
  
 
 
Mallinckrodt Submits New Drug Application to FDA for Terlipressin   
 
Mallinckrodt has submitted its New Drug Application to the U.S. Food and Drug Administration 
(FDA) for terlipressin, which is being investigated for the treatment of hepatorenal syndrome 
type 1 (HRS-1), an acute and life-threatening syndrome involving acute kidney failure in people 
with cirrhosis.1 At present, there are no approved drug therapies for HRS-1 in the U.S.2 HRS-1 
is estimated to affect between 30,000 and 40,000 patients in the U.S. annually.3,4 
 
Terlipressin is an investigational agent and its safety and effectiveness have not yet been 
established by the FDA. 
 
Mallinckrodt is grateful for and would like to sincerely thank the patients, caregivers and 
investigators who participated in our clinical trial. 
 
To learn more, read the press release here. 
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