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Drugs for Chronic Hepatitis C Infection:                               
Amendment to Project Protocol — May 28, 2015 

This document briefly describes modifications to the Therapeutic Review Drugs for Chronic 

Hepatitis C Infection — Project Protocol 

(https://www.cadth.ca/sites/default/files/pdf/tr0008_drugsforchronichepc.pdf). All modifications 

are listed according to the relevant sections in the Project Protocol. 

APPENDIX 1 
Inclusion criteria for the following regimens were modified: 

GENOTYPE INTERVENTION DOSE  DURATION CHANGE COMPARED 
WITH ORIGINAL 
PROTOCOL 

Genotype 1 SOF 
+ RBV 

SOF 400 mg q.d. 
+ weight-based RBV

a
 

 

12 weeks 
 
 
SOF + RBV for 24 
weeks can be 
considered as a 
therapeutic option 
for treatment-naive 
and non-cirrhotic 
treatment-
experienced G1 
patients who are 
ineligible to receive 
an interferon-based 
regimen. 

Corrects typographical 
error under “Duration” 
in the original protocol.  

SIM 
+ SOF  
+ RBV  

SIM 150 mg q.d. 
+ SOF 400 mg q.d. 
+ weight-based RBV

a
  

12 weeks for non-
cirrhotic patients, 
and treatment for up 
to 24 weeks duration 
in patients with 
cirrhosis 
 

Replaces the entry for 
this regimen in the 
original protocol, which 
specified only 12 weeks 
duration for all patients 
regardless of cirrhosis 
status 

PAR/RIT/OMB 
+ DAS 
+ RBV 

PAR 75 mg/ RIT 50 
mg/OMB 12.5 mg (two 
tablets q.d.) 
+ DAS 250 mg b.i.d. 
+ weight-based RBV

a
 

12 weeks or 24 
weeks for patients 
with cirrhosis  

Replaces the entry for 
this regimen in the 
original protocol, which 
specified 12 weeks for 
patients with cirrhosis 
or 24 weeks for G1a 
with cirrhosis and prior 
null response to PR. 

DAC 
+ SOF 

DAC 60 mg q.d. 
+ SOF 400 mg q.d. 

12 weeks for 
patients without 
cirrhosis 
or 
24 weeks for 
patients with 
compensated 
cirrhosis  

Replaces entry for this 
regimen in the original 
protocol, which 
specified that only 12 
weeks’ duration was 
eligible for inclusion. 
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GENOTYPE INTERVENTION DOSE  DURATION CHANGE COMPARED 
WITH ORIGINAL 
PROTOCOL 

DAC/ASU/BEC 
+ 
RBV 

DAC 30 mg/ASU 200 
mg /BEC 75 mg b.i.d.  
+ weight-based RBV

a
  

12 weeks Replaces RBV 200 mg 
b.i.d. in the original 
protocol with weight-
based RBV dosing.  

Genotype 2 Pegylated 
interferon alfa-
2a + RBV (PR) 

Pegylated interferon 
alfa-2a 180 mcg once 
weekly 
+ weight-based RBV

a
 

24 to 48 weeks for 
treatment-naive 
patients 

Replaces the entry for 
this regimen in the 
original protocol, which 
specified the possibility 
of inclusion of this 
regimen for treatment- 
experienced patients. 

DAC  
+ SOF 

DAC 30 q.d. or DAC 
60 mg q.d. 
+ SOF 400 mg q.d. 

24 weeks for 
patients with or 
without 
compensated 
cirrhosis. 

Replaces the entry for 
this regimen in the 
original protocol, which 
specified that 12 weeks’ 
duration was eligible for 
inclusion. 

DAC  
+ SOF 
+ RBV 

DAC 30 q.d. or DAC 
60 mg q.d. 
+ SOF 400 mg q.d. + 
weight-based RBV

a
 

24 weeks for 
patients with 
compensated 
cirrhosis 

Added. Was not 
included in original 
protocol. 

Genotype 3 DAC 
+ SOF 

 DAC 60 mg q.d. 
+ SOF 400 mg q.d. 

12 weeks for 
patients without 
cirrhosis 
or 
24 weeks for 
patients with 
compensated 
cirrhosis 

Replaces the entry for 
this regimen in the 
original protocol, which 
specified that 12 or 24 
weeks’ duration were 
eligible for inclusion 
regardless of whether 
patients have cirrhosis 
or not. 

DAC  
+ SOF 
+ RBV 

DAC 60 mg q.d. + 
SOF 400 mg q.d. + 
weight-based RBV

a
 

24 weeks for 
patients with 
compensated 
cirrhosis 

Added. Was not 
included in original 
protocol. 

Genotype 4 Pegylated 
interferon alfa-
2a + RBV (PR) 

Pegylated interferon 
alfa-2a 180 mcg once 
weekly + weight-based 
RBV

a
 

Up to 48 weeks for 
treatment-naive 
patients 

Replaces the entry for 
this regimen in the 
original protocol, which 
specified the possibility 
of inclusion of this 
regimen for treatment- 
experienced patients. 

GRA 
+ ELB 

GRA 100 mg q.d. 
+ ELB 50 mg q.d. 

12 weeks Added. Was not 
included in original 
protocol. 

Genotype 6 GRA 
+ ELB 

GRA 100 mg q.d. 
+ ELB 50 mg q.d. 

12 weeks Added. Was not 
included in original 
protocol. 

ASU = asunaprevir; BEC = beclabuvir; b.i.d. = twice daily; DAC = daclatasvir; DAS = dasabuvir; ELB = elbasvir; G1 = genotype 1; 
GRA = grazoprevir; OMB = ombitasvir; PAR = paritaprevir; PEG = pegylated interferon alfa; PR = pegylated interferon alfa combined 
with ribavirin; q.d. = once daily; RBV = ribavirin; RIT = ritonavir; SIM = simeprevir; SOF = sofosbuvir.

 

a
 Weight-based RBV dosing is < 75 kg = 1,000 mg daily or ≥ 75 kg = 1,200 mg daily, administered orally in two divided doses. 


