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ABSTRACT 
Objective: The aim of this study is to determine the response of sofosbuvir and velpatasvir combination in 

chronic hepatitis C with hemodialysis patients. 
Study Design: Prospective/observational study 
Place and Duration: The study was conducted at department of Nephrology Nawaz Sharif Kidney Hospital, Swat 

for duration of six months from 1st July to 31st December, 2020. 
Methods: Total 27 patients of both genders were presented in this study. Patients were aged between 18-85 

years. Patients details demographics age, sex and body mass index were recorded after taking written consent. 
Patients diagnosis hepatitis C with recognized genotypes were presented. Enrolled patients received combination 
of sofosbuvir and velpatasvir regime (SOF/VLP) for 14 weeks and follow up was taken. Effectiveness and safety 
among HCV patients on hemodialysis were observed. Complete data was analyzed by SPSS 22.0 version. 
Results: Out of 27 patients 17 (62.96%) were males 10 (37.04%) were females. Mean age of the patients was 

35.14±5.18 years with mean BMI 24.41±6.25 kg/m2. Hypertension was the most common comorbidity found in 15 
(55.55%) patients followed by obesity 8 (29.63%) and diabetes found in 3 (14.81%). Among 27 cases 20 
(74.04%) were naïve and 7 (25.96%) were treatment experienced. Sustained virological response was found in 
26 (96.3%) and 1(3.7%) patients were lost at follow up. Significantly improvement was found in hemoglobin level 
12.11 ± 5.24, alanine aminotransferase (ALT) 28.51 ± 9.62 and aspartate aminotransferase (AST) 35.24 ± 7.08 
after treatment. Headache, fatigue and nausea were the most common adverse outcomes. 
Conclusion: We concluded in this study that the use of sofosbuvir and velpatasvir was effective safe and well 

tolerated in the treatment of hepatitis C patients with hemodialysis.  
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INTRODUCTION 
Around 170 million individuals worldwide are affected by 
Chronic HCV, which causes 500,000 deaths every year[1]. 
Cirrhosis and hepatocellular carcinoma with additional 
severe effect on various bodies and systems are at risk for 
long-term HCV infection[2]. The kidney condition is one of 
the most frequent extra-hepatic dysfunctions of 10% to 
60% of people with HCV disease[3]. HD and kidney 
transplant patients are extremely common[4]. The history of 
HCV dialysis patients is ambiguous and is hard to ascertain 
for a number of reasons, including the relatively lengthy 
course of the disease[5]. The progression of hepatitis B 
Viral (HBV), human virus immunodeficiency (HIV), and 
alcohol usage can also change in other ways[6]. 
 About 10 million people in Pakistan suffer from HCV, 
6% of the total population. Recent statistics (2009-2015) on 
HCV prevalence indicate that the infection is on the 
increase in Pakistan and that the whole population is about 
40% higher than prior estimates (6.8% rather than 4.7% - 
5%)[7]. The results for HCV percent in HD-patients showed 
that 26.02 percent of hemodialysis-patients are infected 
with HCV and had a high prevalence in recent research, 
according to the published literature and the small sample 
size of (varying from 28-190) trials (n=6). [8] 
 Under the Kidney Disease Management Strategy 
(KDIGO), an antiviral medication should be assessed in 
every CKD patient with the HCV infection.[9] The decision 

must be based on the therapeutic advantages and hazards, 
including life expectancy, candidacy for renal 
transplantation, and comorbidity, prior to the 
commencement of treatment [9]. There should also be a 
discussion with patients on the risks and advantages of 
antiviral medication and patients involved in decision-
making. Main progress in the management of HCV in the 
general population has been made in the previous 2 eras 
14. At first, the progress of SVR rates from 7 to 10 percent 
rose with interferon monotherapy (IFN) by adding ribavirin 
(RBV) and peginterferon and ribavirin climbed to another 
25 percent and to 40–50 percent. 
 Sofosbuvir (SOF) based registries for those patients 
who need hemodialysis are not recommended as renal 
clearance of the SOF is the main pathway to elimination, 
though this will doubtless change since the recent change 
in labeling by the U.S. Federal Drug Administration to 
remove its use restrictions for renal impairment.[10] 
However, clinical trials show that the administration of SOF 
is beneficial and safe in patients with HCV positive kidney 
impairment. [11,12] Two main problems are presented with 
this new medicine, one not universal in all nations and 
secondly the dosage safety of individuals with chronic 
kidney disease is not specifically demonstrated in stage IV 
and V. The accuracy of anti-HCV therapy in patients with 
MHD was defined in Pakistan for SOF and VLP in 2018 
and 2020, since then they have Genotype 1 was the main 
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focus of original development of the Direct Antiviral Agent 
(DAA), and most of the available DAA regimes were at the 
time only effective in genotype 1 and 4 infected patients. 
However, all identified genotypes have been approved for 
safety and efficacy. 
 

MATERIAL AND METHODS 
This prospective/observational study was conducted at 
department of Nephrology Nawaz Sharif Kidney Hospital, 
Swat for duration of six months from 1st July to 31st 
December, 2020and comprised of 27 patients. Patients 
details demographics were recorded after taking informed 
written consent. Patients with severe medical illness and 
those did not give any written consent were excluded from 
this study. 
 Patients were aged between 18-85 years. Patients 
details demographics age, sex and body mass index were 
recorded. Patients diagnosis hepatitis C with recognized 
genotypes were presented. Enrolled patients received 
combination of sofosbuvir and velpatasvir regime 
(SOF/VLP) for 14 weeks and follow up was taken. 
Effectiveness and safety among HCV patients on 
hemodialysis were observed. Complete data was analyzed 
by SPSS 22.0 version. Frequency and percentage were 
used for categorical variables. 
 

RESULTS 
Out of 27 patients 17 (62.96%) were males 10 (37.04%) 
were females. Mean age of the patients was 35.14±5.18 
years with mean BMI 24.41±6.25 kg/m2. Hypertension was 
the most common comorbidity found in 15 (55.55%) 
patients followed by obesity 8 (29.63%) and diabetes found 
in 3 (14.81%). Among 27 cases 20 (74.04%) were naïve 
and 7 (25.96%) were treatment experienced. (Table 1) 
 
Table 1: Baseline details of enrolled patients 

Variables Frequency %age 

Mean age  35.14±5.18   

Mean BMI  24.41±6.25   

Gender     

Male  17 62.96 

Female  10  37.04 

Type of patients   

Naive  20 74.04 

Experienced  7  25.96 

Co-morbidities   

 Hypertension  15 55.55 

 Obesity  3  29.63 

 Diabetes  8  14.81 

 
Table 2: Post-treatment effectiveness among enrolled cases 

Variables Frequency (27) %age 

SVR     

Yes  26 96.3 

No  1  3.7 

Laboratory Results   

 Hemoglobin, g/dl  12.11 ± 5.24   

 ALT (U/L)  28.51 ± 9.62   

 AST (U/L)  35.24 ± 7.08   

 bilirubin (mg/dl)  0.75±0.35     

 
 Sustained virological response was found in 26 
(96.3%) and 1 (3.7%) patients were lost at follow up. 

Significantly improvement was found in hemoglobin level 
12.11 ± 5.24, alanine aminotransferase (ALT) 28.51 ± 
9.62,aspartate aminotransferase (AST) 35.24 ± 7.08 after 
treatment and serum  total  bilirubin was not increased  
(0.75±0.35  mg/dl). (Table 2) 
 Headache14 (51.9%), fatigue 8 (29.63%) and nausea 
5 (18.52%) were the most common adverse outcomes. 
(Table 3) 
 
Table 3: Association of adverse events among enrolled cases  

Variables Frequency (27) %age 

AE’s     

Headache  14 51.9  

Fatigue  8  29.63 

Nausea  5  18.52 

 

DISCUSSION 
A higher all-cause and liver-related mortality risk is 
associated with HCV infection in ESRD patients, 
particularly in individuals on Hemodialysis (HD) who have 
urged that antiviral medication be considered. The safety 
and efficacy from SOF and VLP based regimens for the 
HCV infection treatment in patients on maintenance 
hemodialysis was evaluated in this prospective / 
observational study. In this study total 27 patients of both 
genders were enrolled. Patients were aged between 18-85 
years with mean age 35.14±5.18 and majority of the 
patients were males 62.96%. Our findings were 
comparable to the previous some studies. [13,14] 
 We found that hypertension was the most common 
comorbidity found in 15 (55.55%) patients followed by 
obesity 8 (29.63%) and diabetes found in 3 (14.81%).[15] 
Among 27 cases 20 (74.04%) were naïve and 7 (25.96%) 
were treatment experienced.[13,14] Sustained virological 
response was found in 26 (96.3%) and 1 (3.7%) patients 
were lost at follow up. In 15 patients who were treated with 
SOF of 200 mg vs. 400 mg alternate day, the figure in 
Bhamidimarri et al. [16] was 91% vs75% SVR12. Of the 15 
patients totaled, 12 were HD-dependent in the above 
mentioned study. In 2013, with the arrival of second-
generation DAAs such as: SOF, DAC and Simeprvia, the 
IFN and RBV-free HCV combination regimes were 
authorized [17]. The high results of SVR with DAA and 
SOF have been proven by the several studies and meta-
analyzed of all HCV genotypes and considered to be the 
backbone of novel antiviral systems 32. The results with 
SVR ranged from 70% to 98.3%. [18,19] Especially, the 
SVR-12 was quite high in non-cirrhotic patients, 98,9 
percent, whereas only 88,6 percent had SOF+RBV for 24 
weeks (n = 2340) or SOF+Peg+RBV (n= 1417). [20] 
However, these conclusions were corroborated by initial 
actual results, but the effectiveness is generally decrease 
over time due to weaker SVR predictors. In addition, 
doctor's inadequate knowledge employing new DAA 
combinations have hindered DAA success. 
 In addition, the variables associated with SVR are not 
consistent in all clinical trials and real-world research and 
are difficult to compare the effectiveness of different DAAs 
combinations. Baseline characteristics (liver cirrhosis, 
previous therapy, hCV GT1 or GT3 infection, high viral 
load, high liver enzymes and natural HCV polymorphisms 
which limit drug sensitivity) have been shown to be linked 
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to decreased rates of SVR in non-structural genes to 
date.[21,22] In present study headache14 (51.9%), fatigue 
8 (29.63%) and nausea 5 (18.52%) were the most common 
adverse outcomes. These were comparable to the study 
conducted by Rehmat Ali Khan et al.[13,14,23] No 
significant side effects were identified in this trial and the 
reported AEs in nature were minor. 
 In our investigation, the serum transaminase was 
within a normal level during the baseline visit, and the 
enzymes were not increased among all the recruited 
persons through the study therapy and the final SVR12 
visit.Significantly improvement was found in hemoglobin 
level 12.11 ± 5.24, alanine aminotransferase (ALT) 28.51 ± 
9.62,aspartate aminotransferase (AST) 35.24 ± 7.08 after 
treatment and serum  total  bilirubin was not increased  
(0.75±0.35  mg/dl) in our study. [23]Consequently many 
doctors are compromising the use of new DAAs in the HCV 
therapy with CKD even in presence of clear HCV 
management recommendations. Luckily, the current 
studies conducted in accordance with the most recent 
guidelines of the ASLD and EASL and the local people 
infected with HCV and ESRD had the great safety, 
tolerability and efficacy responses. In addition, it is also the 
pangenotype DAA and is the most significant DAA for 
treating HCV patients in all environments, as well as in the 
presence of cirrhosis. Many doctors are hesitant to take 
SOF-based therapy in the absence of clear instructions for 
using SOF in dialysis patients. 
 

CONCLUSION 
We concluded in this study that the use of sofosbuvir and 
velpatasvir was effective safe and well tolerated in the 
treatment of hepatitis C patients with hemodialysis.   
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