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Reporte OMS 2021: Aun hay trabajo por ha

58 mill.. 15.2 mill. 9.4 mill.

Viviendo .con VHC Diagnosticados Tratados

1.5 mill. nuevas infecciones

1. WHO. Global progress report on HIV, viral hepatitis and sexually transmitted infections, 2021.
Available at: https://www.who.int/publications/i/item/9789240027077 (accessed September 2022);
2. Gamkrelidze |, et al. LiverInt 2021;41:456-63



Primer paso: El cribado

Testing Recommendations for Hepatitis C Virus Las directrices de los CD
Infection las PWID independientem
de la prevalencia del ento
CDC Recommendations for Hepatitis C Screening Among someterse a la pruebas peri
Adults in the United States mientras persistan los factor
¢ Univi | hepatitis C ing: - -
no ‘::)at:izac s:re:r:::;';tr‘liast once in a lifetime for all adults aged 18 years and older, except in settings where the ES neC?SaI’IO me]orar el cces
prevalence of HCV infection (HCV RNA-positivity) is less than 0.1%* atencion y el tratamient

o Hepatitis C screening for all pregnant women during each pregnancy, except in settings where the prevalence of :
HCV infection (HCV RNA-positivity) is less than 0.1%* eStaS pOb laC] ones q ue SUf en un

* One-time hepatitis C testing regardless of age or setting prevalence among people with recognized conditions or
exposures:

TR AV El estandar actual de cribado y a
o People who ever injected drugs and shared needles, syringes, or other drug preparation equipment, including esta adaptado al esti lo de 1
ose who injected once or a few times many years ago .,
o People with selected medical conartorns, trciording: de eSta pOblaC]on .

= people who ever received maintenance hemodialysis

= people with persistently abnormal ALT levels S] m p l]flca r el diagnOStiCO
o Prior recipients of transfusions or organ transplants, including: intentando q ue sea en

= people who received clotting factor concentrates produced before 1987

= people who received a transfusion of blood or blood components before July 1992
= people who received an organ transplant before July 1992

= people who were notified that they received blood from a donor who later tested positive for HCV infection
https://'www_cdc gov/hepatitis/hcv/guidelinesc._htm




Cuidados y tratamiento VHC: Muchos pacientes tienen co
y estilos de vida que pueden impactar en su tratamiento

® & @

27-30% 42-58% 14-25% 23% 1-31%
hypertension’-2 cardiovascular type 2 diabetes!2 HIV coinfection’ mental health
comorbidities? disorders?*
20% 15%
homeless individuals incarcerated individuals
estimated to have HCV® estimated to have HCV®

1. Bourgaos 5, at al. Acta Gastroantarod Balg 3021845341, 2 Boff da Costa R et al. PLoS Omna 2021, 10660245767, 5 Manga A e & Inl J Emaran Res Pubbc Heakh
2021,18: 7144 4 Breuda MR, & al. J Gin Psycheatry 202183 2114075, 5. Hasham &, at al Ink J Drog Policy 202196105042 6. Dolan K, at al. Lancet 206,388 1 0859102



Para las PWID: Sindemia de VHC

yo

dependenci?

Sin hogarismo
y/o
problematica
social

Sindemia es una condicion en que
enfermedades o afecciones coexisten,
sinérgicamente y también se agravan un

Si se prestan servicios integrales y de apoy
complementarios, es mas probable que las
adhieran mas en ciertos aspectos de su salu

Es importante conocer y reconocer que tr
eliminar una sola enfermedad no es tan
abordar la sindemia.



COVID-19 tuvo un impacto global en el cuidado
pacientes con VHC (estimado para el 2020-2030

Impacto global de un retraso de 1 ano en el programa de VHC (en relacion con el status
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Sin embargo..... Hay oportunidades para el
cribado del VHC

Patients | Anti-HCV+, | HCV RNA#+,
HCV screening linked to: Population n (%) n (%)

General population

- el
COVID-19 testing R rp— 2505 72 (2.9) N/A Italy
General population 7219 7 (0.1) 4 (0.06) Italy
(people born 1969-1989) ' '

e e Mobile testing unit users .

= 4-6
COVID-19 vaccinatio ehere kIR Cptation): 101 15 (14.9) 9 (8.9) Spain
General population 3159 8 (0.25) 2 (0.06) Italy

Homeless people at
63 hotels/hostels

Temporary housing’ 1263 224 (17.7) 133 (10.5)

1. Crespo J, et al. J Hepatol 2021;75:486—7; 2. Crespo J, et al. J Hepatol 2021;75:224-6; 3. Giacomelli A, et al. J Hepatol 2021;75:484-6;
- D’Ambrosio R, et al. EASL 2022; poster THU236; 5. Lazarus J, et al. EASL 2022; poster THU249; 6. Torre P, et al. EASL 2022; poster
RI320; 7. Wilkinson R, et al. Clin Liver Dis 2021;17:90-4



Intervencion en poblaciones vulnerables:
Vacuna COVID-19 y cribado VHC

Set 2021:101 personas de poblaciones consideradas de alto
riesgo (personas sin hogar, individuos con problemas de
abuso de sustancias y/o trastornos mentales,

trabajadoras sexuales, refugiados, migrantes indocumentados)
se les ofrecio la vacuna contra el COVID-19 y el cribado del
VHC mediante pruebas rapidas en la UMC.

A los anti-VHC positivos, se les ofreci6 la prueba de
identificacion de ARN-VHC.

A los pacientes ARN-VHC positivos o con VIH sin tratamiento
antirretroviral (TAR) se les ofrecio vinculacion con
el tratamiento.




HCV-RNA+ [HIV+ HCV-RNA+ HCV-RNA- HCV-RNA-

/HIV- fHIV+ fHIV-

n=3 n=6 n=s n=86 n=10}
42(16.1) 428 (5.7) 103 (8.3) 348 (1198 35.9 (11.4f
0 0 0 4(4.7) 4(4)
3(100) 4166.7) 1(16.7) 62(72.1) 70 (69.3)
2(66.7) 5 (83.3 5 (52.3) 19 (22.1) 31 (30.7)
High-rizk group cuie gory,

3(100 & (100) 45523
1(33.3) 1(16.7) 1(16.7) 7 (8.1)
_ o 2(33.3) 4(86.7) 11(12.8) 17 (16.8)
[ | (33.3) 6 (100} & (100) 28 [32.6) 41 (40.6

Undocumented migrant 1(33.3) 1(16.7} 1(18.7) 51 [59.3) 54 [53.5)

60 (59.4)
10 (9.9}

Refugee 0 0 0 15 (17.4) 15 (14.9)
Residence, n (%)
[House/flat 0 N4 0 0 31 (38) 31 (30.7)
0 0 0 10(11.6) 10(9.9)
2 (66.7) 0 0 17 (19.8) 19 (18.8)
1(33.3) & (100) 6 (100) 28 (32.6) 41 (40.6)
Education level completed, n (%)”
No education 1[16.7) 0 4 [4.7) 5 (5)
(Primary 0000000000000 2 (66.7) 1(16.7) 2 (33.3) 31 (3¢ 36 (35.6)
0 4(86.7) 4(86.7) 3 (41.9) 44 [43.¢]
= 0 0 9 (10.5) 10(9.9)
Vocational training 0 0 5 (5.8) 5 [5)
Master or higher 0 0 1(1.2 1(1)
History of incarceration 2 [66.7) 5 (83.3) 4 (66.7) 18 (228 29 [29.9)F
o 0 0 4(4.7) 4 (4)
3(100) 4166.7) 5 83.3) 43(50) 55 (54.5)
0 0 1 (16.7) 11 (12.8) 12 (11.9)
HCV transmission route, n (%)
Sexual, same sex 0 A MA 0
Sexual, heterozexual 0 A A 0
Injecting drug use 2 (33.3) A MA 5 [55.56)"
Blood tranzfuzion 0 A, MA 0

4 (66.7) NA MA 4 (44.4)"




Resultados de la intervencion conjunta
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El cribado del VHC podria ser combinado con el
cribado de otros virus transmitidos por sangre

Anti-HCV
HBsAg

l Si es positivo HCV RNA
HBV DNA }
Anti-HDV 1 sola muestr
e
l Si es positivo Any positive
HDV RNA

* Automatic electronic alert

» Specialist evaluation scheduled

Crespo J, etal. Gastroenterologia y Hepatologia. In press. September 2022



Patients (%)

En un analisis espariol de 1620 pacientes con VHC tratados con SOF/VEL (n=730) or GLE/PIB (n=890), 88.8%

1. Mangia A, et al. EASL 2022; poster FRI393; 2. Turnes J, et al. AASLD 2021; poster 940;

Inicio y durante el Tto: Algunos pacientes que
medicaciones concomitantes durante el tratami
estan en riesgo de multiples interacciones (DDI).

A analisis multinacional de 10,755 pacientes con VHC (edad media: 50.7 afnos, 64.1% ho
SOF/VEL (n=4583) or GLE/PIB (n=6172)’

Patients at risk of multiple DDIs between 23.9% (135/566) of multi-DDIs predicted

30 - DAAs and comedications to increase comedication exposure’
Cardiovascular drugs (e.g.

20 A CNS drugs (e.g. antipsych
24.0% (136/566) of multiple DDIs

10 - 7.6 6.5 predicted to decrease DAA exposure’™

3,5 \
Gastrointestinal drugs
0 - Analgesi

Spain ltaly Germany

(16/18) de pacientes con EAs tenian un perfil de DDI multiple?
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Modelos que simplifican el cribado y
tratamiento VHC en PWUD

Modelo basado en unidad moévil, GenXpert y derivacion hospitalaria usando un educa

B)

Delivery of |

test result 13

Appointment 133

at the hospital

Seen by a
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HCV treatment

started | b
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EC Intro HCV: % de tratados y tiempo hasta el tra
puede ser reducido en escenario no hospitalarios

Estandar de tratamiento (n=150):

72% tratados <1 ano
Mediana de tiempo al inicio del tratamiento 120 dias (IQR 47-248)*

Inici
_ - _ Tratamie
Time to initiating treatment in
integrated vs standard
HR 1.9 (1.5-2.5)t

Tratamiento integrado (n=148):

94% tratados <1 ano
Mediana de tiempo al inicio de tratamiento 71 days (IQR 39 - 112)*

Cuidados integrados
en Centros de
Adicciones

Fadnes LT, et al. PLoS Med 2021;18:e1003653.

Iniciacion de
Tratamiento con AAD
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Telemedicina como herramienta de simplificaci
de los cuidados y tratamiento del VHC

Microeliminacién en Islas baleares: :!
Estudiode intervencidon que emplea un ;
modelo de atenciony de telemedicina

para prescribir el tratamiento con el fin de
simplificary agilizar el diagndsticoy la

atencion del VHC para personas que

consumen drogas .

Este estudio de intervencion se

implementado en 17 sitios, en 4 entornos D

diferentes: centros de servicios de I [ s

Point of Care (PoC) ropid

dotection tosting for HCV

Ab using OraQuick HCV Ab

tost aftor agroomaont with o .

UCA staft ailles I
7@ N

i HCV ADb positive, the patient
will be roferrod to a noarby
heoaith conter by tho UCA staff
doctor for venous blood draw
confirmatory RNA testing and
compilote sorology (A DBS tost
will bo offorod if the potient
dockings Lo vOnipuNcluro,
coordinatod by the study nurso)

adiccion, centros de organizaciones no
gubernamentales, una unidad movil de
metadonay una prision.

and who agroo, will be troated with | overseon by study nurso H
* | DAAs (diroct-octing antivirals) ot the ! ot UCA If si
UCA vio telomedicine proscription by ! fibrosis is dotorminod, |
a spocialist (tost and troat opprooch) ! pationts will b roferrod |
rospoctive of fibrosis stogo. After ' hospital for spocialist H
Ogroemoent with the patient, the study ' ::mARodgou H
nurso will pick up and tronsport DAAs H vohuntesr wil i H
from tho pharmacy 1o the UCA : P H

Re-infoction controk: driod blood spot (DBS) will bo porformed ot UCA by study nurse ond
thon by UCA staff ond sent to contral laboratory for analysis and roflox tosting.




Modelos basados en la participacion de la Aten
primaria: Eficaz y seguro.

A B

80 80
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20 I l X

0 0
Randomlzod Eligibility for Commenced SVR12 Randomized  Eligibility for Commenced SVR12
study treatment study treatment
Exited study “Ineligible ®n study Exited study  "Ineligible  ™In study

Figure 2. Prime study cascade of care. A, Standard of care arm. B, Primary care arm. Abbreviations: DAA, direct-acting antiviral; SVR12, sustained virologic response at
Week 12.

Qutcomes of Treatment for Hepatitis C in Primary Care, Compared to Hospital-ba
People Who Inject Drugs Amanda J. Wade. Clinical Infectious Diseases® 20207




tamientOue:

MINMON: a minimal monitoring approach in the delivery of HCV
therapy has been shown to be feasible

Phase 4 multi-national, open-label, prospective, interventional study of patients receiving SOF/VEL
for 12 weeks as part of a minimal monitoring strategy

A broad population of 400 participants from 5 countries Treatment with SOF/VEL for 12 weeks in a simplified,
minimal monitoring approach
FIB-4 liver assessmentand

n'ﬂ?i‘;. “f‘ no pre-treatment genotyping
Thailand

Brazil n=110
n=131

.

All 84 tablets dispensed

& LUgand: |
’ E:Tsd at initiation
-] = - - i ==
Y outh Atric Remote contact at Week 4

n=12 (adherence assessment) and
Week 22 (SVR scheduling)—
no on-treatment clinics/labs

HIV

Lompensabed FIL
| FoaTeeT CAmen) Femals at birth

9% 57% 35%

"42% [ SVR24: 95% eswciszasen)

Sclomon 55, ef al. Lencal Gastroantarnd Hapaiol 202273717, EMA. S0FAVEL SmPC. Aveilabla o
nitps weaw ema suropa. euan'‘documantspredect-informeation’'apoisa-apar-product-miormation_en pdf {accessad Seplembar 202%) FIB-4: fibrasis-4

y A




Modelos que simplifican el monitoreo

SMART-C: a minimal monitoring approach in the delivery of HCV
therapy has been shown to be feasible

Phase 3b, randomised, multicentre clinical trial involving centres in 8 countries™

N=380 Week 0 Week 4 Week 8 Week 20
GLE/PIE 8 weeks
0 ] ]
Simplified e e P SVR12
aritoring Ear
111 nll_- ring 929,
= D & D & B — SVR12
HCV GT 1-6 —"  monitoring E E 95%
Treatment-naive =127 — —
Excluded Study assessments Outcomes
«  Cirrhotic patients »  Study drug fully dispensed at baseline in simplified arm *  Simplified monitoring
(TE or APRI) » Study nurse phone contact at \Week 4 and Week 8 in both arms schedule did not
Recent IDU (within Adherence (patients with missed doses) at Week 4 achieve non-inferiority
fast & months) + 3% (3/127) in standard monitoring compared wih
HBsAg-positive «  10% (25/253) in simpiified manitoring standard manitoring
Dore G, =t al JHepabod 2020 7243140 EMA GLEPI2 EmPC. Avalsbie al A lack of non-rfenicrty n SYE I:-etw::.nh:n:ﬁ;bd ard :Iai;::;tan'n: WS maﬁa diference hL:l;'ua:cd'fu;:-g.%:b
hitpes- e ema europa. ewenfdocumentsproduct-infomationfmenanet- eper- product - (86% C -0.2%-15%) The study sample was delemmined, beysed on an expected SVR of 88% and a non-infenonty mangin of 6%

information_sn pdf {accessed Seplember 20022 APR: aspartate aminolransierass-in-plaielet rabo index; H2=A: hepatiis B surface antigen: IDLE inpecton drug use, TE: reatment experienced




Conclusiones:

Diagnostico en un solo paso e idealmente en entornos donde las PWUD acceden a
servicios.

Facilitar la conexion entre los entornos sociosanitarios no hospitalarios, como los
centros de reduccion de danos, los centros de tratamiento por consumo de sustancias,
programas outreach de jeringas y agujas y/o metadona, las unidades moviles y las
organizaciones de base comunitaria para PWUD, para crear servicios continuos y sin
obstaculos desde la deteccion hasta el diagnodstico y la finalizacion del tratamiento.

Enfoque multidisciplinar: Los equipos multidisciplinares incluyen un médico y un
personal de enfermeria para la evaluacion y el seguimiento clinico, servicios de apoyo
para la dependencia a drogas y/o alcohol, servicios psiquiatricos/psicologicos, trabajo
social y otros servicios de apoyo social (incluido el navegador/educador/peer).

Bajo umbral en la atencion y seguimiento.

Descentralizar y simplificar la atencion (cribado, atencion médica, acceso a
tratamiento y dispensacion en un solo lugar).

Monitoreo minimo durante el tratamiento, pero con vigilancia de reinfecciones.



