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A Looking at two viral hepatitis studies published in 2017:
)4
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Restrictions for
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free _direct acting_antivi_ral | Monitoring European policy
therapies for HCV infection in responses to viral hepatitis
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A| WHO Global Health Sector
R Strategy on Viral Hepatitis
201671 2021

I
S

oz 28 May 2016: The first of
its kind, WHO publishes a
: global strategy aiming for
elimination of viral
hepatitis as a major public

= health threat by 2030

Source: WHO Global Health Sector Strategy on viral hepatitis. Available at: http://apps.who.int/gb/ebwha/pdf_files/WHAG69/A69_32-en.pdf?ua=1(Accessed Aug 2016)
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| A

National plan to treat all
HCV patients according
to Icelandic guidelines
over 3 years

Prioritisation of active
PWID and patients with
moderate-to-severe fibrosis

Jan to Dec 2016, 1/3 of the
HCV population were
treated

Georgia

e

o

eorgia HCV Elimination
Program

~

Prioritisation of patients
with advanced liver disease

April 2015 to April 2016,
8448 people treated, a
400% increase in the
number patients treated

over the previous 4 yearsj

Some countries may achieve the WH
S| targets by or even before 2030

v

\_

/Public health policy \

Access for all to highly
effective HCV treatment
was made a priority

March to July 2016,

11% (26,360 patients) of
the HCV population were
treated

/

SourcesGottfredssonF, et al. HIV and Hepatitis Nordic Conference 2016; Abstract@@jliaL, et al. MMWR 2016;65:1182; Monitoring hepatitis C treatment
uptake in Australia. Issue #5, September 2016. Available at: Kifmy.unsw.edu.alsites/default/files/hiv/attachment/Kirby HepC_Newsletter_Issue5_ 2.pdf

(accessedanuary 201y
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| Al Eliminating HCV requires national plans
S R -

A viral hepatitis resolution
approved by the World Health|
Assembly in 2014 called @t
countries to develop and
implement national strategies
for preventing, diagnosing
and treating viral hepatitis.
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| A| Background on policy implications for
SR restrictions on treatment of PWID

A Many countries have developed national
hepatitisplansé but ar e t hey ?co
Do they cover treatment, for ex?

A Interferon-free HCV DAAs have cure rates of
>90%, fewer side-effects & shorter treatment
duration s

Regional Action Plan for

..............
2222222222222222

A List price of DAA therapies has led
governments to place restrictions on
reimbursement criteria

A Universal HCV DAA coverage = immense
challenges

A Prior evidence on reimbursement restrictions:
I Marshall et al. 2016 (Canada)
I Barua et al. 2015 (US)
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| A Aims
SR nﬁgu fﬁﬂrOORE

A _Tc; rei:view Eche a[\;%\ikl?l’il”ty of A To review European national policie:
interferon-free erapy with regards to:
among EU/EEA countries and th regards to

awareness & engagement,
monitoring & data collection,

Switzerland

T sofosbuvir + ribavirin (Sovaldi®)
T sofosbuvir/ledipasvir + ribavirin

(Harvoni®) preve ntion .
| sofosbuvir/velpatasvir + ribavirin . . .
(Epclusa®) testing & diagnosis,

| ombitasvir/paritaprevir/ritonavir +
dasabuvir + ribavirin (Viekirax®)

clinical assessment,

To To To To Do Do

| E:thé%z\{:g?@r)azoprevw + ribavirin treatment.
| ?Sfaoks"t?]li\g(g; daclatasvir + ribavirin A ¢ 2 A y- F2NY S FF2 N\Ifl 3
T sofosbuvir + simeprevir + ribavirin implementation of the WHO GHSS on
A T . : L viral hepatitis from 2016
0 review national criteria for
interferon-free DAA therapy A To engage European patient groups ir
reimbursement among EU/EEA monitoring of viral hepatitis policy

countries and Switzerland

Source: Marshall, AD et al. Restrictions for reimbursement of ] )
interferon-free direct acting antiviral therapies for HCV infection in Source: Lazarus et al. The 2016 Hep-CORE Report:

Europe. Poster presented at The International Liver Congress. 19-23 gtg);ng;/vn.elpa.etj/ ZI;eDS/ dggaluéth;zng s/ldo/og;r;;rété/ Hgfp i
April 2017. Amsterdam, The Netherlands. _fufl_report_c1Decs0.15_Final 0ob.p

response
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A Methods in brief
)4

|
S
(RO Hep-CORE

A Primary outcomes A Prospective crossectional

§ . . study

i Minimum fibrosis stage _ _ _
required A 39item questionnaire

i Drug and alcohol A Administered to 25 European
restrictions countries, 24European Liver

i Prescriber-type tFUASYUuaQEUPEa2Z2OA
restrictions member patient organizations

T HIV co-infection A Questionnaire items on
restrictions treatment asked about clinical

guidelines, availability, cost,
treatment settings, and
restrictions on treatment access

A Data collection (Nov
2016 7 July 2017)

I National experts,

Ministry of Health A ?Ongtnzeogl(%ta collectioyul 2016
websites; online drug A ELBA mEThET SEE
formularies
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A Reimbursement of DAAS
)4

Table 1. Reimbursement of interferdree DAAs for HCV infection in

"(.'\\ Europe

INHSU e

I
S

o m 8
2 8 S » s S
Q = 2 g o 5
u m m o N g
+ g t + Py 2
g + H g I+ "
< 3 3 < & o
A The mostommon " i
. Austria YES YES YES YES YES YES
Belgium YES YES YES YES YES YES
DAAreimbursedwas s = s o
Croatia YES YES YES YES YES NO
Cyprus YES YES YES YES YES NO
O Czech Republic YES YES YES YES YES YES
r O Denmark YES YES YES YES YES YES
- England YES YES YES YES YES YES!
Estonia NO NO NO YES! YES! NO
Finland YES YES YES NO YES NO
France YES YES YES YES YES YES
Germany YES YES YES YES YES YES
Greece YES YES YES YES YES YES
Hungary NO YES NO YES NO NO
Iceland YES YES YES YES YES YES
Ireland NO YES YES YES YES YES
Italy YES YES YES YES YES YES
Latvia NO NO NO YESA YESA NO
Liechtenstein YES YES YES YES YESH YES
Lithuania NO NO NO YES YES' NO
Luxembourg YES NES] YES MES] YES YES
Malta YES YES NO NO NO NO
Netherlands YES YES YES YES YES YES
N. Ireland YES YES YES YES YES YES
Norway YES YES YES YES YES YES
Poland YES YES NO YES YES NO
Portugal YES YES YES YES YES YES
Romania NO NO NO YES NO NO
Scotland YES YES YES YES YES YESA
Slovakia YES YES NO YES NO NO
Slovenia YES YES YES YES YES NO
Spain YES YES YES YES YES YES
Sweden YES* YES* YES YES YES YES*
Switzerland YES YES YES YES YESH YES
Wales YES YES YES YES YES YESA

Source: Marshall, AD et al. Restrictions for reimbursement of interferon-free direct acting antiviral therapies for HCV infection in Europe. Poster
presented at The International Liver Congress. 19-23 April 2017. Amsterdam, The Netherlands.
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| A| DAAs available to all patients Hep-CORE
SX| diagnosed with HCV?

A 64% (n=25) of patient groups surveyed reporéadess in their country to all
below DAA therapies

A 16% of groups reported no DAAs (though this has changed sine20h@),
and the remaining 20% reported varying availability

Patient groups reporting HCV treatment available to all HCV
diagnosed patients in their country by drug

Daclatasvir | |
Dasabuvir | |
Ledipasvir/Sofosbuvir [ ——_— |
Not
Ombitasvir/ Paritaprevir/ Ritonavir [ — | avalable
Sofosbuvir |
None of the above | | | | |

0 5 10 15 20 25
NUMBER OF COUNTRIES REPORTING HCV DRUG AVAILABILITY (N=25)

m Available

HCV DRUGS AVAILABLE FOR ALL HCV
DIAGNOSED PATIENTS

Source: The 2016 Hep-CORE Report: http://www.elpa.eu/sites/default/files/documents/Hep-CORE_full_report_21Dec2016_Final%5B2%5D.pdf
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| | A| Minimum fibrosis stage required for
SR DAA reimbursement

O No restriction

INH e
mF3

mF4
O Other

57% (n=20) of countries
NEIlj dZA NB R SOAF

tage restrictions based on HCV genotype
bFibrosis stage is included in a point system for prioritisation of DAA therapy
is stag

e restrictions based on HCV genotypdl2&B polymorphism

Source: Marshall, AD et al. 2017.
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| | A| Drug/alcohol restrictions for DAA|N'|’_’|;\}U
S&| reimbursement

>

O Prioritised
@ No

B Yes

O Other

83% (n=29) of countries
had no drug or alcohol
use restrictions

Liechtenstein:
Prioritised

Source: Marshall, AD et al. 2017.
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| Al HIV/HCV canfection restrictions ‘|:N”|-|i SU
S| for DAAS

»

O Prioritised
M Eligible
O Other

97%(n=34)of countries hac
no additional restrictions fo
HI\MHCV canfection

Liechtenstein:
Prioritised

Source: Marshall, AD et al. 2017.
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éﬁ\ Restrictions on access to DAHEP-CORE

A 88% (n=25) of patient groups surveyed reporseane level of restrictions on access to DAAS in
their country

A 72% cited fibrosis level (unspecified level), second only to restriction on people currently injectil
drugs (13 patient groups, 48%)

9 Restrictionson accesdo direct-actingantivirals for the

T treatment of HCV

kY

o

0 e 18

o

= % 15 13

35

o X 10 8 8

47 .

= 1 1
2, H B -

None Fibrosis level People currently People who  Alcohol use Quotas Past or present Other People who Do not know
injecting drugs have abstained drug users only injected drugs in
from injecting if receiving OST the past
drugs for a

specified time
TYPE OF RESTRICTION

Source: The 2016 Hep-CORE Report: http://www.elpa.eu/sites/default/files/documents/Hep-CORE_full_report_21Dec2016_Final%5B2%5D.pdf
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|IA|
SR

94% (=33)of countries
required specialists to
prescribe DAAherapy

Source: Marshall, AD et al. 2017.

Specialist restrictions for DAA
prescription

AR
INHSU

»

O No restriction
B Specialist only

Liechtenstein:
Specialist only

Malta: Specialist - IR O
only S o7
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| A| Licensingequirements for DAA  HercQBE
S| prescription

A 24% (n=25) of patient groups surveyed reportedt non-specialists are able to
prescribe DAAs to HCV patients in their country and in only two cases were they |

A The majority (64%) require at least a gastroenterologist

Licensing requirements for prescribing direatting

O]
Z
T antivirals to HCV patients
o
o~
N %20
Lu ~—
T 16
|_
E =15
=g
O =
o H 9
xr 10
C 2 6
o 3
W S
m
S 1
2 0 —
Hepatologists Infectious disease GastroenterologistsHIV/AIDS physicians  Internists General Other

physicians practitioners/primary

LICENSED TO PRESCRIBE DAAS care physicians

Source: The 2016 Hep-CORE Report: http://www.elpa.eu/sites/default/files/documents/Hep-CORE_full_report_21Dec2016_Final%5B2%5D.pdf
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> >

Expanding prescriber base

In countries without prescriber restrictions, such as Australia, general
practitioners and norspecialists have greater access to reach patients in
need of treatment

5-15% of individuals initiating DAAs had treatment prescribed by a GP

100% Other
prescribers
90%
General
80% - Practitioners
/0% . Supervised
Medical Officers
60%

50%

40%
30%
20%

10%

0%
March

. Sexual Health

Specialists
General Medicine
Physicians

Infectious Diseases
Physicians

. Gastroenterclogists

Supervised Medical Officers
included interns, temporary
resident doctors, and nen
vocationally registered
doctors

April May June July August September

Figure 5: Prescriber distribution in each month for individuals initiating DAA treatment
during March to September 2016 in Australia

Source: Hajarizadeh B, Grebely J, Matthews GV, Martinello M, Dore GJ. The path towards hepatitis C elimination in Australia following
universal access to interferon-free treatments. Poster to be presented at: International Liver Congress. 2017; Amsterdam, Netherlands.
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