From data collection to recommendation
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Outline

The Global Hepatitis Strategy towards elimination

WHO guidelines and recommendations
= Hepatitis B, C and testing
= Higher risk populations
* How do they differ from other guidelines?

Next steps and priorities for implementation and
scale-up

The critical role of civil society



What has WHO been doing in viral hepatitis?

v First ever global health sector strategy and
regional action plans adopted

A global movement to
eliminate viral hepatitis by

v Normative and policy work: Hep B and C treatm 20%0

#NOhep

and Hepatitis testing guidelines, safe injection —
policy; surveillance guidelines

Eliminating Viral Hepatitis Together

v" Country support for policy uptake and 00000

implementation

v Supporting access to affordable medicines (Banf
C) — price reporting, pre-qualification; patent
landscape; access approaches for countries (Hep
Access Report)

v Strategic info: global reports, surveillance guidance

v" Global convener - World Hepatitis Summit;
Regional conferences



Champion HCV countries:
Over 1 million people treated with DAAs

GLOBAL REPORT ON ACCESS
T0 HEPATITIS C TREATMENT
FOCUS ON OVERCOMNG BARSIERS

QCORER 2006

4
1 Ukraine Georgia

Towards elimination 320in2015 49300in 2016

of hepatitis r
Australia, France and

Portugal: universal
access to HCV Rx;
prisoners +PWID
priority in Australia

Georgia: HCV
elimination programme

(20 000 treated per
year)

2016
China 200 100
Mongolia 5600
Viet Nam 4500
Cambodia 800

Lao PDR 200

Morocco: goal of HCV 5

s India ]
free in 2030  Brazil
Y 7460 Rwanda { Pakistan \
W 1./5% —-<Z2.5% in 2015 120 in 2015 82 000 in 2016 4
W 25%+ - o - /

WHO “HCV Rarriers Renort’”’ October 2016




The first Global
Hepatitis Strategy
and elimination

Targets

Towards elimination of hepatitis B
and C by 2030




First global strategy on viral hepatitis:
2016-2021

Vision “A world where viral hepatitis transmission is
VIRAL HEPATITIS stopped and everyone has access to safe, affordable and
- effective treatment and care”

«
. s 3 Goal: Eliminate viral hepatitis as a major public health
’ threat by 2030

= |dentifies priorities and sets global targets for a
coordinated global response

= Hepatitis in context of new SDGs

\
T [ o - Health in all policies, Integration
m H ~;" . P 11 =] . ” :
ﬁ - = Setting Targets towards "Elimination” — Responding

= to SDG Target 3.3.
EE “# = Common framework with other disease strategies

— Universal Health Coverage, Sustainable Financing,
Public Health Approach



5 Strategic Directions to guide country responses

Elimination targets and milestones

The Global Hepatitis Strategy, 2016-2021

The three dimensions of UHC

Strategic
Direction 4:

Financing for

Strategy Implementation: Leadership, Partnership, Accountability, Monitoring &
Evaluation

7




Why are a strategy and targets important?

v" A powerful tool for mobilizing

resources and action Towards stronger national plans - for an

effective and coordinated response

v Promote development of
regional and national action
plans

v To set common targets for
countries —towards joint
accountability



Setting Targets for elimination...
Balancing Feasibility with Ambition

= Technically feasible by scaling up six key
interventions to high coverage

* Impact targets for HBV and HCV-incidence and
mortality by 2030

* Supported by Coverage targets for key

interventions
= HBV vaccination (including birthdose)
= Safeinjection practices + safe blood
= Harm reduction IDUs
= Safer sex (condom promotion)
= Hepatitis B treatment
= Hepatitis C cure

Set agenda to 2030 with milestones for 2020



irst ever%

global
hepatitis <

Set of Impact and Coverage targets
for elimination

target
6-10 million chronic HBV Technically feasible by scaling up six | /2
and HCV infections (in kevi . hieh
90% reduction
2030 2020 Baseline
e FORVIRAL HEPATITIS. 2015
NNNNNNNNNNNNN 90% 90% 81%
90% 50% 38%
4 90% 50% coverage 5%
1.4 million deaths (in 2015) to 4. Harm 300 200 20
65% reduction coverage) coverage)
i e oy 80% <1%
. 8 million
= B treated <1%
(5m HBV, 3m

HCV)




What did we hear from consultation?
Broad support with some concerns

Balance ambition with feasibility

Health systems vs vertical programmes;
Prominence to integration

Centralization vs decentralization

Sensitivities: key populations, harm
reduction, sexual and reproductive rights

Comprehensive prevention not just
biemedical solutions

Who will pay? - Guidance on health system
financing — transition to domestic funding and role
of private sector

Middle income countries require specific focus

Differentiation needed between global, regional
and country level strategies

Need for focus on how strategies will be
implemented/operationalized

Prioritize data strengthening, and other work
around “Know Your Epidemic” agenda



Key WHO hepatitis publications

Strategies and Action Plans o3

Progress Reports

Evidence-based Guidelines

Technical Updates and Briefs

Implementation Tools




Distinctive Features of WHO Guidelines

Feature WHO Guidelines Other Guidelines
* Low- and middle-income
: countries + High-income
Settings * Generalised/concentrated countries
epidemic settings
Target audience « National Program Managers * Treating clinicians
* The “public health approach” . |ndividualized
+ Simplified and standardized treatment
Approach
PP approaches . Multiple treatment
* Preferred regimens options
f:;;nn':rl‘?g:gaﬁ cee @?"‘—’B‘;RADE - Feasibility, equity, » Variable use of
i e end-user acceptability, evidence-based
approach resource use considered framework
Guidelines Committee -+ 50% LMICs, programme * Clinicians and

representation managers, civil society researchers HICs



The “Public health approach” and health equity

Lessons learnt from ARV scale-up:

The “public health approach” seeks to:

Simplified and standardized approaches to ensure
the widest possible access to high-quality services at
the population level

Strike a balance between implementing the best-
proven standard of care and what is feasible on a
large scale in resource-limited settings

Promotion of “health equity and human
rights” so that:

* Expanded access is fair and equitable

* Priority for treatment given to those most in
need

* |n environment free of stigma and
discrimination



1. Constitute Guideline Development

Group
S

2. Formulate questions (PICO format)

3. Conduct systematic reviews of data

@E‘

4. Evaluate quality of eviden

5. Formulate recommendations

6. Disseminate, Adapt, Evaluate

‘F ‘UI“VH’ ‘

Grading of Recommendation
Assessment, Development and

Evaluation
By outcome:

Quality of e High it
Evidence . Mlgde?;tael y
* Low
* Very low

I

Strong or Conditional
Strength of depends on:
Recommendation

* Quality of evidence

* Balance of benefits and
harms

®* Values and preferences

®* Resource use

Feasibility




(GRADE]  Key domains to consider
in formulating recommendations

. . WHO TO SCREEN?
12 Systematic reviews
} CE studies and
HOW TO TEST? (DIAGNOSTIC Costs anc Modelling

PERFORMANCE) Cost-
* RDTs vs. EIAs

Effectiveness
* 1vs2assays Diagnostic costs
* NAT (quant/qual) HCVcAg
* Dried Blood Spots

HOW TO OPTIMISE UPTAKE Acceptablllty
OF TESTING AND LINKAGE (Values and Feasibilit
TO CARE? Preferences)

Surveys of country and
implementing partners

Target Product Profiles experience

for diagnostics

Community and Health worker
Values and Preferences

T 3 2
E NI

PN

Lt
#Her*iCont ’J

" ‘;ii; o
estx*.

Innovation Contest ¥ [
- 64 contr&ions from
" 27 countri€s %



The GHP Trilogy of Normative Guidance

HCV (2014 +2016)
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@

sting (2017)

v
o

17



. 2017 guidelines UPDATE:
HCV Guide. ,_. e
Pan-genotypic regimens: (SOF-VEL in 2017

SOF-RAV 2018)

— ® “Treat All” — prioritisation criteria

Staging ® Second-line/salvage therapy ent of liver

Special situations — renal impairment: (GLE/
Treatment PIB) 1CV,

Paeds treatment (priority regimens and

Considerations formulations for development)

for prioritisation:

festations,

nsmission.
® MTCT - Use of DAAs in pregnant women

PATIENTS WITHOUT CIRRHOSIS

_ Daclatasvir / sofosbuvir Ledipasvir / sofosbuvir Sofosbuvir / ribavirin

Genotype 1 12 weeks 12 weeks*

Genotype 2 12 weeks

Genotype 3 12 weeks 24 weeks

Genotype 4 12 weeks 12 weeks

Genotype S 12 weeks

Genotype 6 12 weeks

PATIENTS WITH CIRRHOSIS

L1 — = =
sofosbuvir sofosbuvir / sofosbuvir sofosbuvir / ribavirin
ribavirin ribavirin

Genotype 1 24 weeks 12 weeks 24 weeks 12 weeks”

Genotype 2 16 weeks

Genotype 3 24 weeks

Genotype 4 24 weeks 12 weeks 24 weeks 12 weeks”

Genotype S 24 weeks 12 weeks®

Genotype 6 24 weeks 12 weeks”




HBV/HCV Prevention Guidance +

Activities in higher risk populations
—COnfirms need for scaling up harm reduction, and Inciudes New

recommendations:

1. Recommendations on HBV catch-up vaccination of
priority adult populations including MSM, SW,
Transgender people, people in prisons and PWID

® Consider rapid HBV vaccination regimens for PWID.
incentives Advocacy at key

= Combined HAV/HBV vaccination in HAV low ender  €vents

® UN partners, UNODC
2. Minimize HCV transmission through intensifi " GF - funding

reduction, incl. in closed settings treatment of HCV in

" OST for opioid dependent individuals, PWID

" NSPs, including low dead- space syringes ® Sessions at harm

" Prevention of sexual transmission in stimulant use reduction
conferences

3. +Prevention of sexual transmission in (young) B UNGASS 2016

ul‘llur‘l [ PP I [ [ (PR . S T



Large burden of undiagnosed 5::f:; ‘ Q =
and untreated hepatitis BandC ~ 7

Barriers to testing, linkage and treatment

Lack of awareness,
knowledge, understanding

Stigmatisation and
discrimination

Lack of testing and

Case selection treatment services

Rapid diagnostic tests
(varying quality, lack of
quality approved choice)

Treatment

Nucleic acid tests
Monitoring (Expensive, complex, limited
availability)

S X X XXX
S X XXX

Financial (Expensive tests/
Assess SVR treatments)



Hepatitis testing guideline recommendations (2 :

Topic | Recommencation |

- Who to test?

Focused testing for most affected populations, those with a clinica
suspicion of chronic viral hepatitis, family members/children, and sexual
partners (HBV), healthcare worker.

PWID, people in prisons, MSM, sex workers, HIV-infected, some migrant populations from high/
intermediate endemic countries, some indigenous populations, children of mothers with HBV/HCV

How to test?

Confirmation
of viraemia

Promoting
uptake and
linkage

General population testino" '_ .

S =22% or 25% (intermediate/
high) HBsAg or HCV Ah 6‘\0“ .

iad hirth coharts of older
‘Chapter 19)
)Jance

2 HCV

< serology
.esting with same day results

Clinician reminders + Testing as part of integrated services at single facility



Algorithms of diagnosis, treatment and monitoring

SUMMARY ALGORITHM FOR DIAGNOSIS, TREATMENT AND MONITORING' OF CHRONIC SUMMARY ALGORITHM FOR DIAGNOSIS, TREATMENT AND MONITORING'
HBV INFECTION OF CHRONIC HCV INFECTION

HEPATITIS B SURFACE ANTIGEN (HBsAg) ANTI-HCV ANTIBODY
Single RDT? or |aboratory-based Immunoassay” Single RDT or laboratory-based Immuncassay®

[ 1

Regort postive Report nagtve

| |

Compatitsa wi HEV infaction

I

ASSESSMENT OF STAGE OF LIVER DISEASE
{using clinical criteria® andlor non-invasive tests (NITs)
hip;udﬂﬁhmnébzwu
an

HBY DNA NUCLEIC ACID TEST (NAT)
(o further guide who o et and ot trea, # o evdence
o crrhazs)

J

DIES  FRICAIMING TREATMENT '
¢—'~ }—x 1. Increased dak of deadh (g sdvances fteods |
s ) FRESENCE OF CRESIS ) and crtom, pod dver taraplartation |

1 2 Rk of sccelersied Sbeoads log Vo FEINV

SEROLOGICAL
TESTING

SEROLOGICAL TESTING

CONFIRMATION OF WRAEM C

230 ear (e pardctar!
1

1
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T 1 drore
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* Teckvt o aelcavt
o Entecnds in chilher aged 311 pasrs

DETECTION OF HCC In persons with cirthosts or HCC famiy history tswsy § monts)

TREATMENT RESPONSE AND/OR fovary 12 monthed L
* Adwreecs ¥! mch wlt, ¥ or matvert
+ ALY, HEN DA md g, ASSESS OF CURE tsustanod wrological responss (SVR at 12 wooks (1. SVR12) after

* Sagegof ber i NTelag APRIIN m HOV FNA NAT (Qusitatve or 22t

ASSESSMENT FOR TREATMENT

TREATMENT
ASSESSMENT

MONITORING

MONITORING

TOXICITY MONITORING In persons on treatment mesciine and every 12 monthes
* Seul Rancion aret fak Boion b rnal defaxcion

EIEI'-I:I"? HCC i porsons with cimbosts (owery & months)




Key Messages - Service Delivery
Use health facility or community- based
testing services and opportunities

TESTING SITES

HEALTHCARE FACILITY
TESTING

TESTING APPROACHES

Routinely
offered

Focused
(Risk-based)

Primary care settings

Antenatal clinics

HIV clinics

T8 clinics

STl clinics

Drug treatment and harm
reduction services

Inpatient and outpatient hospital
settings

Paediatric and adolescent clinics

COMMUNITY-BASED

Mobile/outreach testing for
priority populations

Mobile/outreach for the general
population (for example young
people)

National testing
campaigns/camps

Testing of family members

Partner testing ( for all partners
of people with viral hepatitis)

Mass media and social media

Home-based/ door-to-door
testing

Workplace testing

School/educational institution
testing

Build on substantial existing lab and
diagnostics capacity, esp HIV/TB

.
=

U 23549 Modules in Low and Middle Income Countries

v "
Conrus

Make use of existing opportunities
for testing eg. HIV

Strategic use of focused testing in
health facilities

Moving testing into community



Assessing the response and guidelines uptake
(2016)

44 with National Viral Hepatitis Plans 24 with HBV + HCV treatment guidelines

24 LMICs with HBV/HCV treatment guidelines

AFRO (47)
EURO (53)
PAHO (47)
EMRO (23)
SEARO (11)

24 WPRO (27)

- O W W O =



Demonstration projects

=/ ACCESS ‘s “’* ’: Yy
e CAMPAIGN
5 V\orld He1|th
L. / FlND Organization

MSF UNITAID FIND-WHO UNITAID CHAI- DFID funded
funded funded - Potential countries:

. HCV treatment of « 7 countries: Myanmar, Myanmar, [naonesia,
India, Georgia, Vietnam, anD 2 Rwanda,
Cameroon, Malavss QA up{(\o“\ pia
Indonesi~ N\N\E RNT r drug and
RA ER pakist®™  sstic prices
rt countries to
— HCV programs

o Strategic Planning

1300 persons over
S years

 Use of new DAAS

« Service delivery
models

) e Lab System Strengthening
= : WHO gu idelines 9 Patient Service Delivery
e = T0 1 ¢ Guide mini === 0 e
= ‘ assurance == I"“"”"":’I ["-"]
R - T Em | 6 Supply Chain

e [(nwrroc |[ naroes | ewser |



Simplified Service Delivery Models

* Community engagement and

* Persons who inject e “Hub and
peer led services drugs spoke”
* Task-sharing * Prisoners * Training
* Integrated services e Sex workers curriculum
* Differentiated care e Adolescents and * Apps and
* Effective linkage to care children ECHO support

* Support for adherence/retention * Pregnant women
in care (HBV)




How to share best practice in viral
hepatitis testing and treatment?

Integrated patient care team at WHO has established some
excellent websites that have standardised an approach to
collating models of good practice.

Some sites are led and maintained by collaborating centres and
partners, and others by WHO HQ.

Could serve as a model for development of a hepatitis good
practice site | —

http://www.integratedcaredpeople.org/practiill Qi

http://www.integratedcare4people.org/communities/
integrated-people-centred-palliative-care/




—

e

-

- The Way Ahead: WHO Priorities

* Data to increase awareness, inform strategic choices and priority
setting:
— Strengthening surveillance — disease burden analysis
— Monitoring and evaluation of HCV/HBV treatment scale-up and outcomes

* Birth dose vaccination: Advocacy and support to countries in region
on introduction/expansion of birth dose of Hepatitis B

* National plans and guidelines: Development of tailored national
(integrated and costed) plans and guidelines

* Promoting affordability: Support countries in affordable access to
hepatitis medicines and diagnostics; shared costs with other
strategies eg. Harm reduction and HIV)

= Qptimize Service Delivery for reach and quality: A public health
annroach (simblification intecsration affordabilitv eauitable access)



AFR

Nigeria

Uganda

Cameroon
Ethiopia
Sierra Leone
South Africa
Tanzania

Zimbabwe

AMR EMR

Colombia
Mexico

Peru

Egypt
Pakistan

Morocco

EUR

Georgia

Kyrgyzstan

Ukraine

Uzbekistan

Hepatitis focus countries

India
Indonesia

Myanmar

DPR Korea
Nepal
Thailand

SEAR WPR

China
Mongolia

Vietnam

Cambodia
Philippines

{7 World Health

Y2 Organization




Civil Society-WHO partnership activities

Global policy report on the

Guidelines development prevenfion and confol o

viral hepatitis

Demonstration projects (FIND-
WHO UNITAID)

Social Media Innovation Contest
#HepTest

— To solicit descriptions of different
HBV/HCYV testing models to inform
WHO Testing Guidelines

— 64 contributions from 27 countries

Advocacy events CALL TO ACTION TO SCALE UP
— Promotion of World Hepatitis Day
— Global Hepatitis Policy Report ity
— Global Partners’ Meeting on

Hepatitis
+ Civil Society Reference Group
— W/Aarld Hanatitic Q~iitimmit




’( > World Hepatitis
\). Summit Worldplepatits (@) sideats  MINISTEY OF  aiilem

AO PAULO, BRAZIL 1-3 NOVEMBER 2ar .
R0 PAULY, SN www.worldhepatitissummit.org

A global hepatitis movement building

up...
from Glasgow.... ....to Sao Paulo

\\\«’//

# World Hepatitis | ;“55. B

Summit 2N17

\WorldJHepatitis

¢ %» World Health MINISTRY OF
A Ilance ¥

Organization HEALTH

SRAZILIAN GOVERMMIWY



