
- Idiosyncratic DILI is a rare but important cause of 

liver injury that can be severe or life-threatening 1,2

- The Drug Induced Liver injury Network (DILIN) has 

enrolled > 3000 adults and children with DILI 

attributed to a multitude of drugs and herbals into 

the ongoing Prospective Registry study since 2004.

- Testing for alternative causes of liver injury, liver 

pathology review and causality assessment via 

expert opinion is undertaken at  6 month follow-up

The aim of this study is to identify temporal changes 

in the etiology and outcomes of high causality cases 

enrolled into DILIN from 2004 to 2024

• 2627 patients were enrolled between 4/04 and 

4/24 including 1983 high causality cases at 9 

participating sites (3 legacy)

• Cases were scored as definite (20%), highly 

likely (52%) or probable (28%).

• Presenting clinical features, suspect drugs, and 

6 month outcomes were compared from the 1st

(2004-10), 2nd (2011-2017) and 3rd (2018 – 2024) 

eras using descriptive statistics and trend tests. - The median age of DILIN patients is significantly increasing but there 

is  less severe disease at onset and fewer deaths/ transplants.

- There are fewer cases of antimicrobial DILI but more cases of herbal 

and immune checkpoint inhibitor  DILI over time

- Overall clinical outcomes are improving over time with fewer liver-

related deaths and transplants possibly due to more ICI cases and 

earlier recognition of DILI

- Etiologies of DILI significantly vary by race with more 

amoxicillin/clavulanate, nitrofurantoin, and anti-neoplastic cases in 

Whites while Blacks tend to have more anti-convulsant DILI and 

Asians have more herbal DILI.

- Whites were less likely to have severe/ fatal outcomes compared to 

other racial groups for unclear reasons.
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DILI by Race

- White patients are older with lower 

peak ALT and bilirubin levels and less 

severe outcomes compared to other 

groups

- White patients more likely to have 

amoxicillin/clavulanate, nitrofurantoin, 

and antineoplastic DILI.

- Black patients more likely to have 

anticonvulsant DILI which may be 

genetically mediated.

- Asian patients more likely to have 

TMP-SMZ, isoniazid, herbal, and 

macrolide DILI and less likely to have 

amoxicillin/clavulanate DILI.

- Genetic analyses stratified by subject 

race are ongoing

Demographics & Presenting features
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CLINICAL OUTCOMES OF IDIOSYNCRATIC DILI ARE IMPROVING IN THE UNITED STATES:  

RESULTS FROM THE DILIN PROSPECTIVE STUDY, 2004 TO 2024 
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Outcomes and Suspect agents DILI Etiologies by raceDILIN Registry from 2004 to 2024
- Median participant age is increasing

- Decreasing proportion with HIV and 

chronic liver disease may be due to 

introduction of DAA’s for HCV and 

improved antiretroviral agents for HIV

- Less frequent clinical symptoms at DILI 

onset  and greater eosinophilia may be due 

to more ICI cases over time.

- Initial and peak liver lab abnormalities 

decreased over time consistent with less 

severe liver injury and fewer deaths or 

transplants

- Fewer cases of antimicrobial, INH,  

anticonvulsant, nitrofurantoin and 

minocycline over time 

- More cases of herbal and anti-neoplastic 

DILI likely due to the approval of Immune 

checkpoint inhibitors in 2010. 

- Mini “outbreaks” due to OxyElite Pro (‘13-

14, n=7), mRNA COVID vaccines (‘21-’23, 

n=18) and French Lentil and Leek crumbles 

(‘22, n=7) were observed 3, 4
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