
Drug exposure and risk of Acute Liver Failure leading to registration for liver 
Transplantation (ALFT): Results of the SALT-III study in adults in France 

 

INTRODUCTION 
Acute Liver Failure leading to liver Transplantation 
(ALFT) indication is largely related to drugs (DILI), 
as shown by our previous SALT-I (2005-2007) and 
SALT-II (2008-2013) retrospective multicentre 
studies and the American DILI network. The main 
objective of SALT-I concerned only the risks 
associated with NSAIDs. SALT-II, extended the 
study period to 2008-2013, thus increasing its 
power and extended the risk calculation to all 
drugs. SALT-III, takes advantage of this network of 
liver transplantation centers to allow for better and 
more systematic ascertainment of drug exposures. 
 

  

CONCLUSIONS 
•  In France, over the years 2015-2016, paracetamol is the first 

cause of  ALFT. It’s role is increasing compared to previous 
SALT I and II studies with a significant proportion of accidental 
counterpart.  

•  Idiosyncratic DILI account for 5.7 % of ALFT. 
•  Unexplained cause accounted for 7.8 % of ALFT.  

METHOD 
•  Multicentre, case-population study focused on 

adults patients registered on transplant list for 
ALF over 2 years (2015-2016) in France.  

•  Data are collected in 17 liver transplant centers. 
•  Cases are classified in 2 groups: ALFT “with 

identified non-DILI cause” (viral, autoimmune 
hepatitis) and ALFT with well-identified DILI 
cause, cases with drug exposed ALFT and 
undetermined ALFT.  

•  Drug exposure within 30 days prior to index date 
(initial symptoms of liver disease) is investigated 
for all cases, whatever the cause of ALFT.  

•  The risk of drug-exposed ALFT, expressed as 
rate per million treatment-years, will be 
calculated using reimbursement data of EGB 
(permanent random sample of the national 
healthcare insurance system database). The 
results will be available in April 2018. 

•  The role of drug has been assessed according 
to  recent causality international assessment 
method : Roussell Uclaf Causality Assessment 
Method (RUCAM) and the DILIN expert method.  
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AIM  
SALT-III study is aimed to estimate the evolution of 
the risk of DILI-induced ALFT in France in 
2015-2016 : to compute event rates for drugs of 
interest from the exposure data provided by the 
national healthcare insurance system.  
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Result 1: Patient disposition in the SALT III study 
	

17 centers included 140 patients. All cases were reviewed by a 
group of hepatologists to determine the cause of ALFT. 

Result 2: Indication of liver transplantation for acute liver 
failure in the 140 included patients 
	

The cause of liver injury 
leading to the indication of 
liver transplantation was 
analyzed and classified 
in to 3 groups: d rug-
induced, non drug-induced 
and unexplained. This last 
category including cases 
without any drug exposure 
and cases wi th drug 
exposure where causality  
assessment « unlikely ».  

Result 3: List of drugs with causality classified from 
probable to definite (n=69 cases) 
	

Result 4: Characteristics of the 80 ALFT cases 
according to drug exposure in the 30 days prior to 
index date for the years 2015 to 2016 
  


