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Introduction

The development of portal hypertension is a common
consequence of chronic liver disease leading to the formation of
esophageal and gastric varices responsible for variceal bleeding,
associated with a high mortality rate, as well as other severe
complications such as portosystemic encephalopathy and sepsis
(Castera et al., 2012).

Esophageal varices are the most important portosystemic
collaterals because their rupture results in variceal hemorrhage,
which is a catastrophic portal hypertension event. The average
risk of bleeding in cirrhotic patients without previous
hemorrhage is 30%, with a mortality rate of 50% in 6 weeks
(Wang et al., 2012).

Pharmacological treatment and endoscopic band ligation
are widely considered to be effective and safe in preventing
hemorrhage from ruptured esophageal varices (Villanueva and
Balanzo, 2008).

Upper Gl endoscopy is the best way of assessing the
presence of oesophageal varices, where its accuracy is much
greater than that of radiology (including multidetector CT-
angiography) (De Franchis, 2009).Endoscopy has the further

advantage of allowing to detect indicators of increased bleeding




risk (the red color signs and wale marks) that cannot be detected
accurately by other imaging techniques (De Franchis, 2010).

Based on the relatively silent process of cirrhosis,
guidelines recommend that all cirrhotic patients should be
screened for esophageal varices. From a recognized natural
history, expert panels agreed that screening endoscopy should be
conducted every 2-3 vyears for cirrhotic patients without
esophageal varices, and annually for those with decompensated
liver cirrhosis (Garcia-Tsao et al., 2007). The number of
patients indicated for esophageal varices screening depends on
the prevalence and selective criteria of liver cirrhosis. Screening
for esophageal varices proposed by current guidelines has a
considerable endoscopic burden and financial cost, particularly in
developed countries. Additionally, even asymptomatic patients
might be required to undergo an unpleasant endoscopy requiring
sedation, thereby increasing the medical workload and resulting
in limited compliance (Wang et al., 2012).

Transient elastograpy is a novel, non-invasive, ultrasound
technique-based technology that allows measuring liver stiffness.
Established evidence indicated that transient elastograpy had
good sensitivity and specificity for fibrosis, significant fibrosis
and cirrhosis, and has been popular over the past few years
(Tsochatzis et al., 2011).




A good correlation between liver stiffness and portal
hypertension as well as the presence of oesophageal varices has
been reported, suggesting that it could be an interesting tool for
the non-invasive evaluation of portal hypertension and the
presence and the size of oesophageal varices (Bureau et al.,
2008).




Aim of the work

Evaluate the role of liver stiffness measurement
performed using transient elastography as a non-invasive tool for
prediction of the presence and the size of esophageal varices in

patients with HCV-related chronic liver disease.

Patients and Methods

The study will be conducted on 60 patients with HCV-

related chronic liver disease.

Study Details
Study Design: Cross-sectional study.

Estimated Enrollment: 60 patients

Place of the study: Tropical Medicine Department, Ain

Shams University Hospitals.

Type of patients: Both out- and in-patients.
Eligibility:

Ages Eligible for Study: 18 Years and older
Genders Eligible for Study: Both

Study Start Date: 1/1/2013

Inclusion Criteria:

1. Signed informed consent.




2. Adult patients with HCV-related chronic liver
disease as confirmed by positive HCV Ab +/-
positive HCV RNA by PCR assay and absence of
other causes of liver diseases.

3. Presence of Chronic liver disease as confirmed by
clinical, biochemical and radiological investigations.

Exclusion criteria:

e Refusal to sign an informed consent.

e Chronic liver disease due to causes other than HCV.

e Presence of ascites (as it interferes with fibroscan images
and gives invalid results).

e Presence of any hepatic focal lesion of any nature
(haemangiomas, dysplastic nodules, HCC or metastatic
lesions) as it will give variable or even invalid readings in

fibroscan.

Methods:-

All participants in the study will be subjected to the following:

A. Informed consent: details of the study and its aim will be
explained, and the patient will be asked to sign a written
consent.

B. Full history taking and clinical assessment.

VI



C. Laboratory investigations including:

Complete blood count.

Liver function tests: AST, ALT, serum Albumin, serum
bilirubin (total and direct).
- HCV antibody

- Prothrombin time, concentration and INR.

- Renal function tests: Urea and Creatinine
- Screening for concomitant aetiology of chronic liver
disease:
HBs Ag, anti HBc antibody, ANA .
D. Abdominal ultrasonography :
e Size and echogenicity of the liver and presence of focal
lesions.
e Splenic size.

e The status of ascites (absent or present).

E. Esophago-gastro-duodenoscopy (EGD):

Upper Gl endoscopy will be performed by a single
experienced operator, unaware of the results of liver stiffness
measurement.

E. Transiet Elastography (Fibroscan):

Measurement of liver stiffnes will be done usually within

days following or preceding upper tract endoscopy (maximum

VIl



one week before or after OGD). Fibroscan will be performed by
a single experienced operator, unaware of the results of OGD.

A fibroScan device (EchoSens, France) will be used in this
study.

F. Platelets count / Spleen diameter ratio will be calculated .

Sample Size Justification

Sample size was calculated using STATA® version 11
program, setting the type-1 error (o) at 0.05 and the power (1-)
at 0.8. Results from a previous study by Wang et. al. (2012)
revealed that minimal sample size of 35 patients.

Reference for program:
StataCorp. 2001. Statistical Software: Release 7.0. College
Station, TX: Stata Corporation.

VI
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