminotransferase; ALT, alanine aminotransferase; ALP, alkaline 
phosphatase; GGT, gammna-glutamyltransferase; ANA, antinuclear antibodies; IgG, immunoglobulin G; ULN, upper limit of normal; CTCAE, 
Common Terminology Criteria for Adverse Events. * p < .05 vs. ICI-related liver injury, ** p < .01 vs. ICI-related liver injury. 
 

 ICI-related liver 
injury (n = 10) 

Acute exacerbation 
AIH (n = 13) 

Acute onset AIH 
(n = 8) 

Age, year (range) 64 (46–78) 61 (22–78) 63 (38–68) 

Sex, male 7 (70.0%) 1** (7.7%) 4 (50.0%) 

AST, U/L (range) 409 (127–1717) 686 (164–1227) 385 (142–759) 

ALT, U/L (range) 489 (247–1348) 565 (275–1192) 576 (285–2278) 

Total bilirubin, mg/dL (range) 1 (0.3–3.3) 1.2 (0.7–20.1) 1.2 (0.7–10.9) 

ALP, U/L (range) 698 (341–1242) 468 (217–646) 320* (270–426) 

GGT, U/L (range) 451 (43–824) 196* (66–442) 145* (24–388) 

ANA ≥ 1:80 1 (10.0%) 11* (84.6%) 1 (12.5%) 

IgG (>1.1 × ULN) 1 (10.0%) 12** (92.3%) 1 (12.5%) 

CTCAE Grade 3/4 9/1 9/4 7/1 


