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PRESS RELEASE 
 
New NHS England Clinical Commissioning Policy Statement recommends 
AbbVie’s VIEKIRAX®  (ombitasvir/paritaprevir/ritonavir) and EXVIERA® 
(dasabuvir) as an option for the treatment of chronic hepatitis C in patients with 
cirrhosis  

 
• NHS England’s Clinical Priorities Advisory Group (CPAG) for Infectious Diseases recommends 

adoption of a commissioning policy for the treatment of chronic hepatitis C in patients with 
cirrhosis and advanced liver disease 

• More than 200,000 people in the UK are chronically infected with hepatitis C1, of which only an 
estimated 3% are treated each year, despite the advent of treatments that can offer viral 
elimination1 

MAIDENHEAD, UK, June 10, 2015 – AbbVie’s all-oral, short course, interferon-free treatments VIEKIRAX2 
(ombitasvir/paritaprevir/ritonavir) and EXVIERA3 (dasabuvir) are now approved to be commissioned for 
patients in England with genotype 1a and genotype 1b hepatitis C virus infection with compensated 
cirrhosis, following today’s publication of NHS England’s (NHSE) Clinical Commissioning Policy Statement 
for the treatment of chronic hepatitis C in patients with cirrhosis and advanced liver disease4.   
 
VIEKIRAX and EXVIERA have been available in the UK since January 2015, following the granting of an EU 
Marketing Authorisation (MA) from the European Medicines Agency (EMA), however they are yet to 
receive funding approval from the National Institute for Health and Care Excellence (NICE).  Many 
patients who run the risk of serious harm if treatment is delayed, such as those with compensated 
cirrhosis, end-stage liver disease or liver cancer, have not been able to access the newest interferon-free 
treatments that bring with them a high likelihood of cure (defined as having no HCV detectable in the 
blood, 12 weeks post-treatment completion). 
 
Until now, the only treatment options available have been those based on pegylated interferon (Peg-IFN), 
the primary limitation of such regimens being the association with severe side-effects, including flu-like 
symptoms and fatigue. The need for safety and efficacy monitoring and support, long duration of 
treatment (up to 48 weeks) and weekly injections have also made such treatments difficult for many 
patients.   
 
“Finally, the sickest HCV patients will have a chance to access these highly efficacious,  curative therapies 
that are generally well tolerated,” said Charles Gore, Chief Executive of The Hepatitis C Trust. “NHS 
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England has been promising an interim commissioning policy ever since the implementation deadline for 
NICE guidance for a new HCV treatment was extended by three months earlier this year.  It’s critical that 
this policy is now implemented swiftly to ensure that people with HCV, who have severe disease and are 
at risk of serious health issues or even death without treatment, can get rid of the virus.” 
 
Hepatitis C is a blood borne virus that is spread when an infected person’s blood enters the bloodstream 
of another person.4  Some 75-85 percent of patients infected with HCV go on to develop the chronic form 
of the disease.4 Chronic hepatitis C is a silent, progressive disease that can lead to liver damage, scarring 
of the liver (cirrhosis), liver cancer and death.5  More than 200,000 people in the UK are chronically 
infected with hepatitis C6.  Of those chronically infected, only an estimated 3% are treated each year, 
despite the advent of treatments that can offer viral elimination6.  
 
“New treatments, such as AbbVie’s VIEKIRAX and EXVIERA, offer both naive and treatment experienced 
patients,  with genotype 1 and 4, and cirrhosis, a very high likelihood of clearing hepatitis C virus,” 
said Professor Geoffrey Dusheiko, Emeritus Professor of Medicine, UCL Institute of Liver and Digestive 
Health and Royal Free Hospital. “The NSHE clinical commissioning policy is long-overdue but welcome, for 
those patients that have been waiting for what is now imperative treatment to prevent decompensated 
cirrhosis.  
 
“There are other people besides, who do not have cirrhosis, in whom the prevention of cirrhosis is 
equally important, and whose quality of life and health will benefit from a cure – not to mention the 
positive impact on public health as the pool of disease is reduced – and they are not included in the 
interim commissioning policy.  Only by all stakeholders in this field collaborating to find innovative ways 
to fund treatment and structure sustainable care pathways, will access in tandem for those without 
cirrhosis be possible, and our ambitions to eliminate this often fatal disease realised,” Professor Dusheiko 
concluded. 
 
About VIEKIRAX and EXVIERA 
VIEKIRAX and EXVIERA is the first treatment for chronic hepatitis C to combine three direct-acting 
antiviral agents with distinct mechanisms of action to target HCV at multiple steps in the viral lifecycle.2,3   

VIEKIRAX and EXVIERA, with or without RBV (for 12 or 24 weeks) cleared the virus in 97 percent of GT1 
patients, including 96 percent of those with compensated cirrhosis.  Overall, 1.3 percent experienced a 
relapse and 0.5 percent experienced on-treatment virologic failure.1,2 Discontinuation rates due to 
adverse reactions was low (0.2 percent),2,3 and in those receiving VIEKIRAX and EXVIERA without RBV, the 
overall rates of discontinuation due to adverse reactions was zero percent.   
 
Each tablet of VIEKIRAX  consists of the fixed dose combination of ombitasvir 12.5mg, paritaprevir 75mg 
and ritonavir 50mg. The recommended oral dose of VIEKIRAX is two tablets taken once daily with food. 
 
Each tablet of EXVIERA contains  dasabuvir 250mg (non-nucleoside NS5B polymerase inhibitor).  The 
recommended oral dose of EXVIERA is 250mg (one tablet) twice daily (morning and evening). EXVIERA 
must always be administered together with VIEKIRAX. 
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AbbVie UK also offers AbbVie Care in hepatitis C, a support programme designed to help people maintain 
motivation, focus and stability while on treatment with VIEKIRAX and EXVIERA.  
 
Full summary of product characteristics is available at www.medicines.org.uk/emc 
 
Important Safety Information for VIEKIRAX and EXVIERA 
The safety summary is based on pooled data from phase 2 and 3 clinical trials in more than 2,600 subjects 
who received VIEKIRAX and EXVIERA with or without RBV. 
 
VIEKIRAX and EXVIERA with RBV in subjects with genotype 1 hepatitis C infection (including subjects 
with compensated cirrhosis) 
In subjects receiving VIEKIRAX and EXVIERA with RBV, the most commonly reported adverse reactions 
(greater than 20 percent of subjects) were fatigue and nausea. The proportion of subjects who 
permanently discontinued treatment due to adverse reactions was 0.2 percent (5/2,044). 0.2 percent 
(5/2,044) of subjects interrupted treatment due to adverse reactions. 4.8 percent (99/2,044) of subjects 
had RBV dose reductions due to adverse reactions. 
 
With the exception of increased rates of transient hyperbilirubinemia, the safety profile of VIEKIRAX and 
EXVIERA with RBV in subjects with compensated cirrhosis was similar to that of subjects without cirrhosis. 
 
VIEKIRAX and EXVIERA without RBV in subjects with genotype 1 hepatitis C infection 
No subjects permanently discontinued treatment or had treatment interruptions due to adverse 
reactions. 
 
Contraindications 
 
Hypersensitivity to the active substances or to any of the excipients. 
 
Patients with severe hepatic impairment (Child-Pugh C). 
 
Use of ethinylestradiol-containing medicinal products such as those contained in most combined oral 
contraceptives or contraceptive vaginal rings. 
 
For full details of drug-drug interactions and contraindications with VIEKIRAX and EXVIERA, please refer 
to summary of product characteristics, available at www.medicines.org.uk/emc 
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About AbbVie  
AbbVie is a global, research-based biopharmaceutical company formed in 2013 following separation from 
Abbott Laboratories. The company’s mission is to use its expertise, dedicated people and unique 
approach to innovation to develop and market advanced therapies that address some of the world’s 
most complex and serious diseases. Together with its wholly-owned subsidiary, Pharmacyclics, AbbVie 
employs more than 28,000 people worldwide and markets medicines in more than 170 countries. For 
further information on the company and its people, portfolio and commitments, please visit 
www.abbvie.co.uk. 

 
-ENDS- 

 
Notes to editors: 
Within the NHS England Clinical Commissioning Policy Statement, a patient is defined as having 
compensated cirrhosis if they have any one of the following: 
• Evidence of portal hypertension without other obvious cause (e.g. varices on endoscopy or previous 

ascites in the absence of vascular lesions known to cause portal hypertension), OR  
• APRI score and AST:ALT ratio indicative of cirrhosis (APRI >2.0 with an AST:ALT ratio > 1), OR  
• Imaging (Ultrasound or CT or MRI) reported as showing cirrhosis. OR   
• FibroScan or liver elastography showing evidence of cirrhosis (for example, a FibroScan score of 

>11.5kPa, or as determined by an expert panel if required), OR 
• Liver biopsy showing cirrhosis 
 
Table below shows range of treatment options recommended within the NHS England Clinical 
Commissioning Policy Statement for the treatment of chronic hepatitis C in patients with cirrhosis 

 
SUMMARY OF TREATMENT BY GENOTYPE 
Status of patient Status of liver Commissioned regimens based on available 

evidence and clinical considerations  
Genotype 1a Patients with 

compensated cirrhosis 
 
 

Sofosbuvir/ledipasvir +/- ribavirin  
for 12 weeks 

(Unlicensed regimen for some cohorts) 
 
SimeprevirPeg-IFN ribavirin for 12 weeks followed 
by Peg-IFN and ribavirin for 12 weeks 
 
Ombitasvir/paritaprevir/ritonavir and dasabuvir 
and ribavirin  
for 12 weeks 
(Unlicensed regimen) 
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Patients with 
decompensated cirrhosis 

Sofosbuvir/ledipasvir +/- ribavirin  
for 12 weeks 

(Unlicensed regimen) 
 

Genotype 1b Patients with 
compensated cirrhosis 
 
 

Simeprevir/Peg-IFN and ribavirin  
for 12 weeks followed by Peg-IFN for a further 12 
weeks  
 
Ombitasvir/paritaprevir/ritonavir and dasabuvir 
and ribavirin  
for 12 weeks 
 
Sofosbuvir/ledipasvir +/- ribavirin  
for 12 weeks 

(Unlicensed regimen) 
Patients with 
decompensated cirrhosis 

Sofosbuvir/ledipasvir +/- ribavirin  
for 12 weeks 

(Unlicensed regimen for some cohorts) 

Genotype 3  Patients with 
compensated cirrhosis 

Sofosbuvir/Peg-IFN and ribavirin for patients who 
are likely to be IFN-tolerant  
for 12 weeks 
 
Sofosbuvir/ledipasvir and ribavirin (where IFN is 
contraindicated)  
for 12 weeks  
(unlicensed regimen) 
 
Sofosbuvir /Daclatasvir and ribavirin (where IFN is 
contraindicated)  
for 12 weeks 
(unlicensed regimen) 
 

Genotype 3 Patients with 
decompensated cirrhosis 

Sofosbuvir/ledipasvir + ribavirin 
for 12 weeks 

(Unlicensed regimen) 
 
Sofosbuvir/daclatasvir + ribavirin  
for 12 weeks 
(unlicensed regimen) 
 

Genotype 4 Patients with Simeprevir/Peg-IFN interferon/ribavirin  
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compensated cirrhosis for 12 weeks followed by Peg-IFN for a further 12 
weeks 
 
Sofosbuvir/ledipasvir  
for 12 weeks 

(Unlicensed regimen) 
 Patients with 

decompensated cirrhosis 
Sofosbuvir/ledipasvir +/- ribavirin  
for 12 weeks 

(Unlicensed regimen) 
 
 
UK media contacts: 
Sarah Beck 
sarah.beck@abbvie.com 
+44 (0)7818 428111 
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