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Elbasvir plus Grazoprevir for chronic genotype 1 hepatitis C virus

infection: real-world experience at end of treatment and sustained

virological response after treatment in a medical center

Background 

Dual therapy with Elbasvir (EBR) plus Grazoprevir (GZR) (Zepatier® )

was reimbursed by the National Health Insurance in Taiwan since August,

2017. The high sustained virological response (SVR) rates for hepatitis C

(HCV) patients were around 95-100% in genotype 1 (GT-1). In this study,

we reported the real-world experience of Zepatier® at end of treatment

(EOT) and sustained virological response (SVR) after treatment in HCV

GT-1 patients.

Aim

Methods

To evaluate the efficacy and safety of EBR + GZR therapy in GT-1 HCV

patients.

45 GT-1 HCV patients treated with Zepatier® were enrolled in a medical

center in central Taiwan. The EOT data was retrieved after 12 weeks of

treatment. The safety profiles were recorded for evaluation and analyzed.

The predictors for abnormal liver enzyme and total bilirubin were

performed using Fisher’s exact test. Abnormal aspartate aminotransferase

(AST) and alanine aminotransferase (ALT) at EOT were defined as > 40,

and abnormal total bilirubin level (TB) was denied as elevated > 1.5X

baseline level.

Results

Zepatier® was well-tolerated and achieved a high EOT rate in the present
study. Side effects were tolerable and reversible.

Conclusion

A total of 45 patients, including 16 males and 29 females, the age ranged

from 23 to 84, the HCV Genotypes were 44 Ib and 1 Ia, had advanced liver

fibrosis or compensated cirrhosis. 7 patients (15.6%) were treatment-

experienced and 7 patients (15.6%) had Hepatitis B co-infection. 10

patients (22.2%) were chronic kidney disease and 1 patient (2.2%) was

receiving hemodialysis.

The virologic response (defined as HCV RNA<LLOQ) at treatment week

4 was 100% (45/45) and EOT rates were also 100% (45/45). But one

patient suffered from hepatitis flare after EOT. The SVR rate in high viral

load group (HCV RNA >800000 iu/ml) is 96.3% while SVR rate of low

viral load group is 100%.

The post-baseline laboratory abnormalities showed one patient with grade

≥2 elevated alanine aminotransferase, 19 patients had grade ≥2 and 4

patients had grade ≥3 elevated bilirubin level. In general, the patients who

had increased bilirubin were asymptomatic, transient and were not

associated with other abnormal liver function test.

The adverse events included insomnia (7/45), abdomen pain (7/45), fatigue

(6/45), skin itching (6/45), headache (3/45) and anorexia(3/45). Only 1

patient did not complete the standard regimen and discontinued owing to

fatigue, poor appetite, elevated ALT, and jaundice.

Using Fisher’s exact test, we found baseline abnormal laboratory data

including ( Age > 75 year-old, Platelets < 90 x 103/mL, Albumin < 3.5 g/dL,

Child-Pugh score (A5 vs. A6), FIB-4 ( ≥ 3.25), Baseline ALT abnormal,

Baseline AST abnormal, Baseline total bilirubin level) were associated

with impaired ALT and AST at EOT whereas baseline impaired AST and

normal total bilirubin level were associated with abnormal bilirubin level at

EOT. This parameter may be a predictor of abnormal data at EOT.

Table 2. Summary of the adverse events 

AE N = 45

Fatigue 6

Anorexia 3

Body weight loss 0

Skin itching 6

Constipation 0

Chest pain 0

Insomnia 7

Headache 3

Nausea 0

Abdominal pain 7

Right thigh pain 0

*Abbreviation: AE, Adverse event

** P7 patient did not complete the standard regimen 
owing to adverse effect 

Table 1. Baseline demographic data of subjects 
enrolled (N=45)

Characteristic N(%)

Gender (M/%) 16 (35.6)

Age 23-84

BMI (N/%)

Overweight (BMI>25) 17 (38)

Genotype (N/%)

1a 1 (2.2)

1b 44 (97.8)

HCV RNA

<800,000 18 (40)

>800,000 27 (60)

Liver cirrhosis

F2 7 (15.6)

F3 4 (8.9)

F4 34(75.6)

FIB-4 ≥ 3.25 25 (55.6)

HCC 10 (22.2)

Treatment experience

TN 38 (84.4)

TE 7 (15.6)

Child-Pugh score

A5 40 (88.9)

A6 5 (11.1)

HBV co-infection 7 (15.6)

CKD 10 (22.2)

H/D 1 (2.2)

*Abbreviation: BMI, Body mass index; CKD, Chronic 
kidney disease; CPS, Child-Pugh Score; FIB-4, Fibrosis-4 
index; HCC, Hepatocellular carcinoma; H/D, 
Hemodialysis; TE, Treatment experience; TN, 
Treatment naïve


