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Elbasvir/Grazoprevir Experience - A New Glance at HCV

Treatment: Case Report

HCV Tedavisinde Yeni Bir Bakis Elbasvir/Grazoprevir Deneyimi: Olgu Sunumu
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ABSTRACT

Hepatitis C is a viral disease having a worldwide importance and
posing a risk for liver complications. With the new treatment options,
it is easy to manage with higher rates of success. Among them,
one of the most recent one is elbasvir/grazoprevir option. This study
presents the results of two treatment-naive patients treated with
elbasvir/grazoprevir. The first case was a male non-cirrhotic patient
and the second one was a female who suffered from compensated
hepatic cirrhosis. Both patients received elbasvir/grazoprevir 50/100
mg in a single tablet for 12 weeks. Persistent viral response was
achieved in both patients and no side effect was observed during
the treatment. Elbasvir/grazoprevir combination, one of the recent
treatments, was considered effective and tolerable.
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0z

Hepatit C dinya genelinde Onemini surdiren ve karaciger
komplikasyonlari acisindan da hala risk olusturan bir viral hastaliktir.
Yeni tedavi secenekleri ile yontemi daha kolay ve basarisi daha
yuksektir. Bunlar icersinden en yenilerden biri de elbasvir/grazoprevir
secenegidir. Bu calismada elbasvir/grazoprevir tedavisi alan iki
hastamiza ait sonuclar paylasildi. ki olgunun degerlendirildigi bu
calismada olgularimizdan ikisi de tedavi deneyimsiz olup; birinci
olgu non-sirotik erkek hasta digeri ise kompanse karaciger sirozu
olan kadin hastadir. Her iki hasta 12 haftalik elbasvir/grazoprevir
50/100 mg tek doz tablet ile tedavi edildi. Her iki hastada da kalici
viral yanit elde edilirken ilag kullanimi esnasinda da herhangi bir
yan etki izienmedi. Yeni tedavi seceneklerinden biri olan elbasvir/
grazoprevir kombinasyonu hem etkin hem de tolere edilebilir olarak
degerlendirildi.
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Introduction

Hepatitis C virus (HCV) is a viral disease which still has a
worldwide importance and poses a risk of liver complications.
[t is one of the major reasons for hepatic failure, cirrhosis and
liver cancer. Conventional treatment using interferon-based drug
regimens, which has been available for several years, was
an option difficult to tolerate due to its low rate of treatment
success and serious side effects. The first generation protease
inhibitors, which have been involved in the treatment in the

recent years, were among the options difficult to be used in
terms of side effects. However, the new generation oral antivirals
were introduced as a satisfactory treatment with better results
and less side effects thanks to the option of single tablet with
short-term treatments and no interferon content. Among them,
one of the most recent one is elbasvir/grazoprevir combination
(1,2,3). This study presents the results of two patients treated
with elbasvir/grazoprevir. The recommended dose of elbasvir/
grazoprevir combination is one tablet of 50 mg/100 mg taken
orally once daily (4,5).
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Case

Grazoprevir, a NS3/4A protease inhibitor, and elbasvir, an NS5A
inhibitor, have become in place in HCV treatment in the dose of
100 mg/day and 50 mg/day, respectively, combined in a single
tablet with a recommended treatment duration of 12 weeks. Two
patients were treated in our hospital with this treatment option.
Elbasvir/grazoprevir is indicated for the treatment of patients with
genotype 1, 4 and 6, cirrhotic and non-cirrhotic, both treatment-
naive and treatment-experienced ones.

Case 1

The first case was a 50-year-old male HCV-infected patient
who has been followed up since 2003. The patient was diagnosed
with diabetes mellitus (DM) in 2006. With a HCV-RNA level of
342.000 IU/mL at baseline, he was reported to have genotype
1B. No decompensation was observed and liver ultrasound was
normal. The patient had no co-infection and did not drink alcohol.
The patient was administrated elbasvir/grazoprevir combination
starting with a single dose daily. The laboratory values at baseline
and during the follow-up period are given in Table 1. The patient
had negative HCV-RNA test in the first week. Persistent viral

response was achieved at the end of the treatment which was
tolerated well in terms of side effects although nausea, toothache
and itching were observed. Persistent viral response was achieved
with negative HCV-RNA test in the sixth month, at the end of the
treatment. Tolerating the treatment with no significant adverse
effect, the patient’s compliance to treatment was found to be high.

Case 2

The second case was a treatment-naive 63-year-old female
patient with compensated hepatic cirrhosis. She had refused
interferon treatment for years, since she witnessed that a relative
of her suffered from the side effects developed during the use of
pegylated interferon. Diagnosed with DM in 2009, the patient has
been followed up since 2005. With genotype 1B and a HCV-RNA
load of 2.300.000 IU/mL, the patient had never received treatment.
The patient suffered from hypertension and no co-infection. The
patient was considered as Child-pugh A. She was administered
elbasvir/grazoprevir combination in fixed dose. The details of the
treatment process are given in Table 2. Persistent viral response
was achieved with a negative HCV-RNA test in the sixth month, at
the end of the treatment. She experienced no other significant side
effects except for frequent urination, dizziness and nausea.

Table 1. Outset of treatment for the case 1 and values observed during the treatment

HCV-RNA ALT/AST HGB PLT INR AE SAE
Screen 342.000 41/35 12.1 189.000 1.1 - -
Visit-2 314.000 36/12 11.7 200.000 1.1 - -
Week 1 0 29/21 11.8 213.000 1.05 - -
Week 2 0 28/20 12.0 256.000 1.1 Nausea -
Week 4 0 27/21 11.8 198.000 1.01 - -
Week 6 0 28/23 12.3 242.000 0.9 - -
Week 8 0 34/29 11.9 201.000 1.1 Toothache -
Week 10 0 26/23 12.8 230.000 1.1 - -
Week 12 0 28/22 11.8 221.000 1.05 - -
Week 16 0 27/22 11.7 187.000 1.1 ltching -
Week 24 0 32/36 12.1 209.000 1.03 - -

events

HCV: Hepatitis C virus, ALT/AST: Alanine aminotransferase/aspartate aminotransferase HGB: Hemoglobin, PLT: Trombosit, AE: Adverse events, SAE: Serious adverse

Table 2. Blood values for the case 2

HCV-RNA ALT/AST HGB PLT INR AE SAE
Screen 2.300.000 23/35 13.1 109.000 1.8 - -
Visit-2 2.415.000 28/41 12.3 110.000 1.34 - -
Week 1 0 49/51 12.8 103.000 %35 Dizziness -
Week 2 0 38/50 13.0 96.000 1.23 Nausea -
Week 4 0 24/41 12.8 98.000 1.09 - -
Week 6 0 22/33 13.3 102.000 1.19 - -
Week 8 0 34/39 13.9 101.000 1.19 - -
Week 10 0 36/43 12.8 130.000 1.27 Pollakiuria -
Week 12 0 38/52 12.8 121.000 1.10 - -
Week 16 0 37/42 13.7 107.000 1.23 Pollakiuria -
Week 24 0 32/36 13.1 109.000 1.20 - -

events

HCV: Hepatitis C virus, ALT/AST: Alanine aminotransferase/aspartate aminotransferase HGB: Hemoglobin, PLT: Trombosit, AE: Adverse events, SAE: Serious adverse
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Discussion

Grazoprevir, NS3/4A protease inhibitor, and elbasvir, NS5A
inhibitor, have taken place in HCV treatment with the recommended
dose of elbasvir/grazoprevir combination of 50 mg/100 mg taken
orally once daily for 12 weeks. It is effective in patients with
genotype 1, 4 and 6, regardless of being treatment-naive or
treatment-experienced, with a persistent viral response of up to
100%.

In a clinical study of phase 3 in which both treatment-
naive and treatment-experienced HCV patients were involved,
elbasvir/grazoprevir combination was compared with sofosbuvir
plus pegylated interferon alpha. In this study including a total
257 patients, the treatment was administered for 12 weeks.
The rate of sustained viral response was found to be 99.2%
for elbasvir/grazoprevir, while it was 90.5% for sofosbuvir with
pegylated interferon alpha. In patients in the group of sofosbuvir
and pegylated interferon alpha combination, the frequency of
adverse effects and non-compliance with treatment were higher
than in elbasvir/grazoprevir combination (4). Compliance with the
treatment was high in both of our cases and no significant side
effects were reported.

Conclusion

HCV is a viral disease which still has a worldwide important
posing a risk for liver complications. It is one of the major reasons
for hepatic failure, cirrhosis and liver cancer. Elbasvir/grazoprevir
single dose regimen is a new drug with a high sustained virological
response at chronic HCV patients.
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