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Outline of presentation

ÅKey recommendations of 2017 WHO testing 
guidelines
ÅWho to test for chronic HBV and HCV?

ÅHow to test for chronic HBV and HCV?

ÅInterventions to promote testing uptake + linkage to 
care

ÅImplementation

ÅTen take-home messages ςcountry examples

ÅFuture directions ςDiagnostic innovations and 
demonstration projects
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Treatment Prevention 

Linked / Retained in Care and TreatmentLinked / Retained in Hepatitis Prevention

Hepatitis testing is at Core of Care, Treatment and 

Prevention Cascade

Viral hepatitis testing is at core of entry to 

treatment and prevention cascade
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Global elimination strategy
We are a long way from achieving2020 testing targets
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Screening

Diagnosis

Case selection

Treatment 

Monitoring

Assess SVR

Barriers to testing and linkage to care

Patient Healthworker

Lack of awareness, 

knowledge, understanding Ṋ Ṋ
Stigma and discrimination Ṋ Ṋ
Lack of testing 

infrastructure Ṋ Ṋ

Rapid diagnostic tests 

(varying quality, lack of 

quality approved choice)

Ṋ Ṋ

Nucleic acid tests

(Expensive, complex, limited 

availability)

Ṋ Ṋ

Financial (Expensive 

tests/treatments) Ṋ Ṋ



6

Topic Recommendation

Who to test? Á Focused testing for most affected populations*, those with a clinical 

suspicion of chronic viral hepatitis, family members/children, and sexual 

partners (HBV), healthcare workers.

Á General population testing: In settings with Ó2%orÓ5% 

(intermediate/high) HBsAg or HCV Ab prevalence. 

Á Birth Cohort testing (HCV): where specific identified birth cohorts of older 

persons at higher risk of HCV infection

Á Routine antenatal clinic testing (HBV)

How to test? Á A single serological assay (EIA or RDT) that meets minimum performance 

standards with prompt NAT testing + linkage to care

Confirmation 

of HCV 

viraemia

Á Nucleic acid testing (NAT) (quantitative or qualitative RNA) or core HCV 
antigen assay, with comparable clinical sensitivity

Promoting 

uptake and 

linkage

Á Use of DBS specimens for virology ± serology 

Á On-site or immediate RDT testing with same day results
Á Trained peer and lay health workers

Á Clinician reminders to prompt provider initiated, facility-based testing 
Á Testing as part of integrated services at a single facility

Hepatitis testing guideline recommendations 2017

* PWID, people in prisons, MSM, sex workers, HIV-infected, tattoos, transfusions, some migrant pops 

from endemic countries, some indigenous populations, children of HBV/HCV +ve mothers



Ten key messages on 
hepatitis testing



Message #1 
Success is possible ΧΧIncreasing HIV Testing access + uptake
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Increasing Uptake of HIV Testing
% of women age 15-49 yrs ever tested for 

HIV & received results

Source: DHS data (Staveig, 2013)
Source: WHO Global Reporting 2014

Increasing Access to HIV Testing
+33% growth in 4 years; 21m more tests

Rapid tests distributed, 2011-2017

Rapid scale up of HCV 

Testing in Brazil

Numbers tested
Å Egypt (4m) 

Å Georgia (1.2m)

Å Mongolia (277,000)

Å Rwanda (250,000)



Message #2 
¢ƘŜ ²Ih ά5 /Ωǎέ ŀƴŘ ά9έǉǳƛǘȅin access

ÅConsentςverbal consent sufficient

ÅConfidentialityςbut not secrecy ςsharing result  often highly beneficial

ÅCounselling ςAppropriate pre-test information + post-test counselling 

ÅCorrectςprovide high-quality testing services 

ÅConnectionςLinkage to prevention, treatment and care services.

Providing hepatitis testing where there is no access to care, or poor linkage to 
care, including prevention and treatment has limited benefit. 

ÅEquity in access ςAccessible to populations most affected and delivered in 

enviromentthat minimizes stigma



Message #3 
Accuracy of RDTs can be good, but not alwaysΧΦΦΦ

As high as 99% sensitivity and 100% specificity, 

but depends on RDT used, populations and settings

Lower for HBsAgand HIV co-infection 

HCV Ab HBsAg

SENS = 90.0% (95% CI: 89.1-90.8) 

SPEC= 99.5% (95% CI 99.4-99.5)
SENS= 99% (95% CI: 98ï100) 

SPEC = 100% (95% CI: 100ï100) 



Message #4
Single RDT followed by NAT

ÅA single initial rapid 

diagnostic test or EIA in 

health-facility or community-

based testing if prevalence 

>0.4%

ÅPrioritizeNAT testing (reflex 

where possible) and linkage 

following testing

Perform RDT or EIA 
test

Link to NAT or 
core Ag testing 
for diagnosis, 

care & 
treatment

+

ς
Report 

negative
Recommend 

repeat testing 
as needed

HBV: In low HBsAgprevalence settings (Ò0.4%), 

confirmation of HBsAgwith a neutralisation step or a 

second different RDT assay.



Message #6
Assuring quality of hepatitis diagnostics and testing

Key points

1.Choose a testing strategy (high/low 
prevalence)

2.Select products and validate testing 
algorithm

3.Ensure post-market surveillanceof assays 
used

Twelve Quality Assessment 

Essentials (QAEs) 



WHO prequalified HBV and HCV diagnostics

HCV EIAs HCV RDTs HCV NAT

Murex anti-HCV 4.0 SD Bioline HCV (Korean) Gene Expert HCV

Bioelisa HCV 4.0 OraQuick HCV Rapid Test Kit

4 in process 3 in process 1 in process

HBsAg EIAs HBsAg RDTs HBV NAT

Bioelisa HBsAg 3.0 1 in process None

DS-EIA-HBsAg-0,01

Enzygnost HBsAg 6.0

Murex HBsAg 3.0 + 

Confirmatory 3.0

Failure to meet WHO PQ requirements or withdrew from PQ: 11 HBsAg RDTs, 6 

HBsAg EIAs, 12 HCV RDTs, 12 HCV EIA 


