
FORWARDING OR COPYING IS A VIOLATION OF U.S. AND INTERNATIONAL COPYRIGHT LAWS 

The Medical Letter, Inc. publications are protected by U.S. and international copyright laws. 
Forwarding, copying or any distribution of this material is prohibited.

Sharing a password with a non-subscriber or otherwise making the contents of this site 
available to third parties is strictly prohibited.

By accessing and reading the attached content I agree to comply with U.S. and international 
copyright laws and these terms and conditions of The Medical Letter, Inc.

For further information click: Subscriptions, Site Licenses, Reprints 
or call customer service at: 800-211-2769

Important Copyright Message

IN THIS ISSUEISSUE

1433
Volume 56

Published by The Medical Letter, Inc. • A Nonprofi t Organization

ISSUE No.

1481

The Medical Letter®

on Drugs and Therapeutics

Objective Drug Reviews Since 1959

Volume 57 November 9, 2015

 

In Brief: Hepatic Injury with Hepatitis C Drugs ...................................................................p 156

http://medicalletter.org/sub-prods
http://medicalletter.org/sitelicense
http://medicalletter.org/copyright


               
156156

The Medical Letter®

on Drugs and Therapeutics

Objective Drug Reviews Since 1959

Volume 57 (Issue 1481) November 9, 2015
              

Published by The Medical Letter, Inc. • A Nonprofi t Organization

The Medical Letter publications are protected by US and international copyright laws.
Forwarding, copying or any other distribution of this material is strictly prohibited.

For further information call: 800-211-2769

IN BRIEF

Hepatic Injury with Hepatitis C Drugs
The FDA recently announced labeling changes for the 
combination antiviral products Viekira Pak (ombitasvir/
paritaprevir/ritonavir with dasabuvir)1 and Technivie 
(ombitasvir/paritaprevir/ritonavir)2 warning of a risk 
of serious, potentially fatal liver injury.3 Viekira Pak, 
approved in December 2014 for treatment of hepatitis 
C virus (HCV) genotype 1 infection, including patients 
with compensated cirrhosis, and Technivie, approved 
in July 2015 for treatment of HCV genotype 4 infection 
without cirrhosis, have been identifi ed as “possible” or 
“probable” causes in 26 postmarketing cases of hepatic 
decompensation, including 10 cases (mostly in patients 
with preexisting advanced cirrhosis) that resulted 
in death or liver transplant. Hepatic injury generally 
occurred within 1-4 weeks of treatment initiation.

All therapies for chronic HCV infection have been 
associated with cases of hepatic decompensation 
in patients with advanced fi brosis or cirrhosis, but 

cause and effect are diffi cult to determine. Viekira 
Pak and Technivie are now contraindicated in patients 
with moderate to severe (Child-Pugh B/C) hepatic 
impairment. Ledipasvir/sofosbuvir (Harvoni), another 
recently approved treatment for HCV genotype 1 
infection,4 is still indicated for treatment of patients 
with any degree of compensated hepatic impairment 
(Child-Pugh A/B/C). The effi cacy and safety of all three 
combinations in patients with decompensated cirrhosis 
have not been established.  ■
1.  A 4-drug combination (Viekira Pak) for hepatitis C. Med Lett 

Drugs Ther 2015; 57:15.
2.  In brief: Technivie for HCV genotype 4 infection. Med Lett Drugs 

Ther 2015; in press.
3.  FDA Drug Safety Communication: FDA warns of serious liver in-

jury risk with hepatitis C treatments Viekira Pak and Technivie. 
Available at: www.fda.gov/Drugs/DrugSafety/ucm468634.htm. 
Accessed October 29, 2015.

4.  A combination of ledipasvir and sofosbuvir (Harvoni) for hepatitis 
C. Med Lett Drugs Ther 2014; 56:111.
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