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6.4  ANNEX D: JUSTIFICATION OF SIMPLIFIED DIAGNOSTIC   
                                 ALGORITHM FOR PAN-GENOTYPIC REGIMEN 
 
The following table provides an overview of the diagnostic algorithm that was 
necessary during the pegylated-interferon era and the justification for the 
inclusion/exclusion of each stage in the simplified diagnostic algorithm made 
possible by DAAs. 

 
Item Protocol 

Section 
High Income 
Standard of 
Care Lab 
Description 

Included 
(Yes/No) 

Justification for inclusion/exclusion 

1. Pre-
treatment 
Screen 

Hepatitis C 
antibody 
(Serum  
HCV Ab) 

Yes The HCV Ab can be performed using an 
ELISA assay or one of the rapid tests. 
These are a number of rapid tests available 
and they have been reported to have 
varying test characteristics. When possible, 
these test characteristics should be 
considered in the selection of choice of 
screening test. Regardless of the possibility 
of false positives,  a confirmatory 
qualitative RNA will be performed in the 
pre-treatment assessment which confirms 
whether the patient has an active HCV 
infection. 

2. Pre-
treatment 
Assessment 

Qualitative 
HCV RNA 

Yes This is a sensitive test for detecting the 
presence of HCV and confirming the 
diagnosis of HCV, even when the amount 
of circulating HCV virus is low. Since 
some people with a positive HCV Ab may 
have a false positive or may have cleared 
the virus on their own (cured themselves), 
this test essentially confirms the diagnosis 
of HCV prior to treatment. 

3 Pre-
treatment 
Assessment 

Physical 
Exam: Blood 
pressure, heart 
rate, pulse, 
cardiac, 
respiratory, 
abdominal, 
and 
neurological 
exam 

Yes This vital step in the protocol will allow 
for an evaluation for advanced liver 
disease (decompensated cirrhosis). This 
will be manifested by evidence of bleeding 
from varices in the stomach or esophagus, 
jaundice, ascites (fluid in abdomen), edema 
of the lower extremities, and confusion. 
Individuals with evidence of 
decompensated cirrhosis will be referred to 
a liver disease specialist, as decision 
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6.7 ANNEX G: SUMMARY ALGORITHM FOR DIAGNOSIS, 
TREATMENT AND MONITORING OF CHRONIC HBV INFECTION46 
 

 

                                                 
46Guidelines on hepatitis B and C testing, WHO, February 2017 




