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Introduction and objectives

• Literature2 and product label1 suggest velpatasvir bioavailability may be 

reduced when administered concomitantly with a proton pump inhibitor 

(PPI) based on pharmacokinetic studies

• The German Hepatitis C-Registry (Deutsches Hepatitis C-Register, 

DHC-R) is a national, ongoing, noninterventional, prospective, 

observational, multicenter real-world registry including ~ 18,900 patients

• We aimed to retrospectively determine the clinical relationship between 

PPI use and sustained virologic response rates (SVR) in patients taking 

sofosbuvir/velpatasvir (SOF/VEL) ± ribavirin (RBV) in the DHC-R

European Association for the Study of the Liver (EASL) 2024; June 5-8, 2024; Milan, Italy

Methods

• The present analysis is based on 1,154 patients treated with 

SOF/VEL ± RBV, enrolled in the DHC-R between 2016 and 2022

— This population was split between patients with / without PPI co-use

• Analysis included baseline characteristics and SVR (patients with SVR 

available), based on modified intention to treat (mITT), including patients 

with ITT SVR (SVR at week 12) and ITT relapses

— PPI co-use with direct acting antivirals (DAA), poses the risk drug-

drug interactions (DDI); as metamizole shows the same risk of DDIs 

as PPIs,3 thus checking a multi-DDI scenario4

Conclusions

• PPI co-use did not impact the SVR (= 96%) in patients 

under SOF/VEL therapy in the DHC-R

• Comparatively high cure rates were found in 

SOF/VEL users irrespective of PPI co-use 

(SVR = 96% - 100%) in a variety of subpopulations

(all genotypes with or without CC) further supporting the 

effectiveness of SOF/VEL in wide population groups

• No negative PPI dose-dependent SVR trend was seen; 

co-use of metamizole did not impact the SVR (= 100%) 

supporting the effectiveness in a multi-drug-drug 

interaction scenario

• The present data support the use of SOF/VEL according 

to labeled recommendations with respect to co-

administration of PPIs and other acid reducing agents1

Plain Language Summary

• The German Hepatitis C-Registry (DHC-R) is an 

ongoing registry collecting information on patients with a 

hepatitis C virus (HCV) infection; it includes about 

18,900 patients 

• We studied the use of drugs which reduce the stomach 

acid amount (PPIs) in 1,154 patients taking SOF/VEL to 

treat their HCV for the first time

• The number of patients cured of HCV [assessed 

12 weeks after end of treatment (SVR)] was similarly 

high (≥ 96%) between patients taking PPIs and those 

who did not, regardless of their genotype or whether 

they had compensated cirrhosis. Co-use of metamizole 

with PPIs also had no impact on the cure rate (= 100%)

aEffectiveness analysis mITT.

Figure 4. Overall SVR high in patients with SOF/VEL ± RBV 

and comparable between PPI-users and non-PPI usersa

73/
76

539/
548

0

20

40

60

80

100

PPI users Non-PPI users

S
V

R
1

2
, 

%

PPI users Non-PPI users

96% 98%

Table 1. Effectiveness in different PPI doses

PPI dose, 

mg Na %

Total

relapse, n

Total SVR 

mITT, %a

20b 42 43 1 97

40c 31 32 2 92

80d 3 3 0 100

Unknowne 22 22 0 100

Total 98 100 3 96

a Effectiveness analysis mITT: 20 mg PPIs: 36/37 = 97% (1 relapse); 40 mg PPIs: 22/24 = 92% (2 relapses); 80 mg 

PPIs: 2/2 = 100% (0 relapses); unknown PPI doses: 13/13 = 100% (0 relapses).
b20 mg: pantoprazole (N = 28), omeprazole (N = 14), c40 mg: pantoprazole (N = 29), omeprazole (N = 2). d80 mg: 

pantoprazole (N = 2), esomeprazole (N = 1). eUnknown: pantoprazole (N = 19), omeprazole (N = 3). 

Figure 1. Patient flow chart

amITT was used to assess therapy effectiveness including patients with SVR12 data available, while excluding patients with 

missing SVR data, therapy discontinuation, non-response EoT, and confirmed and possible reinfections.
dThereof SOF/VEL + RBV: n = 32 (e1 relapse). bThereof SOF/VEL + RBV: n = 6 (c0 relapses).

CC, compensated cirrhosis; DAA, direct antiviral agents; DC, decompensated cirrhosis; DHC-R, German Hepatitis C-

Registry (Deutsches Hepatitis C-Register); EoT, end of treatment; mITT, modified intention to treat analysis; n, number; 

PPI, proton pump inhibitor; Pts, patients; RBV, ribavirin; SOF/VEL, sofosbuvir/velpatasvir; SVR12, sustained virologic 

response rate in week 12.

Treatment-naive patients on SOF/VEL ± RBV:

1 July 2016 - 31 March 2022

(n = 1,154)

+ PPIs 

(n = 98; 8.5%)

Patients enrolled in DHC-R: 2014 - 2022
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Relapses (n = 9e)
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DC, all genotypes:

Pts with recorded SVR12 (n = 73b)

Relapses (n = 3c)

Patients treated with DAAs

(n = 15,569)

Results

Results

Figure 3. Comedication of patients on SOF/VEL ± PPI ± 

metamizole
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Data presented as n.

n, number; PPI, proton pump inhibitor; SOF/VEL, sofosbuvir/velpatasvir.

Figure 2. Demographics

Data presented as median years and %.

CC, compensated cirrhosis; DC, decompensated cirrhosis; GT3, genotype 3; n, number; PPI, proton pump inhibitor; 

yo, years of age.
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aEffectiveness analysis mITT.

Figure 5. Comparatively high SVRs in easier to treat as well 

as in more challenging subpopulations ± PPIsa
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• PPI co-users were older, with more females, less genotype 3 (GT3), 

but with more compensated cirrhosis (CC) and decompensated 

cirrhosis (DC) (Figure 2)

• High SVR in PPI co-use including different doses, all genotypes ± CC, 

DC (Figure 4)

• The number of patients with a PPI dose > 20 mg for the effectiveness 

analysis was small; nevertheless, no negative PPI dose dependent 

effect on the SVR was seen. A small number of relapses (n = 3) 

occurred in challenging GT3 cirrhotic subgroups [+ CC (n = 1; 

pantoprazole 20 mg), + DC (n = 2; pantoprazole 40 mg)] (Table 1)

• Pantoprazole was by far the most used PPI. Metamizole co-use in the 

SOF/VEL + PPI group was 9.2% (Figure 3) and did not impact the 

SVR mITT in PPI users (=100%)

mailto:Cornberg.Markus@mh-hannover.de

	Slide 1

