
Dottor Ernesto Claar

Responsabile Unità Operativa Epatologica

ASL Napoli 1 – Ospedale Evangelico Betania

ESPERIENZE DEI SERVIZI DELLE DIPENDENZE IN TEMA DI SCREENING E TERAPIA DELLE 
EPATITI E DELL’HIV

Piano di eliminazione HCV nelle 
popolazioni speciali



Ospedale Betania
UOSD Epatologia

Dott. Ernesto Claar
Dott. Valerio Rosato

Piano di Eliminazione HCV
nelle popolazioni speciali



The WHO Global Health Sector has Established the Goal of Hepatitis Elimination as a Major 
Public Heath Target by 2030 

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).

90% reduction in 
incidence rates of new 
chronic HCV infections

65% reduction in 
mortality 

Treatment of 80% of 
eligible persons with 
chronic HCV infection

90% of all chronic 
hepatitis infections 

diagnosed

A world where viral hepatitis transmission 
is halted and everyone living with viral hepatitis 

has access to safe, affordable, and effective 
prevention, care, and treatment services

Global Vision

Eliminate viral hepatitis as a major 
public health threat by 2030

Goal





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

Eliminating HCV hepatitis in Italy

2030



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

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

Eliminating HCV hepatitis in Italy



On May 15 2023, ten countries were on track to eliminate HCV by 2030 and 
few others working towards 

COVID-19 has caused delays in all programs

On Track: Australia, Canada, Egypt, Finland, France, Japan, Norway, Saudi Arabia, Spain, United Kingdom,



Estimated HCV prevalence in Italy (2020) = 1%

Anno Nr Trattamenti Criterio 1

2020 15.400
20%2021 14 600

2022 13.000

Ott 2023 10.000 13%

Eliminating HCV hepatitis in Italy



The Global Burden of HCV

The Polaris Observatory 2022

New infections = Cured

A Limited progress

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

HCV Debrief JJ Feld





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)1,*
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1. Martin NK, et al. Hepatology. 2013;58(5):1598–1609; 2. AASLD and IDSA. HCV Guidance: 
Recommendations for Testing, Managing, and Treating Hepatitis C. www.hcvguidelines.org. Updated 

November 6, 2019. Accessed March 2020.

Increasing the HCV treatment rate among PWUD also would reduce incident cases of HCV 
infections and associated liver disease2

Annual HCV treatment rate of 2% 
would reduce prevalence by 23% 

over 15 years2

*Assumes baseline 50% HCV prevalence in PWUD population.
HCV, hepatitis C virus; PWUD, persons who use drugs



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

Linkage to HCV Care and Treatment Among PWUD Is Low, 
Particularly Among Those ≤ 35 Years Old1
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Age group

≤35 years (n=1239)
>35 years (n=1151)

HCV RNA tested HCV RNA positive In HCV care Started treatment

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

1. Addish E, et al. Hepatology. 2018;68(1 Suppl):929A–930A. Abstract 1632.

*With injection drug use.
HCV, hepatitis C virus; PWUD, persons who use drugs; RNA, ribonucleic acid



❖ 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 modalità 
per l’attuazione dello screening

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

Il programma di screening gratuito nazionale
(normativa)



• Rilevare le infezioni da HCV ancora non 
diagnosticate, 

• migliorare la possibilità di una diagnosi 
precoce,

• avviare i pazienti al trattamento onde 
evitare le complicanze di una malattia 
epatica avanzata e delle manifestazioni 
extraepatiche, 

• interrompere la circolazione del virus 
impendendo nuove infezioni

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

Lo screening è rivolto a:

 1) tutta la popolazione iscritta all’anagrafe 
sanitaria, inclusi gli STP, nata dal 1969 al 1989;

2) ai soggetti seguiti dai servizi pubblici per le 
Dipendenze (SerD), indipendentemente dalla 
coorte di nascita e dalla nazionalità;

3) ai soggetti detenuti in carcere, 
indipendentemente dalla coorte di nascita e 
dalla nazionalità.



As Multiple Patient Groups Account for the Total Infected HCV Population…

* Data from the US; † data from Europe.

PWID, people who inject drugs.

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; 
4. Winetsky D, et al. Open Forum Infect Dis 2019; 6:ofz178; 5. Degenhardt L, et al. Lancet Glob Health 2017; 5:e1192–e1207; 6. Midgard H, et al. J Hepatol 2016; 65(1 Suppl):S33–S45;
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; 
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.

Global HCV Prevalence Among Patient Groups:

Patients from geographically 
hard to reach areas1–2,10

Men who have sex 
with men1–2,6

PWID or former PWID1–2,5

~52%

Migrant 
communities1–2,9

Baby boomers1–2,4

~3%*

~2%†

Adolescents1–2,12

Prisoners1,2,7

~0.2%

~3–38%

HIV/HCV co-infection1–2,11

~3–39%

~2%

Hemodialysis
patients1–2,8

General population1–3

~1%

~5–60%
Up to

57%



I test di screening per l’epatite C

https://www.gazzettaufficiale.it/eli/id/2021/07/08/21A04075/sg https://www.abbviepro.com/it/it/virology/screening-nazionale-hcv/i-test-previsti.html

Salivare
Fingerstick Cepheid

Capillare

HCV-Ab
HCV-RNA CON UN PRELIEVO

HCV-RNA

https://www.cepheid.com/it/tests/Virology/Xpert-HCV-VL-Fingerstick


Città di Napoli
Distretti Sanitari



Foto Valerio







Jan 2017 – dec 2020
Biology (Basel). 2022 May 24;11(6):800. doi: 10.3390/biology11060800



Biology (Basel). 2022 May 24;11(6):800. doi: 10.3390/biology11060800

44,8 %

43,7 % 98,5 %







Ser.D. (drug addiction services) as a Point of Care for HCV infection: it's possible*
• Liliana Praticò, Roberta Marenzi, Nicola Ghidelli, Andrea Corbetta, Marta Vaiarini,Franca Colombi, Michela Franzin, 

Stefano Fagiuoli, Paolo Donadoni, Marco Riglietta

• Results

.

• Conclusion:

Bergamo



Bergamo



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

Milan

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 IIFN, 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-Ab, 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)



New horizons in HVC - Completing the elimination path ><

Rome suburb



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

Foggia

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
• 12 treated with DAA, 11 SVR, 1 relapse



Emilia Romagna



Simplifying the treatment pathway for PWUD and people in prison

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);
Simplified pathway: Developed by Messina V

Prior evaluation of clinical reports enables and enhances specialist referral 
Infographic reference: (5) Messina V, personal communication, unpublished data

The Caserta Model



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

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

The impact 

of the model: 

>500% increase in 

treatment initiations
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The Caserta Model



2021

2022



Stima del linkage to care

2021 2022



REGIONE/P.A.
Popolazione 

‘69-89

Utenti

SerD

Detenuti

in carcere
Abruzzo

Basilicata SI SI Si

Calabria

Campania SI SI

Emilia-Romagna SI SI SI

Friuli-Venezia Giulia

Lazio SI SI SI

Liguria SI SI SI

Lombardia SI SI SI

Marche SI

Molise SI SI SI

P.A. Bolzano

P.A. Trento (Studio pilota)

Piemonte SI SI SI

Puglia

Sardegna

Sicilia SI SI

Toscana SI SI

Umbria SI

Valle d’Aosta SI

Veneto SI SI SI

Tot. 8 14 11

Attivazione dello screening 
per Regione e per setting

Lo screening nazionale 
gratuito per l’HCV
Dati preliminari – 
Rendicontazione al 31/12/2022

Ministero della Salute



Point of care testing
Involve Addiction Centers
 Referral to tertiary center 

Shortest linkage to care

What have in common 
all the italian screenings 

North to South?



HCV TALETE: 
PROGETTO DEDICATO A CLAUDIO PUOTI

Testing for Addicts Living in Enclaves: Treat to Eradicate

PIEMONTE

UMBRIA

LAZIO

CAMPANIA
PUGLIA

CALABRIA

SICILIAHCV Testing for Addicts Living 

in Enclaves: Treat to Eradicate

Coordinatori Regionali:
- Piemonte: Giuseppe Cariti, Giacomo Stroffolini

- Umbria:  Chiara Papalini, Giulia Quartini
- Lazio: Gianpiero D’Offizi, Chiara Taibi

- Campania: Vincenzo Messina, Ernesto Claar
- Puglia: Pietro Gatti, Paolo Tundo

- Calabria: Lucio Cosco, Jessica Carioti
- Sicilia: Vito Di Marco, Antonietta Di Rosolini

Intervento di microeliminazione 

di HCV nelle Comunità di 

Recupero per PWUD in Italia
          

CLEO-GrECAS –VIRONET RWE IN PWUD RECOVERY COMMUNITIES

• Estensori del Progetto:

• Antonio Izzi-Marco Distefano

• Partnership Scientifica: Antonio Craxì

• Coordinatori Nazionali: 

Giacomo Stroffolini, Valerio Rosato



Visita 2: Diagnosi e avvio terapia

TALETE: Flow chart

* Si presume una prevalenza di HCV-RNA positività del 10%

Test rapido
(capillare):

HCV Ab

HCV Ab+ *

Prelievo HCV RNA

Visita 1: Screening (N = 1.000 PWUD)

▪ DAA experienced
▪ HIV non trattato
▪ Cirrosi scompensata

▪ Counseling

▪ counseling
▪ consegna SOF/VEL (84 cps)

Rifiuta terapia

Eleggibile a terapia

Non eleggibile 
a terapiaHCV RNA+

Tests ematochimici e 
Fibroscan

** Assumendo 90-100 pazienti trattati

HCV RNA+ trattatI ** 

12 settimane: HCV RNA

Visita 3: Valutazione SVR



The Journal of Infectious Diseases, Volume 228, Issue Supplement_3, 15 September 2023, Pages S211–S220 

1st Day

1st Day
1st Day

2nd Day

3rd Day

Checkmate in three moves !!!





Conclusioni

• Non siamo ancora a regime in tutta Italia

• Nelle regioni dove è 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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