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INTRODUCTION 

Hepatitis C virus (HCV) infection which affects nearly 

2% of the human population is a major cause of liver disease 

world wide. Following acute HCV infection chronicity is 

80%. Although many individuals carrying the virus remain 

asymptomatic, chronicity is accompanied by altered liver 

function and progressive liver disease ending in cirrhosis or 

hepatocellular carcinoma in up to 20% of infected subjects 

(Mustapha et al., 2009). 

Mild - to - moderate iron overload is a common 

finding among patients with chronic HCV infection where up 

to 30-40% of them may show increased serum transferrin-

iron saturation and serum ferritin or increased hepatic iron 

concentration (Bitar and Dbaibo, 2005). Elevated iron 

indices is correlated with progression of liver disease and a 

decreased response to antiviral therapy (Gion et al., 1998; 

Yoshiji et al., 1998; Atrashi et al., 1998).  

Excess iron increases the formation of reactive oxygen 

species (hydroxyl radicals) leading to lipid peroxidation and 

damage to protein and DNA resulting in cell membrane and 

genomic damage and hepatic stellate cell activation and 
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proliferation and upregulate synthesis of smooth muscle 

actine and collagen thus leading to hepatic fibrogenesis 

(Okada, 1998; Gruix et al., 1998; Liovet et al., 1998). 

Moreover iron deposition in hepatocytes enhances 

HCV replication thus facilitating the viral infection in the 

liver (Ikeda et al., 1998).  

These hydroxyl radicals generate promutagenic 

substances such as 8-hydroxyl-2`-deoxy-gusuosine (8-

0HDG) which have been implicated in spontaneous DNA 

mutagenesis and carcinogenesis (Mandishona et al., 1998). 

Therefore, there is need to configurate the distribution of iron 

and ferritin levels in patients with chronic HCV. 
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AIM OF THE STUDY 

The aim of this study is to configurate the distribution 

of iron and ferritin levels in patients with chronic hepatitis C 

virus infection and to conduct a comparative study between 

the pretreatment and the post treatment iron profile after 

direct acting antiviral therapies in chronic HCV patients. 
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SUBJECTS AND METHODS 

This study will be conducted on 100 patients (Naïve 

HCV patients) aged from 18 to 60 years selected from the 

gastroenterology and hepatology department at Ain Shams 

University Hospital, Cairo, Egypt, they will be invited to 

participate in the study after taking a written consent . 

These subjects of both sex, will be divided into two groups : 

Group1 : includes 50 patients who are positive for HCV 

antibodies and positive for HCV RNA , ( diseased group ) , 

they are classified as diseased group to be divided into : 

Group 2 : includes 50 subjects with age and sex matched 

control who are negative for HCV antibodies (control group)  

Group 1 a Group 1 b 

Includes 25 patients will 

receive treatment for 12 

weeks consists of ( 

Sofosbuvir 400 mg orally 

once daily  + Daclatasvir 60 

mg orally once daily ) . 

Includes 25 patients will 

receive treatment for 12 

weeks consists of   ( 

Sofosbuvir 400 mg orally 

once  daily + Ledipasvir 90 

mg orally once daily ) . 

 



 Protocol  

 
5 

All candidates will be subjected for :  

1- Full detailed medical history . 

2- Clinical examination . 

3- Routine investigations ( CBC , PT , PTT , Albumin , AST , 

ALT . Bilirubin , Urea , Creatinine , and RBS ) . 

4- Serum iron and ferritin to be estimated before and after the 

complete treatment as above . 

Exclusion Criteriae 

1. Iron deficiency anaemia or iron therapy . 

2. Chronic hemolytic anaemia . 

3. Haemochromatosis and Haemosiderosis . 

4. Chronic Renal Failure . 

5. History of multiple blood transfusions . 

6. Chronic Alcohol consumption . 

7. Immunosupression . 

8. HBV or HIV Coinfection . 

STATISTICAL ANALYSIS 

Data will be collected and revised and subjected to 

appropriate statistical tests . 
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دور إس أيرون )الحديد( والفريتين في التنبؤ  بالإستجابة 

لعلاج مضاد الفيروسات الجديد الحديث لدى مرضى 

 التهاب الكبد سي المزمنة 

 بروتوكول
أمراض الببطنة العبمةفي  توطئة للحصول علي درجة المبجستير  

 مقدمة من

 تحت إشراف

خالد حميدة/ أ.د  

هانى هارون /د  
 

/رشا سميرد  
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