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Summary of the HCV Epidemiology in Italy

* A cohort effect has been
underlined in Italy with
higher prevalences in
older age through
nosocomial transmission

* New epidemic wave
after year 1990 through
drug use and esthetic
procedures at risk
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Rate of deaths from hepatitis in the EU Member States, 2016

(number of deaths due to viral hepatitis per million inhabitants)
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Italian HCV Elimination Strategies and Health Policy Evolution

Prioritized access to antiviral
treatment with new DAA therapy

Universal access is cost-effective vs
prioritized access

Universal access to antiviral treatment
with DAAs

Dedicated fund for innovative DAAs

Active Screening Approved

Active screening is cost-effective vs
treatment of diagnosed patients

The Journal of
Infectious Diseases
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Elimination in Italy
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Thee lusrmal il JOURNAL ARTICLE
rsvong From Prioritization to Universal Treatment:

s Successes and Challenges of Hepatitis C Virus

Loreta A Kondili @, Lucia Craxi, Felice Nava, Sergio Babudien, Roberta D'Ambrosio,

Andrea Marcellusi, Francesco Saverio Mennini, Sabrina Valle, Piertuigi Russo,

Volume 228, lisue
Prer Paolo Olimpieri ... Show more
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15 Segtember 2023 The Journal of Infectious Diseases, Volume 228, Issue Supplement _3, 15 September 2023,

Pages S211-5220, hitps://dol.org/10.1093/infdis/jlad038
Published: 13 September 2023
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Economic evidence can support the
allocation of ad hoc funds for screening
and anti-HCV treatment.
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Decreasing Hospitalization Rate of patients with HCV-induced liver disease

* Trend of Hospitalizations for HCV Liver Cirrhosis Trend of Hospitalizations for HCV Liver Cancer

Years: 2012-2015 2015-2019 - Years: 2012-2015 2015-2019
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Hospitalizations for HCV and HCV-related diseases in the last decade: data analysis of records of hospital discharge (SDO) at national level

Mennini FS, Sciatella P, Simonelli C, Marcellusi A, Kondili LA. EASL 2022 presentation (submitted manuscript)
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Trend cumulativo dei trattamenti avviati

W o TRATTAMENT: CUMULAT)

MESE IMDO TRATTANENTO

259.205 «avviati» sono i trattamenti (solo pazienti eleggibili)
con almeno una scheda di dispensazione farmaco
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the health policy for HCV elimination in ltaly
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RITORNO D’INVESTIMENTO PER LA TERAPIA ANTI-HCV IN ITALIA

Periodo di Ritorno Eventi Costo evitato Diff: di .
analisi investimento, evitati dopo dopo 20 anni s Eventi evitati s 1L ELOUER UL OO VMO
anni 20 anni (€ milioni) V8. 000 fralnento
2015-2016 7.0 -1099 -€36.1 €30.000.000 00 F
__K
Prioritizzato - 3
B (€20.000.000) L | I I I - B 200 3
- (€70.000.000) 200 §
(€120.000.000) 1200
0 1 2 3 45 6 7 8 9 101112131415 16 17 18 19 20
Anni
2017-2019 48 -579 -€70.2 €30.000.000 00 F
Universale — " R =
% (€20.000.000) -“ITITHH'\LI IMI 200 3
(€70.000.000) -700 ;::
(€120.000.000) 1200
0 1 2 3 45 6 7 8 9 10111213 14 15 16 17 18 19 20
Anni
Nuovi 44 -536 -€63.6 €30.000.000 0 g
diagnosticati =N £
% (€20.000.000) PRI 2
(€70.000.000) 500 g
(€120.000.000) 1200
0 1 2 3 45 6 7 8 9 101112 13 14 15 16 17 18 19 20
Anni

Marcellusi, C Simonelli, F. Mennini L Kondili Applied Health Economics and Health Policy 2021 in press

Marcellusi, Mennini FS, Kondili L et al Liver International 2021.




A Law Decree is approved for
FREE OF CHARGE HCV SCREENING

e 71.5 million Euros allocated for first
and second level testing (Up to the
end of 2023) for:

 PWID
* |Inmates

* General population birth cohort
1969-1889

Number of Treated patients by AIFA Monitoring Registry

B 20 000 ~

18 000
16 000
14 000
12 000
10 000 +
8000 -~
6000
4000

No. of patients treated

by age and treatment period

Year of treatment
- 2015-2017
-8 2018-2019
-8 2020-2022

18 23 28 33 37 43 48 53 58 63 68 73 78 83 88 93 98
Age (years)

M-y gglé POLARIS

Direct costs and health effects, by scenario, 2018-2031

Scenario Cost QALYs Gained, ICER Relative to ICER relative to
(€Millions), 2018-2031 Status Quo (€/QALY) previous least
2018-2031 costly scenario
(€/QALY)
Status quo 5,463 - -
2 Graduated screening 1 5,974 144,000 3,552 3,552
g Graduated screening 2 6,028 125,000 4,532
5 Screening 1948-1977 6,081 142,000 4,349
2 Screening 1958-1977 6,083 128,000 4,831
9 Universal screening 6,441 145,000 6,758 562,855
Graduated Screening 1: start screening in birth cohorts 1968~87 in year 2020 ~identify young population at higher

probability of HCV transmission risk
expand screening for birth cohorts 1948~67 starting from 2023 - dentify older population at risk for disease progression,

Kondili LA, Gamkrelidze I, Blach S et al Liver international 2020, Mennini FS, Marcellusi A, Robbins et al Liver International 2021,Marcellusi A, Simonelli C,

Mennini F Kondili LA Applied Health Economics and Health Policy 2023



Screening pathway as indicated in the law decree
(experimental project for 2 years)

Systematic

Success in reaching the key populations General Practitioners Approach

opportunistic
hepatitis testing

* Commitment for training, information and collaboration
* between GPs and Specialists
The pomt of care should be IpIEmEnEe * Alerts to remind General Practitioner to test whole
or cohorts of general population

to simplify the patient pathway .
to improve information
to promote prevention
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Confumed MCV RNA negative
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Screening strategy to advance HCV elimination in Italy:
a cost-consequence analysis
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Table 4 Epidermological esimations according to different screening scenarios

Diagnosed Death due 10 HCV HCC events DC Events

No Incresnental Faa No Incremental Fast No Incremental Fast No Incremental Fast

Screen- Screen- Screen- Screen-

ng mng mng mg
Year ] s310 10,355 55,755 0 0 ] 0 0 0 0 (0 0
Year 2 10355 24,252 82,239 n 354 isl Y36 957 659 576 614 472
Year 3 15,147  SLL70S 94 518 681 593 286 1324 1454 551 1102 1257 435
Year d 19699 80315 100,794 686 sus 344 1589 1,329 367 470 1235 261
Year 48489  8B.930 102,593 19978 972 4736 6299 2422 1036 4469 1349 282

5-10

Towal 48,489 88930 102,593 21,719 11244 5547 10148 6162 2613 7618 4455 1450
Vs No 4441 54,104 - 10,475 - 16,172 ~ 3986 - 7538 -~ 3163 ~ 6168

mig
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o
Recelved: 6 March 2023 / Accepted: 21 November 2023
© The Authorls), under exclusive licence 1o Springer-Verlag GmbH Germany, part of Springer Nature 2024

* For older individuals, HCV screening, despite being cost-efficacious,
has not yet been implemented for sustainability reasons.

* It is necessary to guarantee dedicated funds and efficiency of the
system for the cost efficacious screening of 1948-1968 birth cohort in
Italy .

* A delay in HCV diagnosis in the general population from 1968 to 1948,
yvet not addressed for the HCV free of charge screening, will have
important clinical and economic consequences .



Screening and treatment of key populations is an essential public health challenge

Screening programme is not yet reaching all populations at risk---- the road to elimination is still long

PWID

4

*Lengthy of care pathway

*Lack of referral [ MIGRANTS %
¢ protocols “
BARRIERS *Care Foncent.rated only *Stigma
in hospitals *Lack of contact with
*Poor medical the health system
infrastructure in non- *Limited access to cay
hospital settings/ harm
reduction centers
-Integrated strategic
-Bring testing and care closer Screening for Infectious
ACTIONS to patients Diseases (Tuberculosis, HIV,

-Increase testing efforts
-Decentralize/Integrate services
-Improve information
-Promote prevention

Best Practice Countries

ol il =

HBV, HCV)

Best Practice Countries

ol i ==
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INMATES

*Poor medical and
non medical
infrastructure

-Systematic HCV screening
upon admission to prison
-Transition program to
link inmates to specialist
care after completing
their sentence

*Limited information
*False sense of protection
*Stigma

-Scaling-up screening and

preventive measures

-Online and face-to-face

interventions

* toraise HCV awareness,
promote risk reduction

* and willingness to test

Best Practice Countries

I+l — KN

SEX WORKERS, HOMELESS...

*Are not in contact with any
care model

-Micro-elimination strategies
- At risk based approach to
make screening accessible



RESEARCH ARTICLE | A ES IN PRI nghllghts

Risk of parenterally transmitted hepatitis following exposure to [JAN increased risk of acquiring hepa’[itis B and C

invasive procedures in Italy: SEIEVA surveillance 2000-2021 following exposure to invasive procedures was observed
'::.:vrnln:w\.:(n:i‘l‘:;luxuo':'\’::-’\u(x::l:l‘;zn.M\l-‘ otu:q:n:t! ‘nfluhm - Manse Sabato « Maria Elona Tost 8 B e .D Compared Wlth hepatltls A (Controls)’ the rlSk WaS tW|Ce

* Pubkshed March 17 2023 « DOI hitps //dot org/10 1016/) jhep 2023 03 002 aS hlgh for HBV and Over flve tlmeS hlgher for HCV
*[0Observance of universal precautions in healthcare

settings is crucial

Results
8,176 cases with acute HBV, 2,179 with acute HCV, and the respective age-matched controls with acute HAV

infection were selected
Most of the procedures evaluated were associated with the risk of acquiring HBV or HCV.

The strongest associations for HCV infection,
neurosurgery (OR=11.88; 95%CI=2.40-58.85),
otorhinolaryngological surgery (OR=11.54; 95%CI|=2.55-52.24),
vascular surgery (OR=9.52; 95%CI=3.25-27.87).

ophthalmological surgery (OR=8.32; 95%CI|=2.24-30.92).
biopsy and/or endoscopic (OR=3.84; 95%CI=2.47-5.95).

Introducing hospital screening and linkage to care of newly diagnosed patients and those with a known active infection in all
hospital wards could constitute a suitable micro elimination strategy, in Italy and in countries with similar HCV

epidemiological profile.



° Country Dashboard _Italy M O HCV e HBV e Both
POLARIS

Years 2017-2016
Year of Achleving Elimination Targets (Extrapolated from 2020 Data)
Iceland  e— Current WHO Target is 2030

Spain  E—

Italy

2019 Population: 60,550,000 | 2019 Adult Population: 50,858,000 | World Bank Classification: High Income

What is a Model?

An abstracted description of a process, object, or event
Exaggerates certain aspects at the expense of others

F e
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* USIng mathematlcal mOdelllng Year of Achieving Elimination Targets
alongside empirical data to determine oo o e et o
attainment of the elimination targets. | e
N Daprcund 2030

* Modelling is not a substitute for the _— =
. = = Year 2022
whereby existing data can be used to
offer additional insights and help with oo || -

estimations”

INTERIM GUIDANCE FOR :
COUNTRY VALIDATION OF VIRAL data collection but can be a tool

HEPATITIS ELIMINATION

JUNE 2023

B T R

https://www.who.int/publications/i/item/9789240028395 _ _ ,
Available in http://cdafound.org/polaris/accessed March 2020, January 2024
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Challenges #

>

» The dedicated fund for screening—end up at Dicember 2023 ’@q\

 No strategies to increase the linkage to care y

: it - -
General practitioners not fully involved

 Hospital oportunistic screening implemented only in few Regions

* Lack of the perception of risk in the young age of general population = low
screening uptake

 Shortage of healthcare personnel (SerD and prisons)

. Nho strategic comunication aimed to increasing the awareness and behavioural
changes

* No dedicated screening strategies of the most marginalized populations




« Patient Centered and Integrated approach

Italy could
achieve WHO
elimination
goals
if active action
are taken
NOW!
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NATIONAL HEPATITIS
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