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Interpretation 

Interpretation in English, French and Spanish is available by clicking Interpretation button.  
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Questions and Chat 

Use Q&A feature for questions regarding the topic and presentations 
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Recordings and Certificate 
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• Global HCV Testing and treatment gap 

• Evolution of WHO HCV guidelines 

• 2022 new HCV recommendations  

• Simplified Service Delivery (Decentralization, integration and task-sharing) 

• HCV diagnostics (Point-of-care viral load, reflex viral load testing) 

• Treatment of adolescents and children 

• Recommendations 

• Evidence summary and rationale 

• Implementation considerations 

Outline 



Rationale: Still Major gaps in HCV testing and 
treatment uptake on path to elimination  

• 90% of those infected diagnosed (2030) 

• 80% of those diagnosed treated (2030) 

• In 2019, 58 million with chronic HCV infection, 

1.5 million new infections, 290,000 deaths 

• 21% of 58 million diagnosed and 13% 

treated (9.4m treated 2015-2019) 

 



Evolution of WHO HCV Guidelines Towards 
Simplified HCV Service Delivery 

 
 



Distinctive Features of WHO Guidelines 



The WHO Guidelines process, GRADE and 
formulation of recommendations 

Formulating Recommendations 



RECOMMENDATIONS  
Decentralization, Integration and Task-shifting 
Moving treatment and care out of speciality clinics 

Decentralization:  
We recommend delivery of HCV testing and treatment at peripheral health or community-based facilities, and 

ideally at the same site, to increase access to diagnosis, care and treatment.  

These facilities may include primary care, harm reduction sites, prisons and HIV/ART clinics as well as community-

based organizations and outreach services.  

 

Integration:  
We recommend integration of HCV testing and treatment with existing care services at peripheral health facilities.  

These services may include primary care, harm reduction (needle and syringe programme (NSP)/opioid agonist 

maintenance therapy (OAMT) sites), prison and HIV/ART services. 

 
Strong recommendation/ moderate certainty of evidence (PWID/prisoner) low (general population, PLHIV)  

Task-sharing: We recommend delivery of HCV testing, care and treatment by trained non-specialist doctors and 

nurses to expand access to diagnosis, care and treatment.  

 
Strong recommendation/ moderate certainty of evidence 



RATIONALE for Recommendations on Decentralization,  
Integration and Task-sharing 

Evidence review 
• 142 studies from 33 countries (14%) LMICs) compared full 

decentralization/integration vs. partial decentralization or none, and 

task-sharing to non-specialists.  

• Increased uptake of HCV viral load testing, linkage to care and 

treatment among people who inject drugs and prisoners for full 

decentralization/integration.  

• Comparable SVR12 cure rates between specialists and non-specialists 

across all populations and in all settings   

Acceptability by end-users 
• Three related surveys and a series of in-depth interviews showed 

strong support for fully decentralized and integrated HCV services 

offering testing and treatment at same community site and near to 

people’s homes rather than in hospitals.  

• Importance of a non-judgmental/non-stigmatizing approach among 

health care providers highlighted, especially among PWID and PLHIV.  



IMPLEMENTATION CONSIDERATIONS 

Decentralization and Integration 

• Adaptation of service delivery recommendations for 

different contexts and countries and for specific 

populations.  
 

• Implementation alongside other existing good 

practice principles of simplified service delivery:- 

standardized algorithms, differentiated care strategy, 

community engagement and peer support, more efficient 

procurement, supply management and data systems, 

strengthening linkage and referral systems. 
 

• Planning and coordination needed for effective 

delivery of integrated care – establishing integrated data 

systems and cross-training of health care providers. 
 

• Decentralization of HCV testing and treatment 

services may not be appropriate for all settings or 

acceptable to all clients. May be inefficient and costly in 

HICs with low burden of infection - a centralized service 

delivery model with community linkage may be more 

appropriate.  

Task-sharing  

• Appropriate Training and ongoing mentorship at 

decentralized site and access to additional support or 

referral to tertiary sites for more complex cases. 
 

• Defining roles, standards of care and clear lines of 

responsibility for key staff. 
 

• An appropriate regulatory framework to enable tasks to 

be performed by different cadres of health care workers.  



Evolution in Hepatitis C testing and diagnostic  
recommendations 
 
 
Topic Recommendation in 2017 testing 

recommendation 

Who to test? • Focused testing for most affected populations*, those 

with a clinical suspicion of chronic viral hepatitis, family 

members/children, and sexual partners (HBV), healthcare 

workers.  

• General population testing: In settings with ≥2% or ≥5% 

(intermediate/high) HBsAg  or HCV Ab prevalence.  

How to test? • A single serological assay (EIA or RDT) that meets 

minimum performance standards with prompt NAT testing 

+ linkage to care 

Confirmation 

of HCV 

viraemia 

• Lab-based Nucleic acid testing (NAT) (quantitative or 

qualitative RNA) or core HCV antigen assay, with 

comparable clinical sensitivity 

Promoting 

uptake and 

linkage 

• Use of DBS specimens for virology ± serology  

• On-site or immediate RDT testing + same day results 

• Trained peer and lay health workers 

• Clinician reminders to prompt provider initiated, facility-

based testing  

• Testing as part of integrated services at a single facility 

How to test - serologic 

• 2021 HCV self-testing 

guideline  

 

 Use of POC HCV RNA NAT 

• For detection of viraemia 

• For test of cure 

 
Linkage to care  

• Dried blood spots (HCV 

serology and virology) 

manafacturers protocols 

• Reflex viral load 

 

 

2021 and 2022 Updates 



RECOMMENDATIONS  
2022 Recommendations on HCV diagnostics 

HCV point-of-care (POC) viral load RNA testing: 

 
• Point-of-care (POC) HCV RNA viral load assay can be an alternative approach to laboratory-based HCV RNA 

NAT assays to diagnose HCV viraemic infection.  

 

• Point-of-care (POC) HCV RNA assays with comparable limit of detection to laboratory-based assays can be used 

as an alternative approach as test of cure.  

 
Conditional recommendation /moderate certainty of evidence 

Reflex HCV viral load testing 
 

We recommend reflex HCV RNA testing in those with a positive HCV antibody test result  as an additional key 

strategy to promote linkage to care and treatment. 

 

This can be achieved either through laboratory-based reflex HCV RNA testing using a specimen already held 

in the laboratory or clinic-based reflex testing in a health facility through immediate specimen collection 

following a positive HCV antibody RDT.  

 
Conditional recommendation /low certainty of evidence 



RATIONALE for Conditional Recommendation on use  
of HCV POC RNA assay 

Evidence review 
• 45 studies comprising 27 364 persons (49%) LMICs) compared POC HCV 

RNA assays on site with Lab-based assays.  

• Better outcomes for POC assays: Shorter turn-around time between 

HCV antibody test to treatment initiation (18.5 days [95% CI: 14–53]) vs 

(67 days [50–67])  

• Increased RNA viral load uptake (RR 1.11 [0.89–1.38] and treatment 

uptake (RR 1.32 [1.06–1.64] 

• High sensitivity and specificity of POC assays (99% [98–99%] and 99% 

[99–100%) across all settings, populations, assays and specimen types  

 

• Multi-cohort analysis of 5973 cases of detectable viraemia at SVR12.  

97% with detectable viraemia at SVR12 are above 1000 IU/mL (within LoD 

for PoC assays). 

Other Benefits 
• POC HCV RNA platforms can be used in lower levels of health facilities 

near where patient is receiving care.  

• Opportunity for integration - POC molecular platforms are already in use 

for a number of other infectious diseases. 



RATIONALE for Conditional Recommendations on  
use of Reflex viral load testing 

Evidence review 
• 51 studies (32 used laboratory-based reflex testing, and 19 used clinic-

based reflex sample collection) 

• Increased uptake of HCV viral load testing (RR 1.35 (95%CI: 1.16–1.58) 

and improved linkage to care (RR of 1.47 (95% CI: 0.81–2.67). 

Acceptability, cost and feasibility 
• Simplifies care pathway and reduces need for additional clinic visits, and 

time to HCV RNA 

• Avoids need for additional blood draws, preferable to PWID 

• Cost-saving 

• Feasible to implement and potential for wide adoption to promote HCV 

testing and treatment uptake.  

• Lab-based reflex HCV testing already performed routinely in HICs.  

• Clinic-based reflex testing following a positive HCV antibody RDT 

common practice in LMICs  



RATIONALE Community Values and preferences 
for Service delivery and RNA testing and treatment 
If it were possible to conduct the viral load test outside the hospital, respondents preferred: 

• community-based organization (45%) 

• primary care (GP) clinic (44%) 

88% would like to conduct the initial and confirmatory tests on the same day 

• possibility to be treated more quickly (76%) 

• possiblity to confirm status more quickly (81%) 

92% would like to conduct the initial and confirmatory tests at the same place 

• community-friendly site (60%) 

• convenience (70%) 

85% would like to start treatment on the same day if they had positive viral load 

• avoid exposing family and friends to hepatitis C (28%) 

• continued follow-up from testing to treatment (27%)  

92% would like to be tested and treated in the same place  

• convenience (34%) 

• continued follow-up from testing to treatment (32%) 

I struggle to do doc 
appointments so the less 
places and times I have to 
go the better and more 
likely that I get them done 

– Respondent X 

 
Same site means clear 
continuity of care, 
avoiding having to repeat 
personal story / issues 
and build trust with new 
clinician or worker 

– Respondent Y 
 



HCV POC HCV RNA assays 

• Strategic choice - use of lab-based vs POC NAT 

platforms: will depend on characteristics of testing site. eg. 

(storage facilities, infrastructure, level of staff skills) and 

costs. 
 

• Priority settings for placement of HCV POC platforms 

eg. PWID at harm reduction sites at high risk of loss to 

follow-up, where fast-tracking diagnosis can increase 

treatment uptake. 
 

• Optimal placement of a POC instrument is where testing 
and treatment are at the same site – a “one-stop shops” 

 

• Opportunity for diagnostic integration across 

programmes using multi-disease testing platforms. 

Countries with existing platforms for HIV viral load or TB 

testing, can consider collaboration and integration of HCV 

RNA testing. 

HCV Reflex viral load testing 

Choice of laboratory-based reflex testing or clinic-based 
reflex HCV RNA testing for different country contexts 
 

• Laboratory-based reflex testing approach - settings 

with large testing volumes for HCV antibody supported by 

extensive sample transport networks. 
 

• Clinic-based reflex specimen collection approach - 

settings where RDTs used and limited access to lab 

services, and for populations such as PWID.  

IMPLEMENTATION CONSIDERATIONS 



RECOMMENDATIONS  
2022 Treatment Recommendations in Adolescents and Children 

Reconciling DAA regimens across 

adults, adolescents and children 

 



RATIONALE for Treatment Recommendations  
in Adolescents and Children 

Treatment of HCV-infected adolescents and older children is highly effective and safe. 

Systematic review of 49 studies (1891 adolescents (35 studies); 472 older children (13 studies); 

and 167 younger children (7 studies).  

• SVR12 rates ≥95% in all age groups for SOF/DCV, G/P and SOF/VEL.  

• Serious adverse events and treatment discontinuations were uncommon. 

 

Benefits of earlier treatment in childhood and adolescence include :- 

• Achieving a cure before onset of disease progression will prevent HCV-associated liver damage 

and extrahepatic manifestations.  

• Avoiding stigmatization of infected children and prevention of transmission to others 

 

Approvals by key regulatory agencies  

• DAA regimens (SOF/VEL, G/P) + SOF/LED have regulatory approval down to three years 

 

Rationale for conditional recomm to treat younger children (3–5 years)  

 

• Low frequency of HCV-related liver disease, lack of any direct studies on use of SOF/DCV, more 

treatment discontinuations. Very low certainty of evidence for all regimens in younger children. 

 

• For SOF/DCV, based on extrapolation from PK modeling studies in adolescents – can use 

existing adult dose of SOF/DCV (400 mg/60 mg) in children >25 kg and half dose (200 mg/30 

mg) for 14–25 kg. 



RATIONALE Healthcare Worker Values and 
preferences for treatment in children 

Who to treat? 

• 60% of respondants indicated strong preference for 

treating all children ≥3 years old.  

• Clear trend towards higher preference for treating 

older age groups (94% 12-17 yrs; 81% 6-12 yrs; 57% 3-6 

yrs) 

What to treat with? 

Most commonly available and used DAA regimens across 

all age groups were: sofosbuvir/velpatasvir, 

sofosbuvir/ledipasvir, glecaprevir/pibrentasvir  

Barriers faced 

Who to treat 



IMPLEMENTATION CONSIDERATIONS  to promote 
treatment for HCV infected adolescents and children 

1. Inclusion of Case-finding, testing, care 

and treatment of children and adolescents 

in national plans and guidelines 

 

 

2. Resource and Access considerations 

 
• Availability of existing generic products 
• Paediatric formulations for young children 
• Cost and potential for further cost reductions 

 

3. Service Delivery for Adolescents  

• Delivery of adolescent-friendly services 

• Vulnerable adolescents 

• Age of consent for testing 
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Community perspectives on simplified service  

delivery: Values and preferences survey 

New WHO Guidance on HCV simplified service delivery, 
diagnostic innovations  
and treatment of adolescents and children 
 



Community values and preferences for 
HCV testing and treatment 

Cary James – World Hepatitis Alliance  



Context and objectives 

Objective: 

To understand the values and preferences towards decentralization, task-shifting, and integration of 

HCV services among potential end users.  

Despite major advances in the quality and affordability of treatment in recent years, the service pathway remains particularly 

cumbersome for many individuals with exposure to or living with HCV.  

Moreover, HCV disproportionally impacts marginalized communities who may also face barriers related to stigma and 

discrimination.  

It is therefore important to identify the values and preferences regarding service delivery amongst people living with hepatitis C 

and people likely to be exposed to hepatitis C to propose services that are adapted to their needs.  

 



Methods 

• An anonymous, self-administered online survey. English 
only.  

• The survey was developed as a collaborative effort 
between the World Hepatitis Alliance, Coalition PLUS, 
and the World Health Organization.  

• The survey consisted of a total of 42 multi-choice 
questions, option to provide additional information 

• Participants were 18 years or older, were living with or 
affected by hepatitis C, and confirmed willingness to 
participate in this survey  

• The survey was promoted by Coalition PLUS, the World 
Hepatitis Alliance, regional WHO offices, and the 
Treatment Action Group, through social media, mailing 
lists and direct contacts.  

• Data collection:  8 – 22 September 2021 

 



Results 

In total 210 people from 49 countries participated in the survey. 

Median age was 42 years [IQR: 33-52] 

A majority of participants were male (56%, n=113), 40% were female (n=81), 

1% transgender (n=2), and 2% gender non-binary (n=4). 

Participants more often reported living in an urban/large city area (69%, 

n=137) and reported completing tertiary schooling (88%, n=175). 

72% (n=150) of participants had previously been tested for HCV among 

whom 40% (n=60) had tested positive.  

Among the 56 respondents who provided information regarding hepatitis C 

treatment, 91% (n=51) are currently being treated or have been treated 

for hepatitis C. 

 

Participants identified with 
the following groups (not 
exclusive): 
 
23% people living with HCV 

18% people who inject drugs 

21% people who formerly 
injected drugs 

16% people living with HIV 



Results – preferred testing location* (n=184) 
 

“I would like to be tested by 

someone with living 

experience of drug use (not 

past experience) and lived 

experience of Hep C. A place 

where there is no 

discrimination. So no to 

hospital, laboratory, 

pharmacy…”  

- participant from Australia who 

identified with people who inject 

drugs.  

 

*a maximum of three choices was possible 



Results – confirmatory test location preferences 

If it were possible to conduct the viral load test outside the hospital, respondents 
most preferred : 

• community-based organization (45%) 
• primary care (GP) clinic (44%) 

 
88% would like to conduct the initial and confirmatory tests on the same day 

 Main reasons for this preference were: 
• possiblity to confirm status more quickly (81%) 
• possibility to be treated more quickly (76%) 
 

93% would like to conduct the initial and confirmatory tests at the same place 

 Main reasons for this preference were: 
• convenience (70%) 
• community-friendly site (60%) 

I struggle to do doc 

appointments so the less 

places and times I have to go 

the better and more likely that I 

get them done 

- Participant from the United States 

who identified with people who 

formerly injected drugs, sex workers 

and partners of someone who 

belongs to a key population 



Results – preferred treatment location* (n=175) 

 

It needs to be somewhere 
that I feel comfortable and 
not face negative attitudes 

 
- Participant from the UK who 

identified with people who inject drugs 

 

*a maximum of three choices was possible 



Results – treatment location preferences  

85% of participants indicated they would like to start treatment on the 
same day if they had positive viral load 

 
Main reasons for this preference: 
• avoid exposing family and friends to hepatitis C (28%) 
• continued follow-up from testing to treatment (27%)  
 

92% would like to be tested and treated in the same place  
• convenience (34%) 
• continued follow-up from testing to treatment (32%) 
 
 

 

 

Same site means clear 
continuity of care, avoiding 
having to repeat personal 
story / issues and build 

trust with new clinician or 
worker 

 
- Participant from Australia who 
identified with people who inject 

drugs 

 



Conclusions 

• Decentralized services seem to be particularly advantageous for both 

testing and treatment. 

• Having a culturally competent approach is an important consideration 

regarding testing and treatment services. 

• Strong preferences were observed for having testing and receiving 

treatment on the same day and in the same place, which could potentially 

increase linkage to care. 

A range of HCV testing and treatment solutions/ 
options would be beneficial to respond to the different 
needs of different populations and situations. 



Thanks to the participants of the values and 

preferences survey and to you for your attention.  

 

For more information: 

Cary James, World Hepatitis Alliance cary.james@worldhepatitisalliance.org 

Rosemary Delabre, Coalition PLUS rdelabre@coalitionplus.org 
 

 

mailto:cary.james@worldhepatitisalliance.org
mailto:rdelabre@coalitionplus.org


 

 

Simplified service delivery in action - country 
spotlights 

New WHO Guidance on HCV simplified service delivery, 
diagnostic innovations  
and treatment of adolescents and children 
 



Malaysia’s Journey 

Implementation of Decentralized HCV Care 

Delivery 

 
Datuk Dr Muhammad Radzi Abu Hassan  

Deputy Director-General of Health (Research and Technical Support) 
Ministry of Health Malaysia  



WHO cares about HCV 1 HCV Burden in Malaysia 

Population: 32.7 million 
No. of public hospitals: 156 

No. of PHC centers: 1,138 

Viremic HCV prevalence 0.2-0.3% (70,000) 

Unreached PWID 30,000 

Estimated people living 
with HCV 

100,000 

1 health facility within 

every 5km radius Source: Muhammad NA et al.  (2020). Seroprevalence of hepatitis B virus and 
hepatitis C virus infection among Malaysian population. Sci Rep, 2020 12 
03;10(1):21009.  
  



2016 

WHO cares about HCV 1 

2019-
2020 

2022 
onwar

d 

Key Milestones of HCV Agenda in Malaysia 

Setting a tone for treatment decentralization 

❑National Strategic Planning (2019-2023) 

❑Making screening services & DAAs (SOF/DAC) 

available in primary healthcare centers 

 

Going beyond low-hanging fruit 

❑Large-scale screening campaign to find the missing million 

Breaking through the barrier 

❑Compulsory licensing on SOF  



Screening 
with RDT 

Viraemia 
confirmation 

Cirrhosis 
status 

assessment 

Treatment 
initiation 

SVR-12 
evaluation 

Not 
detected          
= CURE 

Detected            
= FAILURE APRI/ FIB-4 SOF/DAC  

Second-line 
Treatment 

PHC 

Hospital 

PHC/ prison/ 
rehab/ CSO 

HCV RNA/ c-Ag 

(Hospital lab) 

Only decompensated 
cirrhotic cases are 

referred to hospitals 

HCV Treatment Decentralization Model in Malaysia 

HCV RNA 
(Hospital lab) 



SVR rate 
Post-DAA era 

 >90% 

SVR rate 
Pre-DAA era 

 40-50% 

300 328 392 413 331 
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2082 

3880 

4220 
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Total patients treated with SOF/DAC until Dec 2021 = 12,238  

SVR rate 

Post-DAA era                            
(SOF-based) 

 >90% 

SVR rate 

Pre-DAA era               
(INF/RBV) 
 40-50% 

Continuous Expansion of HCV Treatment Coverage 
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Two key challenges in Malaysia 

Where to find the missing millions? How to break down silos and 

get all stakeholders on board?   



Ministry of Health 

Government-led partnerships 

Inter-ministerial 

International 

Local 

✔ To offer HCV screening & 
treatment in correctional 
settings 

✔ To enhance access to HCV 
screening and treatment by 
R&D 

✔ To link key populations to 
HCV care 



Refugees 
~to collaborate with MSF 

PWID under opioid replacement therapy  
~ to promote “one-stop-shop” model 

Sex workers 
~outreach programs 

 

MSM 
~self-testing & social media 

Correctional settings 
~ to step up screening & treatment 
initiation 

 

Unreached PWID                      
(alternative substance abusers, fishermen, 
estate workers & island residents) 

~outreach programs 

Going Beyond Low-Hanging Fruit 



Thank you 



COUNTRY EXAMPLE FOR 
INTEGRATING TESTING AND 

TREATMENT AT HARM REDUCTION 
SITES FOR PWID  

 
 
 
 
 

DR EKATERINE ADAMIA, MOH GEORGIA 

JULY, 2022 
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HCV BURDEN IN GEORGIA 
SEROPREVALENCE SURVEY, 2015 

[CATEGORY 
NAME] 

[PERCENTA
GE] 

HCV GT1b 
39% 

HCV GT2 
25% 

HCV GT3 
34% 

[CATEGORY 
NAME] 

[PERCENTA
GE] 

HCV Genotypes- Seroprevalence  
Survey, 2015 



PROGRESS OF THE ELIMINATION PROGRAM 

      2015                    2016                            2017                             2018                     2019                         2020               2021 

- Launch of the elimination 
Program 

- Nationwide serosurvey: 
5.4% adults with chronic 
HCV 

- Beginning of National 
screening program 

- Treatment available and 
free of charge 

- The Technical Advisory 
Group (TAG) established 

 
- First National Strategy 
2016–2020 approved 

- Clinical and Scientific 
Committees established 

- Sofosbuvir/ Ledipasvir 
available 

- A 10-year agreement 
between Gilead and the 
GOG signed 

 

- A pilot project – Integration of 
HCV, TB, and HIV Detection at 
PHC level initiated 

- National screening protocol 
approved and registry created 

- Georgia awarded the title of 
NOhep Visionary for the 
European Region at the 2017 
WHS 

- Reflex CoreAg testing 
introduced 

- Diagnostics available 
and free of charge 

- Decentralization 

of HCV Diagnostic, 
Care, and Treatment 
Services to PHC and HR 
services 
- Progress report 
published (2015–2017) 

- Georgia named EILF 
Center of Excellence in 
Viral Hepatitis Elimination 

- Progress report published 

(2017–June 2018) 
- All diagnostics free of 
charge 

- The „linkage-to-care" 
program was initiated 

- NAT testing implemented 
in Safe Blood Program 

 

- National Strategy 2021–2025 
Updated 

- Population-based Serosurvey 
of Prevalence and Risk Factors 
for SARS-CoV-2, HCV, and HBV 
conducted 

- Program received recognition 
by the CDC Director – Honor 
Award for Excellence in 
Partnering 



GEORGIA HEPATITIS C ELIMINATION PROGRAM CARE CASCADE,  

28 APRIL 2015–30 JUNE 2022 

55,123 

55,707 

74,895 

78,683 

93,313 

98,292 

124,735 

144,898 

151,612 

0 20 000 40 000 60 000 80 000 100 000 120 000 140 000 160 000

Cured***

Tested for SVR

Completed ≥1 Round of Treatment 

Initiated HCV Treatment

Positive for Infection (Tx eligible)**

Positive for Current HCV Infection

Tested for HCV RNA or Core Antigen

Positive Anti-HCV Test (Tx eligible)**

Positive Anti-HCV Test (Total)*

84.3% 
 

 

99.0% 
 

 

94.9%  

95.2% 
 
 

86.1% 

78.8% 

95.6%  

74.4% 

* Among persons with national ID number.  An additional 18,586 screened anti-HCV+ using an anonymized 15-digit code. Thus, their representation in the cascade cannot be confirmed;  ** 

Age ≥12 years with no mortality data prior to progressing in cascade  

*** Per-protocol, includes retreatments. Among 56,014 persons tested after their 1st round of treatment, 54,243 (96.8%) achieved SVR  

(Including 82.3% for SOF-based regimens, 98.2% for SOF/LED regimens, and 98.6% for SOF/VEL regimens).  2,028 persons were retreated with a 2nd round of treatment, with 94.5% 

(1,097/1,161) of those tested achieving SVR. Overall SVR by Intention-to-Treat analysis: 72.2%  

-14,630 

-20,163 



 
 
 
DECENTRALIZATION CONCEPT  
 
(INCREASE GEOGRAPHICAL ACCESSIBILITY OF SCREENING, CARE AND 
TREATMENT SERVICES) 
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       At present -41 
sites  

8 regions from 10 and 
16 municipalities from 
69 are covered + 4 HR 
center (2 in Tbilisi, 1 
Zugdidi, 1 Batumi) 

After 
Decentralization in 

all regions and 
municipalities of 

Georgia at least one 
site 

0 



OVERALL CONTEXT (PWID) 
 



DECREASE HCV INCIDENCE AMONG PWID  
BY PROMOTING HARM REDUCTION 

 

HCV viremia (RNA) testing capacity is 

established at 5 NSP centers through a 

FIND HEAD-START project 

Decentralizing HCV Testing to Harm 

Reduction Sites  

 
(From June 2018 through December 31st, 2021, 

3,772 RNA tests have been completed at 5 NSP 

sites.. 1,361 tests were performed for re-infection 

with a positivity rate of 7.4%) 

HCV and HBV  AB Screening available at 

16 NSP sites and  through 9 mobile 

Ambulatories  

For other NSP sites linkage is established 

with reference labs and HCV treatment 

clinics 



4489 

3741 

2764 

1958 1932 

3774 
(84%) 

1655  
(44%) 

563  
(20%) 

478  
(24%) 

450  
(23%) 

Number of PWID tested
fot HCV RNA

Number of PWID tested
positive for HCV RNA

Number of PWID
enrolled in treatment

Number of PWID tested
for SVR

SVR Achieved

Total at integrated sites

HCV TREATMENT CUMULATIVE CASCADE 
AMONG PWID 
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83

% 
74

% 
71

% 

98

% 

fo
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SUCCESSES 

56 

▪ Despite the Covid-19 pandemic, provision of NSP and OST services to PWID were fully sustained 

 

▪ State Health Care funding for NSP and OST programs was secured and is reflected in the MTEF and the 

remaining funds will be covered by the Global Fund Program through 2025 

 

▪ In 2021, the State provided GeneXpert Cartridges for HCV RNA testing (including testing for SVR and re-infection); 

the relevant budget is allocated in the 2022 State Program also 

 

▪ Operations of the 4 NSP and OST integrated HCV treatment sites were sustained during COVID-19 epidemic  

 

▪ 5-day take-home doses of methadone were provided to OST patients periodically based on the COVID-19 

epidemiological situation and the public mobility restrictions 

 



Thank you! 



Decentralization and Task sharing to nurses  

25 July 2022 

Dr. KEO Samley  

Vice chief of Bureau Prevention and Control/ Secretariat of Hepatitis,  

CDC, Ministry of Health, Cambodia 

 



Viral Hepatitis C burden in Cambodia 

HCV Indicators 

Viraemic prevalence (%) 1.6% 

Estimated number of 

chronic HCV Infections 
257,000 

Estimated annual deaths 

Related to HCV 
700 

Incidence (annual) 3,800 

Second highest HCV prevalence in WPRO region  



Initial care model (Sept. 2016) 

Disclosure 

Counselling 
Genotype Fibroscan 

D7 Consultation 

D7 Counselling 

D7 dispensing 

 

D1 Consultation 

D1 Counselling 

D1 Dispensing 

Endoscopy 

Ultrasound 

 

Family planning 

HIV test 
 

 
Assessment 
Counselling 

Blood test 
HBsAg test 

 

Counselling 

HCV ELISA test 

Disclosure 

Counselling 

HCV Viral Load 

D14 Consultation 

D14 Counselling 

D14 dispensing 

Blood test 

Visit 11 

M1 Consultation 

M1 Counselling 

M2 Consultation 

M2 Counselling 

M3 Consultation 

M3 Counselling 

Blood test 

Consultation 

Blood test 
Counselling 

SVR 
disclosure 

Disclosure 

Blood test 
SVR12 VL test 

Pregnancy 
test 

Visit 6 Visit 7 Visit 8 Visit 9 Visit 10 

Visit 5 Visit 4 Visit 3 Visit 2 Visit 1 

Visit 12 Visit 13 Visit 14 Visit 15 Visit 16 



Nurse-led DAAs initiation pilot (1st June 2020 - 30th September 2020) 

 Reasons for simplifications in HCV care pathway: 

1- Consistent patient outcomes above 97% cure in multiple cohorts’ HCV 
clinic Kossamak hospital. 

2- Very few Hepatologists in Phnom Penh, none in other urban/rural areas. 

3- Limited access to fibroscan and additional diagnostic tests either 
unaffordable or quality of tests varying (endoscopy, echography - US). 

4- Lack of laboratory standards (IQC-EQA) , capacity – consistencies of results 
in rural areas (APRI). 

•  MoH-CDC / MSF implemented the Nurse pilot project to evaluate pre-
treatment assessment and DAA initiation/maintenance by nursing staff 
in two rural ODs in Battambang (Sangke and Thmar Kaul), with 27 rural 
health centres 

• The pilot was implemented in HC without on-site doctors, Fibroscan 
machines or full lab capacity 

• Patient screening using RDT via active case finding in local villages and 
passive case finding in rural health centres 

• Prospective pre-treatment assessment was performed at HCV-VL 
appointment. 

 

 



Hepatitis C simplified training for nurses, GP, laboratory technicians. 

• Training curriculum tailored 2 days session for GP, Nurses 
only 1 day for Lab tech (already using Xpert for TB 
program). 

• Nurses were trained on how to screen, identify signs of 
decompensated liver cirrhosis and refer them, provide 
information about treatment adherence and potential side 
effects of DAA during the treatment (i.e. fatigue, pain or 
allergy, etc.). 

• All simple cases received in HC the Sofosbuvir 
(SOF)/Daclatasvir (DCV) 400/60mg orally daily for 12 
weeks, provided in one-month prescriptions. 

• All complicated cases referred to secondary level referral 
hospital to see the GP for further assessment. 

• At treatment months one and two, patients Nurses 
checked for adherence to treatment 

• Regular supervision for one month for each HC Nurse / 
quarterly later on. 



    Simple case / HC 

Uncomplicated:  
- Nurse initiation DAA  

HCV RDT test 
POC VL sample 

HIV test 
Pregnancy test 
HBsAg 
 
 

M1 Refill Optional 
-SVR12 VL test 
-SVR disclosure 

M2 Refill 
- Get 2 months refill  
during the 3rd visit in those  
patients without 
complications 

MSF demonstration piloting of Decentralized  and Simplify Hepatitis 
Service at Primary health care  

Complicated: 
- Symptoms: (Jaundice, Encephalopathy, Gastro-internal bleeding, ascites; Oedema) 
- Doctor initiation DAA & follow-up at Referral Hospital 
 

Complicated case / RH 

Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 

Triage by Nurse: 
- Uncomplicated 🡪 HC 
 

- Complicated (history or current cirrhotic 
symptoms/co-morbidities) 🡪 RH 

 
 
 Visit 2 Visit 3 Visit 4 Visit 5 



Patients outcomes with Nurses led pilot 

• Of 547 patients, 204 patients were 
referred to the GP at referral hospital. 

• All 329 simple cases patients initiated 
by Nurse completed the treatment. 

• 14 patients did not return for post-
treatment testing (2 due to death 
unrelated to HCV treatment and 12 
LTFU).  

• 310 patients (98%) achieved SVR12 
and five (2%) experienced treatment 
failure. 

 

 

NLI pilot project patient linkage to treatment and retention in care (n, %) 
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Stage of HCV care cascade 



Summary of progress 

• Decentralized, simplified and integration of HCV care pathways in primary care 
services is feasible, reduces cost and the task shifting in uncomplicated cases does not 
compromise treatment safety and efficacy. 

• Simplified and decentralized of HCV service is crucial in scaling up the hepatitis C care 
and treatment, regardless of the country’s income classification.  

• The model has been adopted in the VH NSP 2020-2024 and treatment guidelines 2019 
and endorsed by MoH 

• Maintaining and scaling implementation based on resources available  

 



Use of Point-of-Care HCV viral load testing: CT2 Study Myanmar 

Bridget Draper 

Research Officer, Burnet Institute 

 



Hepatitis C in Myanmar 

• 2.7% hepatitis C antibody positive 

• Over 1 million people living with hepatitis C 

• Transmission through formal/informal 

healthcare settings & injecting drug use 

• 56% hepatitis C antibody positive among 

people who inject drugs  

• National Hepatitis Control Program provides 

services in 13 hospital sites  

 



CT2 Simplified Clinical Pathway 



CT2 Cascade of Care 

Draper BL, Htay H, Pedrana A, et al. Outcomes of the CT2 study: A ‘one-stop-shop’ for community-based hepatitis C 
testing and treatment in Yangon, Myanmar. Liver Int. 2021; 41: 2578– 2589 



Operational Considerations for use and maintenance of GeneXpert POC HCV VL test  

1. Infrastructure requirements 

2. Storage, transport and disposal  

3. Staff training 

4. Module replacements, quality control and 

warranty 

Draper BL, Yee WL, Shilton S, et al. Feasibility of decentralised, task-shifted hepatitis C testing and treatment services in 
urban Myanmar: implications for scale-up. BMJ Open 2022; 12:e059639.  



Infrastructure requirements & Storage, transport, disposal 

• GeneXpert device requires: 

• an environment controlled at 15–30°C 

• no direct sunlight, minimal dust and 
humidity 

• stable, continuous electricity supply 

 

• Xpert cartridges require: 

• storage at 2-28°C, upright 

• transport at 2-28°C, upright 

• disposal at high temperatures / 
incinerator  

 



Lessons learnt 

• To achieve these conditions: 

• air-conditioning  

• adapt workflow and renovate 
room 

• install online uninterrupted power 
supply 

 

• Our implementation experiences: 

• sometimes difficult for clinics to 
follow storage protocol 

• during site visits, we checked 
storage and helped trouble-shoot 

 

(1) 

(2) 
(3) 

(4) 
(6) 

(5) 

(7) 



Staff training and ease of use  

 
• Training and skill requirements 

• undertake 1-2 day training program on 
device (no prior experience required) 

• require either experience or specific 
skill training for preparing plasma 
sample for GeneXpert 

• Ease of use 

• staff reported no specific problems 
using Xpert, except for how to respond 
to errors or malfunctioning device 

• ease of use supported by low error rate 
(5%) 

Lessons learnt: 
▪ Allow for ~10 Xpert test runs  
▪ Provide more information on 

how to respond to errors 



Module replacements, quality control and warranty 

• Module replacements 

• higher module replacement than other published data 
from Xpert device 

• module replacement -> downtime, but only for 
module not whole device 

 

• Quality control 

• IQC - performed using cross-clinic samples weekly 

• EQAS – enrolled through NRL Australia, cost was 
expensive 

 

• Warranty  

• annual maintenance required for Xpert device, useful 
to have technical support personnel located in same 
city  

 

 

Lessons learnt: 
▪ Monitor errors and 

module replacements 
and check conditions 
regularly 

 
▪ EQAS is expensive if 

not available in-country 

 
▪ Warranty on Xpert is 

worthwhile, covers 
module replacement  



Summary of key operational considerations for POC HCV VL testing  

• Requires basic infrastructure, with focus on electricity supply, conditions of 

room (dust, heat), and stock storage 

• Requires access to and training in quality control / assurance options 

• Requires training of staff, if not familiar with device or sample preparation 

• Requires access to Xpert technicians for maintenance / replacements 

• Extended warranty was useful, especially with high number of module 

replacements 



Egypt-Case Finding Strategies to Reach Children 
and Adolescents 

Professor Manal H El-Sayed 
Chair of Pediatric Department 
Director of the Clinical Research Center 
Faculty of Medicine 
Ain Shams University, Cairo, Egypt 
 



The global estimate for viremic prevalence 
in the pediatric population aged 0–18 years 
was 0.13% 
This corresponds to 3.26 million (2.07–3.90) 
children with HCV in 2018 

An estimated 14 860000 (95% uncertainty interval [UI] 9 667 000–
18282000) women aged 15–49 years had HCV infection worldwide 
in 2019, corresponding to a viraemic prevalence of 0·78% (95% UI 
0·62–0·86 

 
~ 2.3 billion children below 18 yrs today make up 24 % of the world’s population in 2019 

 



An average ~ 250,000 
more are estimated in 
other North African 
countries: Egypt, Libya 
Algeria, Tunisia and 
Morocco. In addition 
to Sudan, Somalia and 
Djibouti considered as 
part of the WHO 
EMRO region 
 

 
 

Schmelzer J et al; Lancet Gastro 
Hepatol 2020. S2468-1253(19)30385-1.   



 
 • Each phase included: Urban, Rural, Frontier, Delta and Upper Egypt Governorates 

• Phase 1: 2 months, 9 Governorates 

• Phase 2: 3 months, 11 Governorates  

• Phase 3: 2 months, 7 Governorates  

100 Million Healthy Lives Initiative 

Website Operational 
School Program 

1st December 2018 

• Targeted high school students: ~10 million 
(achieved until 2021) 

• Teams: 380 (team of physician, nurse and 
data entry clerk- 1140 trained)   

• Physicians trained on treatment protocol: 50   



Ethical Considerations and Key Success Factors 

• Voluntary participation 

• Privacy 

• Confidentiality (to avoid stigma) 

• Parental Consent 

• Campaign plan and consent were 
approved by the National Council 
for Childhood and Motherhood 
(NCCM) 

 





WHO representative auditing the school screening program 



Lessons Learned 
• How to overcome service delivery issues in adolescents including consents, 

confidentiality and access to diagnosis and treatment 

• Schools (both public and private) could be a platform for children and adolescents 
offering awareness and HCV testing in populations with high prevalence rates 

• Providers critical role:  

-Advocacy 

-Awareness 

-Removal of stigma and discriminations 

-Access to diagnostics and medicine 

•  Testing and treating children and adolescents should be part of national 
programs offering access to diagnosis and care to adult populations to achieve 
HCV elimination 
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