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The WHO Global Health Sector has Established the Goal of Hepatitis Elimination as a Major
Public Heath Target by 2030
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A world where viral hepatitis transmission
is halted and everyone living with viral hepatitis Eliminate viral hepatitis as a major
has access to safe, affordable, and effective public health threat by 2030

prevention, care, and treatment services
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WHO Global Health Sector Strategy on Viral Hepatitis 2016—2021;
Available at: http://www.who.int/hepatitis/strategy2016-2021/ghss-hep/en/ (accessed February 2020).



94}@ ® Global change in hepatitis C virus prevalence and cascade of
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2017 = universal success to HCV antiviral therapy

2018 =» Italia being on track to eliminate HCV-CHC by to 2030

Razavi, Homie et al. “Global timing of hepatitis C virus elimination in high-income countries.” Liver international
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2017 = universal sccess to HCV antiviral therapy

2018 => Italia being on track to eliminate HCV-CH C by to 2030

Razavi, Homie et al. “Global timing of hepatitis C virus elimination in high-income countries.” Liver international
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2019 and 2020 = reduction of the number of antiviral therapy

Italia is not on track per by 2030.

IN 2019 a reduction of 35% of the number of patients of started therapy compared to 2018.
Blach S, Kondili LA, Aghemo A, et al. Impact of COVID-19 on global HCV elimination efforts. J Hepatol. 2021



On May 15 2023,

few others working towards

Q ° Countries/Territories Achieving Relative or Absolute Impact and
CDA |P :

CLARIS Programmatic Targets — HCV
COVID-19 has caused delays in all programs

L — e

.

@ Not On Track ~ Working Towards @ On Track

“rom the Polaris Observatory (hitps//cdafound org/polaris/)

On Track: Australia, Canada, Egypt, Finland, France, Japan, Norway, Saudi Arabia, Spain, United Kingdom
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Estimated HCV prevalence in Italy (2020) = 1%

4%

f F:NDA N

POLARIS 2020 Data)

@ Year of Achieving HCV Elimination Targets (Extrapolated from I I
Current WHO Target Is 2030

90% Diagnosed

Anno | Nr Trattamenti

15.400
80% Treated 2040 2021 14 600 20%
2 13.000

65% | in Mortality 2026 Ott 2023 10.000 13%

80% | in Incidence

2035

O D O N A% A0 AD A AU A A0 D O
NN N R N R SN SN AN

RO D O D O
X ST H S S
AD 4D AR AR ARTADTADTADTADTAD A TAD AT AD AN D AD AR AR TAD A

2 P P P g

From the Polaris Observatory (https://cdafound.org/polaris/)



he Global Burden of HCV
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I Prevalent (viraemic) I New infections Cured Deaths I Prevalent (viraemic)
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liver related)
Beginning of 2015 2015-19 Beginning of 2020

The Polaris Observator

HCV Debrief JJ Feld

Need to ‘turn off the tap’ — we need a vaccine!

2022
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SCENARIO PAZIENTI NOTI E NON NOTI

Afferentl al Mal arrivati al centrl autorizzati, con diagnosl nota
centrl autorizzat|
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Even Modest Increases in HCV Treatment Can Decrease the HCV "
Burden in PWUD

Impact of Treatment Scale-Up on HCV Prevalence in PWUD (Modeling Data)*

Annual HCV treatment rate of 2%

8 would reduce prevalence by 23%
@©

E S 2 over 15 years?

g 2

® 8
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Relative HCV prevalence reduction in 15 years (%)

Increasing the HCV treatment rate among PWUD also would reduce incident cases of HCV
infections and associated liver disease?

Assumes baseline 50% HCV prevalence in PWUD population. 1. Martin NK, et al. Hepatology. 2013;58(5):1598-1609; 2. AASLD and IDSA. HCV Guidance:
HCV, hepatitis C virus; PWUD, persons who use drugs Recommendations for Testing, Managing, and Treating Hepatitis C. www.hcvguidelines.org. Updated
November 6, 2019. Accessed March 2020.



| i
Linkage to HCV Care and Treatment Among PWUD Is Low, 4%

Particularly Among Those < 35 Years Old?!

Among PWUD* reported HCV antibody positive to the Philadelphia Department of
Public Health, <25% received treatment

HCV Care Continuum in PWUD,* Philadelphia, PA, 2013-2017

100 - Age group
90 g5 M <35 years (n=1239)
M >35 years (n=1151)

80

Patients (%)
(@)
o

N
o

20

HCV RNA tested HCV RNA positive In HCV care Started treatment

*With injection drug use.
HCV, hepatitis C virus; PWUD, persons who use drugs; RNA, ribonucleic acid 1. Addish E, et al. Hepatology. 2018;68(1 Suppl):929A—930A. Abstract 1632.
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Il programma di screening gratuito nazionale
(normativa)

** Decreto Legge n.162 del 30/12/2019 convertito in Legge n.8 del
28/02/2020

** Decreto attuativo n.162 del 08/07/2021, ha definito i criteri e le modalita
per |'attuazione dello screening

**» Decreto Dirigenziale del 19/07/2021, ha definito il debito informativo e il
flusso informativo per le Regioni




LR

Il programma di screening gratuito nazionale uy
- Decreto attuativo n.162 del 08/07/2021

Lo screening e rivolto a:

1) tutta la popolazione iscritta al’anagrafe ’ R_ilevare _Ie infezioni da HCV ancora non
sanitaria, inclusi gli STP, nata dal 1969 al 1989; diagnosticate,

* migliorare la possibilita di una diagnosi
2) ai soggetti seguiti dai servizi pubblici per le precoce,
Dipendenze (SerD), indipendentemente dalla . _ o

evitare le complicanze di una malattia

indipendentemente dalla coorte di nascita e extraepatiche,
dalla nazionalita. * interrompere la circolazione del virus

impendendo nuove infezioni



As Multiple Patient Groups Account for thg”lotal Infected HCV Popu

Global HCV Prevalence Among Patient Groups:

Please ~52%

tu rn Off PWID or former PWID1-25 Men who have sex Prisoners1?7/
with men1-26

Hemodialysis Migrant Patients from geographically HIV/HCV co-infectiont-21! Adolescents!=212
patients!-22 communities!=2° hard to reach areas!-20

1. Lazarus JV, et al. Semin Liver Dis 2018; 38:181-192; 2. Lazarus JV, et al. J Hepatol 2017; 67:665-666; 3. Polaris Observatory. Lancet 2017; 2:161-76; * Data from the us; t data from Europe.

4. Winetsky D, et al. Open Forum Infect Dis 2019; 6:0fz178; 5. Degenhardt L, et al. Lancet Glob Health 2017; 5:e1192—-e1207; 6. Midgard H, et al. J Hepatol 2016; 65(1 Suppl):S33-545;
7. Zampino R, et al. World J Hepatol 2015; 7:2323-2330; 8. Etik DO, et al. World J Hepatol 2015; 7:885-895; 9. Falla AM, et al. BMC Infect Dis 2018; 18:42; L
10. Shiha G, et al. Lancet 2018; 3:778-789; 11. Platt L, et al. Lancet Infect Dis 2016; 16:797-808; 12. Indolfi G, et al. Lancet Gastroentrol Hepatol 2019; 4:477-487. PWID, people who inject drugs.



| test di screening per I'epatite C

Popolazione generale: quali test sono previsti

Cosa stabilisce il decreto:

Per lz coorte di nascita dal 1962 &l 12283 lo screening avwerra
sattraverso il test sierologico, con Iz ricerca di anticorpi anti HCWV
{HCV-Ab) ed il reflex testing {s= il test per HCV-Ab risulta positive, il
lsboratorio eseguird immediatamente, sullo s1ess0 campione, la
ricerca del’HGW-RMA o dell'antigene HCW - HCV-

Ag); oppure: attraverso un test capillare rapido e conferma

successiva del HCV-RNA ngl caso di risultato positivo;s Test sierologico

HCV-Ab

Test capillare
rapido

Reflex testing: test di isboratorio oftenuto sutomaticaments quando f niswitst of un
test di screening indicanc fz necessita di un uiteriore esame df cenferma. &s. if 5‘ HG[/LJ‘HM )

risgontro df positivita ad anticorpi anti HGV genera Ia determinazione automatica

dell HoV-ANA o deli HoVv-4g sul stesso prelisv. in un singolo passaggio.

Reflex testing

{HCV-RNA o HCV-Ag)

HVC Antibody with Reflex to PCR
Asymptomatic Patients or Unknown HCV Antibody Status

Serum tested for

HCV Antibody

¥ §

orveacive | reoive J " 3

¥

No HCV Antibody Detected

Plasma tested for

HCV RNA

¥ ¥

No Current Current
HCV Infection HCV Infection

HCV-RNA CON UN PRELIEVO

https://www.gazzettaufficiale.it/eli/id/2021/07/08/21A04075/sg

Capillare

Popolazione speciale: quali test sono previsti

HCV-Ab

Cosa stabilisce il decreto:

POPOLAZIONE
SPECIALE

sper i soggetti in carico ai SerD e la popolazione detenuta lo
screening avverrd preferenzialmente attraverso test rapido,
esequibile su sangue intera con prelisve capillare, o con 'HCGV-Ab
(POCT - Paint of Care Test) o direttamente con 'HCV- RNA test o]
rapido (FOCT - Point of Care Test). La scelta della tipologia di esame
avverrd sulla base della valutazione del contesto epidemiologico
locales.

Test rapido
capillare

POCT - Foint of Care Test- modalitd che prevede effettuszione of un fest nal lusgo di
assistenza e curs del paziente con l'obiettive of compiere on site (sioé direttamants

dove i pazients & preso in carico) il processo di screening, diagnosi & trattaments.

HCV-RNA
rapido POCT

A “ %

Salivare

HCV-RNA

https://www.abbviepro.com/it/it/virology/screening-nazionale-hcv/i-test-previsti.html


https://www.cepheid.com/it/tests/Virology/Xpert-HCV-VL-Fingerstick
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LA VALUTAZIONE DELLA COMPLIANCE DEL PAZIENTE
DIPENDENTE DURANTE IL TRATTAMENTO DELLA EPATOPATIA

HCV CORRELATA E IL SUO EFFETTO SUL MANAGEMENT DEL
PERCORSO DIAGNOSTICO - TERAPEUTICO E DELLA RELAZIONE
CON IL PAZIENTE.

Le Pera Teresa, Conturso Vincenza, Claar Ernesto, Rosato Valerio, Ruggeri Ester, Varlese Luigi,
Brancaccio Anna, Villani Aniello, Chiarelli Claudio, Spaccapietra Patrizia, Del Vecchio Ferdinando.

Il percorso di cura per I'epatite HCV con i DAAs presso il Ser.D. DS32 OSPEDALE EVANGELICO BETANIA
ASLNapoli1Centro, € stato adeguato per i dati di compliance osservati
durante VIl'iter diagnostico terapeutico del paziente dipendente.

Stigmatizzato, il pz. ha mostrato aspetti comportamentali diversi LABORATORIO
durante i due momenti di cura dell’epatite C, ossna la fase di selezione ANALISI T
e il penodo di assunzione della terapia.

r ffi il ibil il h r rari n
tologi mplice i i i
incomprensibile. Per tali caratteristiche e per le iniziali barriere durante
mmramento, la compliance era molto bassa, giungevano
alla prescrizione del farmaco circa 3 pz. su 10 HCVRNA positivi.
Rendendo il percorso di linkage to care piu agevole e trasformandolo
in una presa in carico totale da parte del servizio la compliance &
notevolmente migliorata 7 pz. su 10 giungono alla fase di prescrizione:
due incontri in sede uno per iter diagnostico, l'altro per consulenza
epatologica e prescrizione farmaco.

050

AllL CARE
AT SERD.

Di contro la compliance & pari al 96% durante la fase di assunzione del farmaco, e con essa I'aderenza ai controlli ematochimici e
virologici. Il pz. & attento ad assumere correttamente le compresse, nella loro custodia, nel ricordarsi del rinnovo, ma soprattutto
nella verifica di efficacia del trattamento sottoponendosi al controllo di laboratorio al fine di vedere I'esito negativo del test di
conferma HCV RNA, accettato con grande compiacimento per aver raggiunto un obiettivo con successo. Tutto questo ha
permesso all'operatore del Ser.D. di istaurare o di migliorare la relazione di cura anche _La ter
del’lHCV é attualmente un nuovo strumento per il medico del Ser.D. per approcciare il paziente, che affidandosi, pué aprire un
ulteriore accesso per approfondire la cura della dipendenza, in molli casl cronica ma In altri resa cronica esclusivamente per
WWW_FLHWWa sfuggenti e sopraffatti dalla loro routine hanno modificato il loro
interesse per la cura di sé, attuando serie modifiche o iniziando un trattamento piu valido ed efficace della loro tossicodipendenza
pregressa o in corso.
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Article

Telemedicine Improves HCV Elimination among Italian People
Who Use Drugs: An Innovative Therapeutic Model to Increase
the Adherence to Treatment into Addiction Care Centers
Evaluated before and during the COVID-19 Pandemic

Valerio Rosato 1-* (), Riccardo Nevola {5, Vincenza Conturso 2, Pasquale Perillo !, Davide Mastrocinque 1,
Annalisa Pappalardo !, Teresa Le Pera 2, Ferdinando Del Vecchio 2 and Ernesto Claar !

Hepatologist
- — i Possible
Telemedicine First live Telemedicine second live evaluation
interaction evaluation interaction F3; Focal lver lesions;
HCV HCV Start of End of Evaluation Hepatological
Screening - Diagnosis - therapy - treatment of SVR12 - Follow-up
Jan 2017 — dec 2020 Addiction Care Center

Biologv (Basel). 2022 Mav 24:11(6):800. doi: 10.3390/biologv11060800
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Biologv (Basel). 2022 Mav 24:11(6):800. doi: 10.3390/biologv11060800
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aTseRD. @ §

Variables Before COVID-19 During COVID-19 p Value
N. of patients 110 25
Age 50 (46-55) 51 (43-56) 0.931
Male 107 (97.2) 22 (88) 0.042
Currently employed 61 (55.4) 13 (52) 0.759
Ways of drug administration
intravenous 92 (83.6) 22 (88) 0.946
intranasal 7(6.3) 1(4) 0.376
smoke 11 (10) 2 (8) 0.258
Active drug users 75 (68.2) 16 (64) 0.690
Currently in OST
Methadone 53 (48.2) 13 (52) 0.733
Buprenorphine 16 (14.5) 3(12) 0.743
Benzodiazepine gr other psychotropic 25 (22.7) 6 (24) 0.131
rugs
HCV Genotype
la 52 (47.2) 8 (32) 0.171
1b 8(7.2) 0 0.185
2 2 (1.8) 1(4) 0.296
3 46 (41.8) 11 (44) 0.536
4 7 (6.3) 0 0.238
Stage of liver disease *
No or mild Fibrosis (F 0-1) 71 (64.5) 15 (60) 0.376
Moderate or advanced fibrosis (F 2-3) 22 (20) 5 (20) 0.486
Cirrhosis (F 4) 17 (15.4) 5 (20) 0.284
Diabetes mellitus type 2 8(7.2) 1(4) 0.476
Treatment expen;r;;;d with Peg-IFN + 5 (4.5) 0 0.291
Adherence to treatment < 90% 7 (6.3) 2 (8) 0.901
Drop-out 6 (5.4) 0 0.235
Treatment
Sofosbuvir + Velpatasvir 12 weeks 48 (43.6) 15 (60) 0.141
ecanrevi ibrentacvir 8 wesk f f () (4] ] a

SVR 12 108 (98.2) 25 (100) 0.501
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ln
‘ ' Factors enhancing treatment of HCV infected Italian people who use drugs: the CLEO-GRECAS experience =, %
2
/ﬂn‘“

* 1,786 PWUDs. 85.4% were managed inside the specialized outpatient addiction clinics (SerDs).
* The overall SVR rate was 95.4%.
* The SerDs group achieved an SVR rate of 96.2% compared to 91.6% of the non-SerDs group (p<0.001).

SVR, n (%) p-value
SerD Non-SerD
(n=1460) (n=249)
Third generation DAA (=1029) 865/884 (97.9) 137/145 (94.5) 0.019
Second-generation DAA (n=376) 539/576 (93.6) 91/104 (87.5) 0.029
Kol =170 1404/1460 (96.2) 228/249 (91.6) <0.001

SVR sustained virological response; SERD centres for drug addicts

Rinaldi L, Messina V, Di Marco V, et al. Factors Enhancing Treatment of Hepatitis C Virus-Infected Italian People Who Use Drugs:
The CLEO-GRECAS Experience. Am J Gastroenterol. 2021 Jun 1;116(6):1248-1255.




Bergamo

Ser.D. (drug addiction services) as a Point of Care for HCV infection: it's possible*

e Liliana Pratico, Roberta Marenzi, Nicola Ghidelli, Andrea Corbetta, Marta Vaiarini,Franca Colombi, Michela Franzin,
Stefano Fagiuoli, Paolo Donadoni, Marco Riglietta

Fig. 1 - Algoritmo per lo screening per HCV al Ser.D. di Bergamo

| Paziente non ad alto rischio

4

l

Ritestare
tra | anno

Mission 58, Italian Quarterly Journal of Addiction

Finger test per la ricerca HCV Ab \
negativo L\.m,—’l

Paziente ad alto rischio per HCV:
uso di droghe c.v. passato o attuale,
comorbidita infettive come HIV,
uso attuale di alcol a rischio

Finger test per HCV-RNA I

s

|
| negativo

positivo l

v

Ritestare
tra 6 mesi

I'rattamento
con DAAs

HCVRNA

HCV Ab

Pazienti testati con finger test

- 21,5%

100 150 200 250 300

M Testati positivi W Pazienti testati

350

* Results: out of 584 patients tested for HCV Ab for the IST screening, 15,4% resulted positive, out of 191 patients tested for
HCVRNA, 43,5% resulted positive. Out of 186 patients tested by the use of finger tests for HCV Ab, 18,8% resulted positive, while of
the 303 patients tested by HCV RNA finger test, 21,5% was positive. 94 patients were found eligible for DAAs treatment: 31 already

started the treatment, while 15 are going to start in the next months.

* Conclusion: The access to HCV care for people who use drugs has been improved by the introduction of point of care testing and the
DAAs treatment in the Ser.D. of Bergamo. Unfortunately, there are still barriers to treatment that need to be addressed for this

vulnerable group of people.




Bergamo

Eliminazione di HCV nei consumatori di sostanze: dallo screening al Point of Care,
I'esperienza del SerD dell’ASST Papa Giovanni XXllI-Bergamo

Progetto “Go on Safe” che ha esteso lo screening alle
categorie fragili su strada tramite unita mobile.

Screening e trattamento HCV
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Milan

RED CARPET PROJECT: HCV SCREENING AND ANTIVIRAL TREATMENT EXPERIENCE
AT THE ADDICTIONS UNIT- ASST FATEBENEFRATELLI - SACCO, MILAN

e Testa L., Di Marco A., Vismara S., Costanzo A.F., Murgo L., Delle Vergini N.,Rini A., Vanzulli V., Bonomi C., Magni C.,
Niero F., Cozzolino E., Zita G.

Rapid salivary test (OraQuick HCV) for HCV-Ab detection and, in case of positivity, XPERT HCV VL test Fingerstick, in vitro assay based on
reaction a Real Time polymerase chain after reverse transcription (RT-PCR).

The cohort as of February 2021 numbered 377 patients.
* 168 patients (44%) already known to be HCV-Ab positive; of these:

- 16 patients (9%) HCV-RNA positive (6 patients already evaluated in specialist centers, 10 not)
- 130 HCV-RNA negative [100 (59%) already treated with [IFN, PEG-IFN or DAAs].

- 22 never tested for HCVRNA (16 were tested during the screening protocol: 6 positive, 10 negative)

* 36 patients already known to be HCV-Ab negative

* 173 pts (45%) never tested for HCV-ADb, of these:
- 109 patients underwent the screening [15 pts (14%) resulted HCV-Ab positive, of these 8 resulted HCV-RNA positive)

- 67 patients (17.8%) didn’t perform the screening (2 refused, 53 non-compliance, 10 LTFU)

IN TOTAL 46 SUBJECTS (12.2%) UNDERWENT HCV-RNA TESTING: 33 POSITIVE (8.75%) (17 UNAWARE, 16 AWARE)
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IS THE ELIMINATION OF :I:ICV INFECTION FEASIBLE IN PEOPLE WHO
INJECT DRUGS IN A ROMAN SUBURB?

Chiara Taibi', llaria Luzzitelli*, Ubaldo Visco Comandini', Raffaella Lionetti', Maria Grazia De Palo', Pacla Carabini2, Luigi Rapisarda?, Anna Rosa Garbuglia®, Enrico Girardi*

Gianpero D'Offizi’.

1Hepatology and Infectious Disease Department, Mational Institute for Infecticus Diseases “Lazzaro Spallanzani” IRCCS

2 Service for Addictions Department. ASL RM3, Rome.

F\irohogy Unit, National Institute for Infectious Diseases “Lazzar Spallanzani™ IRCCS
4 Epidemioclogy Unit, Mational Institute for Infectious Diseases “Lazzare Spallanzani” IRCCS

™ Methods

About 1000 PWID patients are in care of the ASL Rome
3 SerD.

We recruited the PWID in SerD ambulatory from March
2018 to May 2019.

After signing a written consent, PWID were enrolled and

submitted to capillary HCV Quick test

In case of posiive resulis, patients were sent fo our
Infectious Diseases Center to perform HCVRNA test.

DAAs regimen was offered to all patients resulted
viremic.

Those who agreed to start DAAs, underwent blood tests,
fibroscan, hepato-splenic ultrasound (US) and clinical
consultation. All these informations were included in a
dedicated antiviral treatment database.

Patients at nsk of reinfection were retested with
HCVRNA every &6 months.

Figure 1. Cascade of care

New horizons in HVC - Completing the elimination path
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™ Conclusion

This study demonstrated the importance of a close
collaboration between SerDs and the Specialized
Infectious Diseases Cenfre in terms of reduction of
HCV prevalence and incidence into PWID.

In particular social settings, the active presence of a
specialist in the SerD ambulatory permits an important
improvement in counseling, infection diseases
screening and retention in care.

This program can change the life prospects of this
population and allows to obtain a micro-elimination of
HCV in every disadvantaged area.
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Foggia

Eradication of HCV hepatitis in users belonging to the Ser.D.: collaboration experience between a

Ser.D. of the province of Foggia and the U.O.C. Infectious Diseases Policlinico Riuniti of Foggia
* Maria Rosaria Villani, Bruno Caccianotti, Giovanni Barone, Matteo Giordano

240 subjects from January 2008 to July 2020:

* Undergone to virological screening: 206 (86%);
* Refused to screen: 34 (14%);

* HCV Ab positive: 52 (25.3%),

* HCV Ab negative: 154 (74.7%),

52 HCV Ab positive:
* 34 (65.4%) performed HCVRNA
* 18(34,6%) refused

34 undergone to HCVRNA testing:
* 32 HCVRNA positive (13,3%)

24 Antiviral treatment:
« 15 treated with PEG-IFN+RBV (pre-DAA),13 SVR
e 12 treated with DAA, 11 SVR, 1 relapse

Ser.D

7

Invio candidato con
relazione clinica

Counseling pre-terapia

RNA test -Genotipo
Ecografia addominale

HCV+

Prelievo ematico

Counseling pre-test

Valutazione
.0, Malattie Infettive

Malattie Infettive

Stadiazione
Fibroscan/Biopsia epatica

Prescrizione
terapia HCV

Rinvio al Ser.D
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Model of Care for Microelimination of Hepatitis C Virus
Infection among People Who Inject Drugs

Francesco Giuseppe Foschi -+

4
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5
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1 2 3

Liver oriented
SerDs Nurse SerDs Nurse ) Nurse &
& Physician & Physician Hepatologist

» Alberto Borghi 1 Alberto Grassi 2, Arianna Lanzi 3, Elvira Speranza

SerDs Nurse x Liver oriented ﬁ
& Physician Nurse
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Advanced fibrosis
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treatment prescription

Figure 1. Model of care representing multidisciplinary approach in SerDs. SerDs, specialized outpatient centers for drug
addicts; PWID, people who inject drugs; US, ultrasonography; TE, transient elastography.



The Caserta Model

Simplifying the treatment pathway for PWUD and people in prison

1. Standard care

Visit 1 - GP Visit 2 — Hospital Visit 3 - GP Visit 4 — Hospital Visit 5 — Hospital Visits 6, 7 (and 8 if Visit 8 or 9 —

required) — Hospital Hospital
Virology and Eligible for
. ?CV‘A;?': @ biochemical ]S-ICV RIN?-" @ TR
pecialis blood tests pecialis "
m referral m T _ Prescribing == B

Central lab centre referral Monitoring

HCV Ab Test Blood tests/ Test results G_enotype DAA a‘;\‘i ::r?'tr;tnhtly
assessments @ FibroScan treatment collection

Screening and confirmation: 2-3 months Evaluation and treatment initiation: ~3 months Treatment and post-treatment follow-up: 5—-6 months

2. Simplified pathway — on site screening and follow-up, one-time clinical assessment at hospital®

— R

\/ Addiction unit or

, -. \ prison nurse

Visit 1 — SerD or prison Visit 2 — SerD or prison Visit 3 — Hospital Visit 4 — SerD or prison Visit 5 — SerD or prison

HCV Ab+ HCV RNA+
Virology and Enhanced

biochemical specialist

HCV Ab Test  FREeil i Test results |2 222 Same day Monitoring PY B V Addiction unit or
(saliva or blood) FibroScan, and monthly rison doctor
Blood draw if treatment and treatment A (V] P
HCV Ab+ motivational collection ® v o _
counselling dispensed to \ / Hospital infectious
nurse M diseases specialist/

; hepatologist
. . o Evaluation and treatment .
Screening and confirmation: 7-10 days initiation: 1 day Treatment and post-treatment follow-up: 5-6 months L y

Standard care: Adapted from European Observatory on Health Systems and Policies. Available at:
http://www.euro.who.int/__data/assets/pdf_file/0007/162583/e96452.pdf (accessed August 2019); Prior evaluation of clinical reports enables and enhances specialist referral
Simplified pathway: Developed by Messina V Infographic reference: (5) Messina V, personal communication, unpublished data




The Caserta Model

AORN Caserta Infectious Diseases Unit outcomes
HCV treatment initiation among PWUD patients

Pre and post Caserta model of care

160 -
The impact o 140 - I 70
of the model: SE 109 108
>500% increase in 52
treatment initiations s o-
20 - 14
0

2016 2017 2018 2019

Messina V, personal communication, unpublished data PWID: people who inject drugs



Tabella 7.1.3 - Utenti trattati nei SerD testati e positivi per HCV

Ut et
Nutentin | Vendtsa
-
S
403 34

Piemantz 11,835 1.406 149 707

. L Valle Asta 784 50 176 73 8.1 460

Presidenza del Consiglio dei Ministri ombard 18180 2040 e 07 66 207
Dipartimento per le Politiche Antidroga e | | ' ' ' :

Liguria 4.149 a5 HA 704 05 415

PA Bolzano 1352 134 07 a4 33 33,6

PA Trento 1.054 B 57,0 65 .6 60,7

Venelo 10.790 3.753 0,1 1,721 113 a7 5

| AZIONE ANNUALE Flil..l|.i Venezia Ciulia 1827 1.3 76,6 668 36,6 ATT

. 'J‘l_ F_ F’.: |_ . ; rx|E|- T'::.] Emlha Romagna 1!5:.3;;' ZT;E Ei,: 3 ;gﬂ EEE:ﬁE ;g,:
T oscana : ’ . ;

SUL FENOMENO .

,_ P Umbria 2124 477 70,1 172 81 40,3
[-' E |_ |_ E TI.._.-I-.:ZI-.:ZI | | - |-._.-| |:|| |: E[ |:.-| I: H._ E Marche 4799 _— —_— —_— — —
IN ITALIA Lazio 11.381 2047 180 87 78 433

Abruzzo 3.354 o 224 260 [ 345
Malise 819 13 40 13 16 104
Campania 0.151 763 29 107 12 a7
Puglia 8712 1076 124 W7 47 34,1
Basilicata 1176 304 35,0 11 99 782
Calabria 2148 77 13 4 02 148
Sicilia 6147 1154 188 A9 B0 424
Sardegna — 3 0,1 1 00 33,3
ITALIA 2021 669 | 215 | 10505 85 | 34 |
Forte: SIND-DM 11 piugno 2rer—rmrererror—r—
ITALIA 32.624 25,6 13.514 10,6 41,4
Fonte: Ministero delfa Salute 2 O 2 2




Stima del linkage to care

Tabella 6.3.3 - Numero e percentuale di persone per tipologia di prestazione erogate da comunita terapeutiche residenziali Tabella 8.3.3 - Numero e percentuale di utenti in carico per tipologia di prestazione ricevuta presso servizi a carattere

e semi-residenziali, comunita alloggio e alloggi protetti residenziale e semi-residenziale. Anno 2022
N. utent s wr:;l.:am Tipologia prestazione N. utenti i ?ﬂi‘;ﬁa?ﬁt; i
TRATTAMENTO PSICOSOCIALE TRATTAMENTO PSICOSQCIALE
Counsalling LT A3 Counselling 2.756 24,2
Sostegno psicologico 3336 50,0 Sostegno psicologico 6.697 589
Terapia psicoterapeutica individuale 2167 W1 Terapia psicoterapeutica individuale 4,382 38,5
Terapia familiare 1.284 212 Terapia familiare 1.496 13,2
Terapia di gruppo 3.644 fill, 1 Terapia di gruppo 6.189 544
Gruppi di auto mutuo-aiuto 2102 Wi Gruppi di auto mutuo-aiuto 3.973 349
Insenimento lavorativo 1.258 A7 Inserimento lavorativo 1.954 17,2
Altro 1.207 199 Altro 1.821 16,0
TRATTAMENTO FARMACOLOGICO TRATTAMENTO FARMACOLOGICO
Trattamento sostitutivo con Metadone 1.06 [} Trattamento sostitutivo con Metadone 145
Trattamento sostitutivo con Buprenorfina 1h8 2 fi Trattamento sostitutivo con Buprenorfina 24
Trattamento sostitufivo con altro famaco 177 2 0 2 1 74 Trattamento sostitutivo con altro farmaco 2 0 2 2 35
Trattamento farmacologico per patologie psichiatriche 1.507 248 Trattamento farmacologico per patologie psichiatriche 3.001 26,9
Trattamento antiretrovirale HIY 16 Trattamento antiretrovirale HIV 206 18
Trattamento fammacologico HCV 156 “ Trattamento farmacologico HCV
Altro in 28 Altro 211 1,9
TRATTAMENTO INTEGRATO 2035 116 TRATTAMENTO INTEGRATO 2878 25,3
Di cui in trattamento sostitutivo fi6 1 325 Di cui in trattamento Sostitutivo 1.043 36,2

Fonte: Senizi de! Privato Sociale. Elaborazioni CNR-IFC - Anna 2021 Fonte: Servizi del Privato Sociale. Elaborazioni CNR-IFC
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Lo screening nazionale
gratuito per I'HCV

Dati preliminari -
Rendicontazione al 31/12/2022

Attivazione dello screening
per Regione e per setting

Popolazione Utenti Detenuti
RESIONEZS ‘69-89 SerD in carcere
Abruzzo
Basilicata Sl Sl Si
Calabria
Campania Sl Sl
Emilia-Romagna SI SI SI
Friuli-Venezia Giulia
Lazio Sl Sl Sl
Liguria Sl Sl Sl
Lombardia SI SI SI
Marche Sl
Molise Sl Sl Sl
P.A. Bolzano
P.A. Trento (Studio pilota)
Piemonte Sl Sl Sl
Puglia
Sardegna
Sicilia Sl Sl
Toscana Sl Sl
Umbria SI
Valle d’Aosta Sl
Veneto Sl Sl Sl
Tot. 8 14 11




What have in common
all the italian screenings
North to South?

Point of care testing

Involve Addiction Centers
Referral to tertiary center

Shortest linkage to care

~ Trentine Alto Adige
Lombardia

Valle d'Aosta Friuli Venezia Giulia

Veneto
Marche

Abruzzo
Molise

'.‘
M\r

["calabria

Liguria
Toscana = s 4

Umbria
Lazie
Sard Campania
pani

Basilicata

Sicilia



In_tervento di microe!iminazione HCV TALETE:

di HCV nelle Comunita di
PROGETTO DEDICATO A CLAUDIO PUOTI
Recupero per PWUD in Italia. gstensori del Progetto:

10/,
Q“uno" 3 ?-.g ‘° Antonio lzzi-Marco Distefano
& L
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HCV Testing for Addicts Living _
in Enclaves: Treat to Eradicate =~

Testing for Addicts Living in Enclaves: Treat to Eradicate
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TALETE: Flow chart 2 %5

/l/m‘e'

Visita 2: Diagnosi e avvio terapia Visita 3: Valutazione SVR
Visita 1: Screening (N = 1.000 PWUD)

Testrapido mmall HCV Ab+
(capillare):

_ Non eleggibile
" a terapia

HCV RNA+

1 Eleggibile a terapia B EeETiE

= H|V non trattato

= Cirrosi scompensata
HCV RNA+ trattatl
> 12 settimane: HCV RNA

Tests ematochimici e

HCV Ab
Fibroscan

Prelievo HCV RNA

= counseling

= consegna SOF/VEL (84 cps) Rifiuta terapia

* Si presume una prevalenza di HCV-RNA positivita del 10% ** Assumendo 90-100 pazienti trattati
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Fonpazione EvanGELicA BETANIA From Prioritization to Universal Treatment: Successes and
Challenges of Hepatitis C Virus Ellmlnatlon in Italy
Loreta A. Kondili,"**" Lucia Craxi,** Felice Nava,** Sergio Babudieri,*” Roberta D'Ambrosio,* Andrea M. i’F Saverio Mennini,*'"*" ?
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Health Care professionals
Flebotomy evaluation Rei f'::t'mte i uF
(noninvasive markers Treatment Councelling intection testing
testing FIB4, APRI) Treatment Start _J
Councelling RMNA test
oot " 4 3rd Day
HEV Ab test y Care plan
or HCWV RMNA FWTJ Teleheath

nd Day

1st Day

Checkmate in three moves !!!

Point-of-care services for screening and linkage to care of PWIDs recommendad by the [talan Ministry af Health dacrae for HCY screenimgAbbeaviations: Ab,

antinay,;

The Journal of Infectious Diseases, Volume 228, Issue Supplement_3, 15 September 2023, Pages S211-S220
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Lo screening delle popolazioni chiave e un problema di salute pubblica

Lo screening non raggiunge ancora tutte le popolazioni chiave-La strada verso |’eliminazione e ancora lunga

FOCUS nella MICROELIMINAZIONE

@]
]
(@) X0
UTILIZZATORI DI | @ Omosessual |
SOSTANZE N 1= WwilIVoToouWuQl
BARRIERE w g Carcerati R —nr ) T SEX WORKERS, SENZATETTO
ungo percorso cura MIGRANTi nrormazione Cimitata . .
*Carente *Mancato senso di Non sono in contatt?
*La cura concentrata rsti infrastruttura protezione con alcun modello di cura
solo in ospedale igma medical non *Stigma '
. medica - Un approccio basato sul
=
Carente Infrastruttura in Acesso limitato —J A tare | ; rischio per uno screening
settings non ospedalieri alle cure WNOIFTS O SOTesNg accessible
9 pe . e le misure preventive
-Screening
sistematico all'entrata -Interventi Online e/o di
AZIONI -Portare il test/ la cura piu’ -Screening Integrato per in carcere persona
vicini al paziente le malattie infettive -Programma di . Per aumentare la
. . transizione peril
-Dec'ee:ltrallzzarer‘lntegrare i (Tuberculosi, HIV, HBV, linkage to care dopo conoscenza
servizi HCV N .
-Migliorare I’ informazione ) 23000 o pera + Promuoverere misure
per la riduzione del
-Promuovere la prevenzione rischio

BCG 2020 Wining the race to eliminate hepatitis C.
https://web-assets.bcg.com/93/66/18060f3d45de834d7c62a8121454 /winning-the-race-to-eliminate-hepatitis-c.pdf
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Conclusioni /753,,‘,
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* Non siamo ancora a regime in tutta Italia

* Nelle regioni dove e stato attivato lo screening nei setting Serd e
Carceri siamo a buon punto

* Vanno implementati le Best practice migliori (Caserta Model, etc)

* Vanno tenuti attivi i percorsi in questi setting visto che rappresentano
il fuoco sotto la cenere, insieme agli stranieri non regolari e altre
categorie non attenzionate (Sex workers, etc.)
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