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Learning objective of the session:
ldentifying key elements of the global
landscape regarding access to hepatitis C
prevention, diagnosis and treatment




Outline of the presentation —

1. Global policies related to hepatitis C
2. The access challenge
3. The funding gap




PART 1: GLOBAL POLICIES RELATED
TO HEPATITIS C




World Health
Organization

The World Health Organization (WHQO) is a specialized
agency of the United Nations that is concerned with
International public health



WHO'’s role in public health

» providing leadership

» setting norms and standards

» providing technical support

Once a year, WHO member states meet during the World

Health Assembly to discuss and adopt strategic orientations
and policies

» WHO has also regional Committees



WHO and Hepatitis C

» May 2014 : World Health Assembly adopts a Resolution on viral
hepatitis that urges member states « to develop and implement
coordinated multisectoral national strategies for preventing,
diagnosing, and treating viral hepatitis based on the local
epidemiological context »

GUIDELINES FUR THE SCREENING,

» April 2014 : WHO Guidelines for the screening, CHRE D TRCKHEN 8 PERSOH

WITH CHRONIC HEPATITIS €
INFECTION

care and treatment of persons with hepatitis C s

infection (updated in April 2016)




» May 2016 : World Health Assembly adopts the Global Health Sector
Strategies for viral hepatitis, 2016-2021
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WHO Global Health Sector Strategies for
viral hepatitis, 2016-2021 (1/3)

TARGET AREA BASELINE 2015 2020 TARGETS 2030 TARGETS
Impact targets
Incidence: New cases of Between 6 and 10 million infections 30% reduction 90% reduction
chronic viral hepatitis are reduced to 0.9 milllon Infections
B virus infections, 80% decline in prevalence of HBsAg prevalence of HBsAg
hepatitis C virus infections) among children) among children)*
Mortality: Viral hepatitis B 1.4 million deaths reducedtoless 10% reduction 65% reduction

and Cdeaths

than 500000 by 2030 {65% for both
viral hepatitisBand C)




WHO Global Health Sector Strategies for
viral hepatitis, 2016-2021 (2/3)

TARGET AREA | BASELINE 2015 | 2020 TARGETS | 2030 TARGETS
Service coverage targets
Blood safety 39 countries do not routinely 95% of donations 100% of donations are
testall blood donations for screened in a quality- screened ina quality-
transfusion-transmissible infections | assured manner assured manner
89% of donations screenedina
quality-assured manner™
Safeinjections: percentageof | 5% 50% 20%
Iinjections administered with
safety-engineereddevicesin
and out of health facilities
Harm reduction: number of 20 200 300
sterile needies and syringes
provided per person who
Injects drugs per year
Viral hepatitisBand C <5% of chronic hepatitis infections 30% 20%
diagnosis dlagnosed
Viral hepatitisBand C <1% receiving treatment 5 miillion peopie will be B80% of eligible persons
treatment receiving hepatitisB with chronic hepatitis B
virus treatment virus infection treated
3 million people have 80% of eligible persons
recelved hepatitis C with chronic hepatitis C
virus treatment virus infection treated
(Both targets are
cumulative by 2020)




WHO Global Health Sector Strategies for
viral hepatitis, 2016-2021 (3/3)

Providing harm reduction services

A package of harm reduction services for people who
injoct drags can be highly effective in proventing the
transmission and acguisition of viral hepatitis A, B and C,
ax well an HIV and other blood-borne infections. Such a
package should be inegraed inro « comprehenaive sec of
wrvices for the prevention and management of substance
use doordens. WHO, UNODC and UNALDS have
dehined a set of iterventions and services that shoukd be
wchuded 1n 2 comprehensdve package for peaple wha injecr
drugs ™ Induded in the package are five intervention

areas thar will have prestess impact on hepasins epidemics.
seeile needle and syringe programmes, opsoid sbstiturion
therapy for opioad wers, ridk reduction communicarion,
hepatitis B vaccination, and teatmene of dironic

hepatiom ofection

The hepatitn C virus u more easily trunsmuissible than
HIV, thercfore harm reduction services should include
peovidon of all injecting paraphermalis, inchaling mizing
conainers and solutioms, This hepatitis straregy calls fora
major increase b provision of seerile acedlex and syringss
w peopke who imect drugy, from an extimated bascline of
20 ncedles and wyringes per person who injects drugs per
yeur 1o 204 by 2020 and 300 by 2030, Current cowerage
of these intervenesons i oo low 1o have 4 ssgnificant
impact on bepatitis epidemics. Ensuring safficient
coveruge of ather harm reducrion interventions

depends on avercoming legal and socictal harricrs

HARM REDUCTION

PRIORITY ACTIONS FOR COUNTRIES

PRIORITY ACTIONS FOR WHO

Imnpd a P package of harm
reduction services, where sppropriste, besed
o) e WHO pachage oF svclunce-basnd harm
TROUCHON e rvantons for pecol who riect
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Develop and update policles and guidance on
evdence-bated preventon and monagesreant
of el et B and C infecbon for peoply
whoinject drugs and 1or non- injocting drug
ybire incluting people wha wie cocane and
arpnetamen -Lype stimulanty

Address legal and institutional barriers 1 trw
Provisca of R reduc on sevites

Link hepatitis and harm reduction services 10
facAtate wiegrated prevention, restment and
Carn FOr pecps wio Lee o g

Prowvide advocacy and technical support
to countries to mobiltze commitment
o PEEOUTI 1O recorrmencied haem
reduction Fitervwritans




Pre\/ention, Care and Treatmeht of
Viral Hepatitis in the African Region:
Framework for Action, 2016-2020

AFRRCo12
3 Word Keath H dae 2015

Adopted by WHO Regional Committee for
e T Africa on 21st August 2016 to guide
e, Mlember States in the African Region to

- FRAMEWORK FOR ACTION, 2006-2020
Repert of the Secovtarim

e implement the Global Health Sector
S

SEEETEETSEEEEE Gtrategy on viral hepatitis.

sssmommonimeneh| "By 2020, all 47 countries of WHO AFRO
T e have developed national action plans for
e emsnae)  the prevention, care and treatment of viral
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http://www.afro.who.int/index.php?option=com_docman&task=doc_download&gid=10223&Itemid=2593



http://www.afro.who.int/en/sixty-sixth-session.html
http://www.afro.who.int/index.php?option=com_docman&task=doc_download&gid=10223&Itemid=2593

UN Sustainable Development Goals

On September 25th 2015, countries adopted a set of goals to end
poverty, protect the planet, and ensure prosperity for all as part of
a new sustainable development agenda.

T GOALS
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Each goal has specific targets to be achieved over the next 15 years.



http://www.un.org/ga/search/view_doc.asp?symbol=A/RES/70/1&Lang=E
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HOME ABOUT SECRETARY-GENERAL GOALS TAKE ACTION KEY DATES MEDIA WATCH AND LISTEN

Goal 3: Ensure healthy lives and promote well-being for all at all ages

Facts and figures Goal 3 targets Links

» By 2030, reduce the global maternal mortality ratio to less than 70 per 100,000 live births

» By 2030, end preventable deaths of newborns and children under 5 years of age, with all countries aiming to reduce neonatal mortality to at least
as low as 12 per 1,000 live births and under-5 mortality to at least as low as 25 per 1,000 live births

= |By 2030, end the epidemics of AIDS, tuberculosis, malaria and neglected tropical diseases and combat hepatitis, water-borne diseases and other
communicable diseases

* By 2030, reduce by one third premature mortality from non-communicable diseases through prevention and treatment and promote mental
health and well-being

= Strengthen the prevention and treatment of substance abuse, including narcotic drug abuse and harmful use of alcohol
s By 2020, halve the number of global deaths and injuries from road traffic accidents

* By 2030, ensure universal access to sexual and reproductive health-care services, including for family planning information and education, and the
integration of reproductive health into national strategies and programmes

» Achieve universal health coverage, including financial risk protection, access to quality essential health-care services and access to safe, effective,



Summary of the policies landscape

» Global dynamic to tackle hepatitis C epidemic
» Countries will start developing national action plans




PART 2: THE ACCESS CHALLENGE
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Globally, access to hepatitis C
treatment is very low

HCV treatment uptaks
The yEarly treaiment uptaks conesponos 1o the astimated number of aduits Tresied in ons B YSAr OVer the estumaiad numcee
of peiuits with chronic HCV in a dpedifc country

. 10% 5. 10% Y 2-5% ‘ < 1% ' No data
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Figure 6. Estimated number of people treated with SOF, SOF/LDV or SIM by region
(Q4 2013-Q4 2014)
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MNote: Sales of SOF and SIM in Q4 2013 represant less than 1.5% of their total sales over the period Q4 2014-04 2004,
See Annex 6 for sources and methodology used to prepare these estimates.

Source : UNITAID Report : HEPATITIS C MEDICINES Technology and Market Landscape — Update 2015



Access to medicine? | o

= 3 elements



1) Availability

» Registration is a national procedure of reviewing the
safety and efficacy of a new drug

» Certificate of Registration allows the drug to be legally
marketed in the Country

» In Kenya, drugs are registered by the Pharmacy and
Poisons Board (PPB)
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Registration status of Sovald|® and Daklinza® worldwide
_, High income countries
O Countries where Sovaldi® & Daklinza® are both registered O Countries where Sovaldi® is registered

fC:x Countries where Daklinza@® is registered

2016/08/22 | mapcrowd org




2) Affordability = price
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Price for 12-week treatment course (US$)

Figure 5. Prices of sofosbuvir in different countries. *Price in Brazil based on expert
opinion

Source : Hill A, Simmons B, Gotham D, Fortunak J. Rapid reductions in prices for generic sofosbuvir and daclatasvir to treat hepatitis C.
Journal of Virus Eradication 2016; 2: 28-31.




Generic sofosbuvir availability and India market pricing as of 30 January 2016

Marketing Company Brand Gilead Licensee | Manufacturer Printed price, Market price, —
name usp* usp*
1 Mylan Pharmaceuticals Sovaldi N/A Gilead Sciences $305 $305
Private Limited
2 Biocon Cimivir Yes Hetero Laboratories Limited | $307 $215
3 Dr Reddy's Laboratories Resof No Hetero Laboratories Limited | $308 $215
4 Abbott India Limited Viroclear MNo Hetero Laboratories Limited | $323 $192
5 Hetero Healthcare Limited Sofovir Yes Hetero Laboratories Limited | $299 $185
6 Zydus Heptiza SoviHep Yes Natco Pharma Limited $306 $185
7 Cipla Limited Hepcvir Yes Hetero Laboratories Limited | $306 $169
8 Mylan Pharmaceuticals MyHep Yes Natco Pharma Limited. $306 $163
Private Limited
9 Emcure Pharmaceuticals Spegra No Natco Pharma Limited $306 $154
Limited
10 | Ranbaxy Laboratories Sofab Yes Hetero Laboratories Limited | $306 $154
11 | Natco Pharma Limited el o~ ~L e Natco Pharma =
28 Tablets 4 PG = = [— B
12 | Strides Arcolab Limited Natco Pharma - > s - B,
13 | Aurobindo Pharma Sofosbuvir Tab! 7D || ¢ 9 - Siney
4 » T || edipasir 90 mg & / ' P g
14 | Laurus Laboratories 400 mg TED * | Sofostuyir 400 mg / | | Daclatasvir €0 mg 5}
o — | Table
75 | Sequent Sofovir TBD Tables / - |} l2blets
— | | s E o v e— Ledifos - ——— iy P
16 | Wockhardt Limited = Sdmwyzm Natco Pharma § |, - R ‘ § et | | T
= o I S T Yhaed o ] 1) [
*Printed prices were obtained fr. B = ed on community ) f"""‘”"“" 25 in n_mé'm i &
other locations and through oth 324 USD ne 28-pill bottl | = 517 USD ol 153 USD
Rupees). _ i
for 12 weeks* for 12 weeks for 12 weeks
TBD-to be determined; N/A-not & J . camc =

Source : TREATAsia, _ _ _ _
- hitp://www.amfar.orgfireatasia.himi * Lowest price available in India (mapCrowd)



http://www.amfar.org/treatasia.html
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Affordability issue also concerns diagnosis

LS
Charge virale : disponibilite et prix (en US$)

>1008 () 50$-100s () 255-508 () <25%
' Charge virale indisponible ' Pas de donnée

2016/08/22 | mapcrowd org



3) Quality

» Ensuring bioequivalence of
generic versions of DAAS

» In 2015 WHO expanded its
prequalification program to
HCV DAAs.

» No generic DAA prequalified
yet




» REDEMPTION-1 Study presented during International Liver
Congress 2016: cure rates in branded medicines treatment
and low-cost generic DAA treatment are very similar T

1007

%0 95%
(96/101) 90%
80~ (28/31)

Percentage SVR

GT1 GT2 GT3 GT4 GT5/6
Mote: Some small percentage loss of SVR is expected during the $VR4 to SYR12 period

REDEMPTION-1 DAA Trials for Hepatitis C presented at the International Liver Congress 2016



Summary of the policies landscape

» Quality generic versions of HCV DAAs are available, and
price are expected to further decrease,

But...

» DAAs are not yet registered in most LMICs
» Diagnosis test remains expensive




PART 3: THE FUNDING GAP




» Viral hepatitis, the « silent epidemic » originally suffers from a
lack of attention and funding —

» No specific donor institution funding work on hepatitis

» Context of constraint due to economical crisis in donors

contries
Number of deaths per diseases and per year 2010 WHO 2012 - Budget allocation compared to # of deaths
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Source : In Lozano et al, Global Burden of Disease Study 2010 Global and regional mortality from 235 causes of death for 20 age groups in 1990
and 2010: a systematic analysis for the Global Burden of Disease Study 2010, Lancet 2012
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» 2014 : UNITAID approved 2 grants to reduce barriers
preventing access to new treatment of hepatitis C in low- and
middle-income countries.

— MSF grant to screen, diagnose and treat patients living
with  HIV/HCV coinfection in India, Iran, Kenya,
Mozambique, Myanmar, and Ukraine to catalyse demand
for newly-available medicines.

» But...
— Only for people living with HIV/HCV coinfection
— UNITAID only finances « demonstration interventions »




(:) The Global Fund

To Fight AIDS, Tuberculosis and Malaria

» April 2015: Global Fund Board approves a new framework for
financing co-infections and co-morbidities of HIV/AIDS,
tuberculosis and malaria (GF/B33/11) allowing countries to
use some of their allocations to fund hepatitis C
Interventions

» Like UNITAID Global Fund is only considering hepatitis C
under the approach of HIV/HCV coinfection

» But a substantive part of the investments required to develop
access to HCV services (technical labs, training of physicians,
procurement chains, etc.) could be done with this funding?



Summary

» Limited international funding for hepatitis C. No specific
funding mechanism to finance hepatitis C services scale up

» WHO strategy recommends the scale up towards universal
health coverage. Need for increased public domestic
funding (tax revenues and allocation of a greater share of
government funds to health)

» Low- and lower middle-income countries will still rely on
external funding to expand their hepatitis responses



AGENCE FRANCAISE
A DEVELOPPEMENT

This presentation was produced with the financial support of the French
development agency (AFD — Agence Francaise de développement). The
ideas and opinions it contains are those of Médecins du Monde and do
not necessarily represent those of AFD.



