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Background

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

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

* Prior evidence on reimbursement restrictions:

> Marshall et al. 2016 (Canada)
> Barua et al. 2015 (US)

» Restrictions do not align with AASLD-IDSA, CASL or
EASL clinical guidelines
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Aims

+ To review the availability of interferon-free DAA therapy
among EU/EEA countries and Switzerland

sofosbuvir + ribavirin (Sovaldi®)
sofosbuvir/ledipasvir + ribavirin (Harvoni®)
sofosbuvir/velpatasvir + ribavirin (Epclusa®)
ombitasvir/paritaprevir/ritonavir + dasabuvir + ribavirin (Viekirax®)
elbasvir-grazoprevir + ribavirin (Zepatier®)
sofosbuvir + daclatasvir + ribavirin (Daklinza®)

* To review national criteria for interferon-free DAA therapy
reimbursement among EU/EEA countries and
Switzerland
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Methods

* Primary outcomes

Minimum fibrosis stage required (No restriction; 2F2; 2F3; or F4,
METAVIR or equivalent)

Drug and/or alcohol use restrictions (Prioritised; No restrictions;
Additional restrictions)

Prescriber-type restrictions (No restriction; Specialist only)
HIV-HCV co-infection restrictions (Prioritised; Eligible)

» Data collection
— November 2016 to August 2017
— Ministry of Health websites; online drug formularies

» Data were organized with descriptive statistics with Excel;
Two authors independently cross-checked categorisation of
outcomes and documentation

Results - Reimbursement of interferon-free DAAs for HCV infection in
Europe

HCV DAA Therapy

* All European
countries/jurisdictions
reimbursed DAAs (n=35)
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* Most common DAAs
reimbursed were PrOD +
RBV (94%; n=33) and
elbasvir/grazoprevir + RBV
(91%, n=32)
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Results - Minimum fibrosis stage required for reimbursement of
interferon-free DAA treatment naive patients with HCV infection in Europe

O No restriction
oF2

mF3
mF4
O Other

31% (n=11) of countries
required evidence of 2F2

17% (n=6) of countries
required evidence of 2F3
-

Malta: F4 —"

# Fibrosis stage restrictions based on HCV genotype
© Fibrosis stage is included in a point system for prioritisation of DAA therapy
© Fibrosis stage resrictions based on HCV genotype and IL28B polymorphism

“Fibrosis stage restrictions based on HCV therapy

Results - Drug and alcohol restrictions for reimbursement of interferon-
free DAAs for patients with HCV infection in Europe

w

O Prioritised
ENo

B Yes

O Other

_Country  Drug and alcohol use criteria
Bulgaria 12 month abstinence from drug and alcohol abuse
Croatia 6 month abstinence from drug and alcohol abuse
Toxicological tests every 3 months while on HCV treatment
Cyprus Abstinence from drug and alcohol abuse Liechtenstein:
Hungary No active injection drug use Prioritised
Malta No drug and alcohol abuse
Romania Negative drug test required for persons with HIV-HCV coinfection
Slovak Republic 12 month abstinence from drug use

Toxicological tests every 3 months while on HCV treatment
No alcohol abuse as determined by laboratory tests
6 month abstinence from alcohol by persons with history of alcohol abuse

Malta: Yes —* -

2 Persons with HIV-HCV co-infection had to have a negative drug test in order to receive reimbursed therapy
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Results - Prescriber-type restrictions for reimbursement of interferon-
free DAAs for patients with HCV infection in Europe

W

O No restriction
B Specialist only

94% (n=33) of countries Uecnensen:
required specialists to :
prescribe DAA therapy

Malta: Specialist -
only
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Results — HIV co-infection restrictions for reimbursement of interferon-
free DAAs for patients with HCV infection in Europe

w

@ Prioritised
B Eligible
O Other

Liechtenstein:
Prioritised

97% (n=34) of countries
had no additional
restrictions for persons

with HIV-HCV co-infection

Malta: Prioritised”

= Persons with HIV-HCV co-infection had to have a negative drug test in order to receive reimbursed therapy

1
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Discussion

* Findings highlighted considerable variability in DAA therapy
restrictions across Europe, particularly with respect to
fibrosis stage

* Restricting DAA prescribing to specialists is a considerable
barrier to broad access

* Implications for health policy makers and health service
delivery with evidence of some countries not following the
European HCV treatment guidelines by EASL

* Implications for meeting WHO Global Health Sector
Strategy on Viral Hepatitis targets
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DlSCUSSlOﬂ continued

Australia

~230,000 Australians have chronic HCV
(pop. ~23 mil)

) e 1 N Listed on PBS since March 1, 2016:
i+ No disease stage restrictions
* No drug or alcohol use restrictions

* GPs can prescribe

Vi « 38,460 treated from March 2016 -
2017 — approximately 17% of
persons estimated to have chronic
HCV infection
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