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Global burden of Hepatitis C Virus

Some of the fast tract cities in the different WHO regions have the highest burden of Hepatitis C

Prevalence of Hepatitis C virus infection by WHO Region, 2019

REGION OF THE AMERICAS EUROPEAN REGION
4,790,643 12,498 823
(4,106 265 - 5 490,195) (9,999,059 - 13,748,706)

" -
)’._I! ’
- . o

-~

GLOSA

WESTERN PACIFIC REGION

9,527,064
(8,166,065 - 13,591,628

SOUTH-EAST
ASIAREGION

10,009,731

57,801,076
46 /4 ) 88 "“ 831 "1"i
EASTERN
AFRICAN RECION MEDITERRANEAN

RECION

WHO RECIONS Saan WO 202 9,189,134

- (5,960,634 - 14718 614) 11,775,680

= (9,727,735 - 12,053 248)

=

T

=

Viral Hepatitis
New data on incidence, prevalence

* 3.0 million new HCV & HBV
infections

* 1.1 million HCV & HBV deaths with
initial signs of HCV declines
(290,000 deaths)

* Achieved <5 yr HepB prevalence
SDG 2020 targets and GHSS goals
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Global agenda: Elimination of viral hepatitis as a
public health threat by 2030 -

= = - = | d y
- - v Z= 1 a2
= o — — - - _T— =
M Sa B3 il caad \
— == =
—
= =

jo—

F7E

Changes in impact
2020-2030
HCV incidence (all)

* new HCV cases from
1.5 million to 170K
HCV incidence (PWID)

e 8/100to 2/100
HCV deaths
e 290K deaths to 140k
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Global Collaboration for viral hepatitis elimination
an important role in every strategic direction of GHSS 2020-2030

. * Engage communities and civil society,
irections iti _, . . .
vith e N including key and affected populations, and
* pecitic infections strategy e support their self-empowerment and pivotal
actions U | role in advocacy, service delivery and policy-
1. Deliver high-quality, evidence-based, people-centred services ]
making,
2. Optimize systems, sectors and partnerships for impact . . .
* including to ensure that HCV services are
3. Generate and use data to drive decisions for action CUItura”y approprlate and I’eSpOHSIve tO
4. Engage empowered communities and civil society —< Commun|ty nGEdS,
5. Foster Innovations for impact * and to address stigma and discrimination
. . "y . e and tackle social and structural barriers.
https://www.who.int/teams/global-hiv-hepatitis-and-stis-

programmes/strategies Actions from the WHO GHSS 2022-2030



https://www.who.int/teams/global-hiv-hepatitis-and-stis-programmes/strategies

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

.:_. Key enablers
1. Awvailability of simplified
g o HEPATTE norms and standards
& h 2. Quality-assured product
E HE 30 i options
i . — s 3. Affordabilityin different
| & v
i b country contexts
P T ﬂ - e - 4. Equity in access for all
. | populationsin need
. P P e 5. Efficiencyin delivery
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I e ¥ '5°"' Political commitmentis central
E_EEE n o to providing the enabling
— e — i B f;'“mfu*; e ',;':fl environment and unlocking
R U —————— = e - hmeriza Regicn domestic and international
R R - - ’ B Feiernageol hapatiis Cinfensd persons dagrosed 1 e 2009 financing
T e v 0 ¥ Frremageal hapatfe C infectad parsons lesled toasd 7019
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L HEW el gl A L N o
& Tresireni 5 clagrewe i Al e '-: !\:l:- . . . . .
———— - * In 2019, 58 million with chronic HCV infection,
. 90% of those infected di d (2030) 1.5 million new infections, 290,000 deaths
o 0T Inose niected diaghose + 21% of 58 million diagnosed and 13%
+ 80% of those diagnosed treated (2030) treated (9.4m treated 2015-2019)
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New WHO strategy and guidelines 2021 and 2022 provide key shifts and radical simplification of the
care pathway to support these enablers and overcome barriers



WHO guidelines
Evolution in Hepatitis C testing and dlagnostlc recommendatlons

Recommendation in 2017 testing recommendation

Who to test?

How to test?

Confirmation
of HCV
viraemia

Promoting
uptake and
linkage

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 22% or 25% 2021 and 2022 Updates
(intermediate/high) HBsAg or HCV Ab prevalence. How to test - serologic
A single serological assay (EIA or RDT) that meets ¢ 2021 HCV self-testing
minimum performance standards with prompt NAT testing guideline

+ linkage to care
Use of POC HCV RNA NAT

Lab-based Nucleic acid testing (NAT) (quantitative or ) _ _
==p ¢ For detection of viraemia

gualitative RNA) or core HCV antigen assay, with

comparable clinical sensitivity * Fortest of cure

Use of DBS specimens for virology * serology Linkage to care o000
On-site or immediate RDT testing + same day results - Dried blood spots (HCV
Trained peer and lay health workers —>  serology and virology)

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

manafacturers protocols

Reflex viral load
{7 World Health

h ’%é};’ Organization



WHO recommendation on HCV self-testing (2021)
Hepatitis C virus (HCV) self-testing should be offered

as an additional approach to HCV testing services “E"“J'E{'?.&!'ﬁﬂg
(strong recommendation, moderate-certainty evidence)

:
-
E:

d Product pipeline

Remarks
L No SRA approved product yet
 Communities, including networks of key and vulnerable populations U Promising prototypes for oral and
and peer-led organizations, need to be meaningfully and effectively blood based HCVST
engaged in developing, adapting, implementing and monitoring HCV LTSS published in Q1 2021
self-testing programmes O Assessment phase of Global Fund
. 3 n . . : ERPD Round 18 underway -
HCV self .testlr.wg negds to bg folloyved byillnkage .to approprlate post outcome Oct/Nov
test services, including confirmation of viraemic infection, treatment, o
O No PQ submission yet

care and referral services, according to national standards.
* ltis desirable to adapt HCV self-testing service delivery and support

options to the national and local context, which includes community U Georgia, Pakistan and Malaysia —
FIND piloting distribution models
preferences.

(J Pilot projects

Recommendations and guidance on hepatitis C virus self-testing [Internet]. Geneva: World Health Organization; 2021 Jul. Web Annex D, Values and
preferences on hepatitis C virus self-testing. Available from: https://www.ncbi.nlm.nih.gov/books/NBK572741/

772N World Health
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https://apps.who.int/iris/rest/bitstreams/1356715/retrieve



https://www.ncbi.nlm.nih.gov/books/NBK572741/
https://apps.who.int/iris/rest/bitstreams/1356715/retrieve

New WHO recommendations on
HCV diagnostics and service
delivery (2022)

* Provide radical simplification of the care
pathway for HCV to overcome barriers to
uptake

* Based on scientific evidence from multiple
studies and systematic reviews, global and
community collaboration for evidence
generation, implementation studies, lessons
learned from successful pilots and scale-up

e Can be implemented at primary care, harm
reduction sites, prisons and HIV/ART clinics
as well as community-based organizations
and outreach services.

https://apps.who.int/iris/rest/bitstreams/1437827/
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New WHO Guidance on HCV simplified @) e

service delivery, diagnostic innovations
and treatment of adolescents and children

3] ANA testing uptake

R

[AUCR

— Nk

HiN1g
19818
1%0012)
LR
0 1)
151212)
0915
L5118

ifwaow who ¥ publicatorsiteny9783240062710  Mipa:fwww who il publ:atiors Uilem 9783240052697

rrrrrr L2018 —_— 148 (1,05, 2,000
uuuuuuuuu 1.05 (0.83, 1.18)

veral (l-equared = 98.5%. p = 0.000) 1.47 (0.81, 2.67)

NOTE: Waights are fram random efiects anatysis




WHO recommendation on HCV Service
delivery (2022)-summary

Laboratory diagnostics

HCV point-of-care  an alternative approach to Additional benefits & consideration
(POC) viral load laboratory-based HCV RNA * lower levels of health facilities near
RNA testing: NAT assays to diagnose HCV where patient is receiving care,
Conditional/moderate viracmic infection. * Strategic choice, enhances

opportunity for integration
 Placement at harm reduction sites

assays with comparable limit of to facilitate “one-stop-shops” ,
detection to laboratory-based reduces needs for multiple clinic
assays can be used as an VISIts
alternative approach as test of * Suited to urban responses and
cure shown to be acceptable and
' feasible

Reflex HCV viral as an additional key strategy to

load testing promote linkage to care and
treatment.

https://apps.who.int/iris/rest/bitstreams/1437827/



WHO recommendation on HCV
diagnostics(2022)-summary

Service Delivery

Decentralization*

Integration

Task-sharing

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.

with existing care services at peripheral health
facilities.

These may include primary care, harm
reduction (needle and syringe programme
(NSP)/opioid agonist maintenance therapy (OAMT)
sites), prison and HIV/ART services

delivery by trained non-specialist doctors and
nurses to expand access to diagnosis, care and

treatment

Requires training and ongoing mentorship, well defined roles &
responsibilities, referral to tertiary sites for more complex cases and an
appropriate regulatory framework

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

Additional benefits &
considerations:

Service adaptation for different
countries and context and suited
to urban responses.

Suitable for standardized
algorithms, differentiated care
strategy, community
engagement and peer support,
efficient procurement, supply
management and data systems,
strengthening linkage and
referral systems.



Evidence review & rationale for recommendations

Use of HCV POC RNA assay Use of Reflex viral load testing Decentralization, Integration &

task shifting

45 studies comprising 27 364 persons - 51 studies (32 used laboratory-

(49%) LMICs) compared POC HCV RNA based reflex testing, and 19 used 142 studies from 33 countries
assays on site with Lab-based assays. clinic-based reflex sample (14%) LMICs) compared full
Better outcomes for POC assays: collection) decentralization/integration vs.
. partial decentralization or none,
(18.5 (RR 1.35 (95%Cl: and task-sharing to non-
days [95% CI: 14-53]) vs (67 days [50- 1.16-1.58) and improved specialists.
67]) (RR of 1.47 (95% ClI:
(RR 1.11 0.81-2.67).
[0.89-1.38] and (RR

among people who
inject drugs and prisoners for
full decentralization/integration.

1.32 [1.06-1.64]

(99% [98-99%] and 99% [99—
100%) across all settings, populations,
assays and specimen types

Percentage (%)
20 40 60 80 100
1 1 1 1 1

across all

Multi-cohort analysis of 5973 cases of populations and in all settings

detectable viraemia at SVR12.

https://apps.who.int/iris/rest/bitstreams/1437827/



Community values and preferences for HCV
testing and treatment

Results — preferred testing location* (n=184)

Other (n=10) -

HIV clinic (n=9) -

No preference (n=12) -

Pharmacy (n=20) -

Sexual and reproductive health clinics (n=26) =

Drug user support center (n=42) -

Laboratory (n=54) -

Primary care (GP) clinic (n=58) -

Preferred testing location (n=184)

Hospital (n=60) -

Place of my choice, using a self-test (n=62) -

Community-based organization center (n=75) -

World Hepatitis Alliance, 2021/2022
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“l 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.

- World Health
Hepatitis &JS @ :ﬁ Organization

*a maximum of three choices was possible



Community values and preferences for HCV testing

and treatment
Results — preferred treatment location* (n=175)

No preference (n=8)- [ It needs to be somewhere
that | feel comfortable and
otner n=11)- [N not face negative attitudes

tiv ctinic (n=14) - [ - Participant from the UK who
identified with people who inject

Sexual and reproductive health clinics (n=18) - - dl’UgS

Drug user support center (n=36)- [T
General practitioner's cabinet (n=50) - ([ NN
Hospital (n=63) - [
Community-based organization center (n=3)- [N
Same site as testing site (n=55) - [ World _Q & Y, World Health
PXUS

Hepatitis Y =G
o 0 20 40 Alliance ¥ Organization
World Hepatitis Alliance, 2021/2022 Percent (%) *a maximum of three choices was possible

Preferred treatment location (n=175)




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%) HAVE YOUR

. : VOICE HEARD!
* continued follow-up from testing to treatment (32%)

World
Hepatitis
Alliance

| struggle to do doc
appointments so the less
places and times | have to

go the better and more
likely that | get them done

— Respondent XXXX

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

— Respondent XXXX

NNNNNNNNNNNNNNNNNN




Service delivery: Research/Evidence Generation with
Partners
GeneXpert

Mmlvitt(_e‘_‘gmﬂary tube o chine

 Lapto_

Finger-prick Single-use test
cartridge GeneXpert
A Georgls: N\o* ) inats, Manipur:  CArtriage
Seftings: | Seftings:
+Harm Reduction Sites +Integrated Care Centers for ARV
. senvicas in PWIDs
NaﬂaBIRefweeLa:aumy :
«Decentraltzation of testing * Decentratization of HCV care at
« Comparison study cAg as test of cure
« Simpiification of testing algorhm
*Intagration of HCV VL I existing / 'gmf \.
= . +Drug Treatment Center and
o . community-based clinic
- * National Reference Laboratories
/ testing (RDTs and POC)
. * Integration of s
llldl.l’nllj-ﬁ. In decentrailzed settings HOV ac ; VL Sample Total Time
» Secondary and primary faclities \'W” mondensﬂngpolva\l :“EE";“E collection and RNA Sample
Activities: JNd =aMmpie "
.Agrmmmdﬂcvma g / collection VL nn"::::::‘:n e re ::::!:; e
: \ ‘{ ‘ L’
/ Malaysia g
: Seftings:
| »Secondary and primary faclities to
Seftings: | support DNDI phase 3 trial and
+Primary faciiities and district hospitais . MOH NHP
Activities: * National Reference Laboratory
* Hub-spoke mocel with decentralized [ Actvities:
screening and centrallzed - *Hub-spoke moded with

e gecentralized screening and
p O — - centralized confirmation /’




Next steps

* Operationalize Global strategy (linked GHSS 2022-
2030) and optimize strategic shifts towards
elimination

e Country adoption and implementation of simplified
HCV guidelines to accelerate progress

* Technical assistance & operational support for
country implementation

e Collaboration with funders, MOH, civil societies and
other stakeholders to strengthen advocacy, policy
programme implementation and validation of
elimination




Take home points

1. High global HCV burden with significant regional
variation

2. Adoption of a public health approach and proposed
new strategic shifts can transform the global
response to viral hepatitis elimination

3. New recommendations for HCV diagnosis and
treatment promote radical simplification and
person-centered care

4. Important role of collaboration- with countries,
communities, civil society and other stakeholder

gh World Health
WY Organization



Thank you

)A‘SEVILLA

FAST-TRACK CITIES 2022

Acknowledgements
WHO- Global Hepatitis Programme
WHO- Strategic information and analysis (HHS)
Regional Offices, Partner, WHA, Other collaborations-

) World Heafth
30 Yy Organization

‘“5"

V
Vi
N/
o



