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RESEARCH QUESTION 
 
What is the clinical evidence for the use of sofosbuvir/ledipasvir (Harvoni) treatment for patients 
with chronic hepatitis C genotype 1 and decompensated cirrhosis? 
 
KEY FINDINGS 
 
Two conference abstracts regarding two separate randomized controlled trials and one 
conference abstract regarding one non-randomized study were identified that provided clinical 
evidence for the use of sofosbuvir/ledipasvir (Harvoni) treatment for patients with chronic 
hepatitis C genotype 1 and decompensated cirrhosis. 
 
METHODS 
 
A limited literature search was conducted on key resources including Embase, Ovid Medline, 
PubMed, The Cochrane Library (2015, Issue 3), University of York Centre for Reviews and 
Dissemination (CRD) databases, Canadian and major international health technology agencies, 
as well as a focused Internet search. No filters were applied to limit the retrieval by study type. 
Conference papers and posters were included in the database and Internet searches. Where 
possible, retrieval was limited to the human population. The search was also limited to English 
language documents published between January 1, 2010 and March 24, 2015. Internet links 
were provided, where available. 
 
SELECTION CRITERIA 
 
One reviewer screened citations and selected studies based on the inclusion criteria presented 
in Table 1. 
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Table 1: Selection Criteria 
Population Treatment experienced patients (genotype 1) with decompensated cirrhosis 

Treatment naïve patients (genotype 1) with decompensated cirrhosis 

Intervention Sofosbuvir/Ledipasvir (Harvoni) 

Comparator Unspecified 
No comparator 

Outcomes Clinical effectiveness: sustained virological response (SVR) 
Clinical benefits and harms 
Guidelines 

Study Designs Health technology assessments, systematic reviews, meta-analyses, 
randomized controlled trials, non-randomized studies, and evidence-base-
guidelines 

 
RESULTS 
 
Rapid Response reports are organized so that the higher quality evidence is presented first. 
Therefore, health technology assessment reports, systematic reviews, and meta-analyses are 
presented first. These are followed by randomized controlled trials, non-randomized studies, 
and evidence-based guidelines. 
 
Two conference abstracts regarding two separate randomized controlled trials and one 
conference abstract regarding a non-randomized study were identified that provided clinical 
evidence for the use of sofosbuvir/ledipasvir (Harvoni) treatment for patients with chronic 
hepatitis C genotype 1 and decompensated cirrhosis. No relevant health technology 
assessments, systematic reviews, meta-analyses, or evidence-based guidelines were identified. 
 
Additional references of potential interest are provided in the appendix. 
 
Health Technology Assessments 
No literature identified. 
 
Systematic Reviews and Meta-analyses 
No literature identified. 
 
Randomized Controlled Trials 
 
Conference Abstracts 
 
1. Flamm SL, Everson GT, Charlton M, Denning JM, Arterburn S, Brandt-Sarif T, et al. 

Ledipasvir/sofosbuvir with ribavirin for the treatment of HCV in patients with 
decompensated cirrhosis: preliminary results of a prospective, multicenter study. Abstract 
presented at: Hepatology Conference: 65th Annual Meeting of the American Association 
for the Study of Liver Diseases: The Liver Meeting; 2014 Nov 8-10; Boston, MA.  

 
2. Gane E, Hyland RH, Pang P, Symonds WT, McHutchison JG, Stedman CA. 

Sofosbuvir/ledipasvir fixed dose combination is safe and effective in HCV infected 
populations including decompensated patients and patients with prior sofosbuvir treatment 
experience. Abstract presented at: Gastroenterology Conference: Digestive Disease 
Week; 2014 May 3-6; Chicago, IL. 
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Non-Randomized Studies 
 
Conference Abstracts 

 
3. O'Leary JG, Burton JR, Helmke SM, Herman A, Cookson MW, Lauriski S, et al. Early 

improvement in the hepquant (HQ)-SHUNT function test during treatment with 
ledipasvir/sofosbuvir in liver transplant recipients with allograft fibrosis or cirrhosis and 
patients with decompensated cirrhosis who have not undergone transplantation. Abstract 
Presented at: Hepatology Conference: 65th Annual Meeting of the American Association for 
the Study of Liver Diseases: The Liver Meeting; 2014 Nov 8-10; Boston, MA.  

 
Guidelines and Recommendations 
No literature identified. 
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APPENDIX – FURTHER INFORMATION: 
 
Health Technology Assessments – Information on Decompensated Cirrhosis Not 
Specified 
 
4. California Technology Assessment Forum (CTAF).The Comparative clinical effectiveness 

and value of novel combination therapies for the treatment of patients with genotype 1 
chronic Hepatitis C infection: a technology assessment final report [Internet]. Boston: 
Institute for Clinical and Economic Review; 2015 [cited 2015 Mar 30].                     
Available from: 
http://ctaf.org/sites/default/files/assessments/CTAF_HCV2_Final_Report_013015.pdf 

 
Review Articles 
 
5. Floreani A. Perspectives of fixed daily dose of sofosbuvir and ledipasvir for the treatment 

of chronic hepatitis C. Expert Opin Pharmacother. 2015 Mar 1;1-4.  
PubMed: PM25728621 

 
6. Kumari R, Nguyen MH. Fixed-dose combination of sofosbuvir and ledipasvir for the 

treatment of chronic hepatitis C genotype 1. Expert Opin Pharmacother. 2015 
Apr;16(5):739-48.  
PubMed: PM25676581 

 
Conference Abstracts 
 
7. Berenguer M. Treating patients before and after transplant. Abstract presented at: Journal 

of Viral Hepatitis Conference: Viral Hepatitis Congress; 2014 Oct 9-11; Frankfurt: 
Germany. 

 
8. Gane E. Nucleotide-based combination regimens. Abstract presented at: Journal of Viral 

Hepatitis Conference: Viral Hepatitis Congress; 2013 Sep 26-28; Frankfurt: Germany. 
 
Additional References 

 
9. Canadian Agency for Drugs and Technologies in Health. Holkira (Ombitasvir/Paritaprevir/ 

Ritonavir with Dasabuvir) and Harvoni (Ledipasvir/Sofosbuvir) for chronic hepatitis C: a 
review of the clinical evidence [Internet]. Ottawa (ON): The Agency; 2015 [cited 2015 Mar 
30]. Available from: http://www.ncbi.nlm.nih.gov/pubmedhealth/PMH0072258/  

 
10. Scottish Medicines Consortium. ledipasvir/sofosbuvir, 90mg/400mg, film-coated tablet 

(Harvoni®) SMC No. (1030/15) [Internet]. Glasgow: Scottish Medicines Consortium; 2015 
[cited 2015 Mar 09]. Available from: 
https://www.scottishmedicines.org.uk/files/advice/ledipasvir_sofosbuvir_Harvoni_FINAL_F
ebruary_2015_for_website.pdf 
See: Dosing Information, page 2 
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