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Hepatitis C1 Epidemia Global Silenciosa

Observatory

POLQRIS

v A-72 million people with viremic HCV

. ‘ A-8.1 million people with HGklated liver
cirrhosis
A-261,000 people with HG¢lated HCC
A-7000 HCWVelated liver transplants
A-370,000 HCV liveelated deaths

v

Viraemic prevalence

- 0.01<0.6%

0.61 <0.8%

.1 0.81 <1.3%

©1.3i<2.9% 45
M 2.9 <6.7% -

Blach S, et al. Lancet Gastroenterol Hepatol 2017;2:1611 76;

The Polaris Observatory. Hepatitis C. Available at:
http://polarisobservatory.org/polaris/hepC.htm (accessed March 2017)



7 a9 millones de pacientes con HCV en América Latina
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Kershenobich, et al, Liver Int 2011



Prevalencia de serologia HCV y HBV en
Potenciales Donantes de Organos
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Anders M, et al. XX Congreso AAEEH 2019



Estimacion de N° casos de cirrosis descompensada y
HCC en el tiempo

Argentina
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Eleccion de candidatos a recibir
tratamiento: AAEER2018

ATodos los pacientes con hepatitis crénica
por HCV, naive de tratamiento o no
respondedores a un tratamiento previo, que
guieran ser tratados y no tengan
contraindicaciones, DEBEN ser
considerados candidatos a recibir
tratamiento.



SVR Rates for Approved Therapies in HCV Geno
1 TreatmentNaive Patients
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Efficacy rates are not directly comparable, due to differing stesigns

Adapted from Strader DB, et al. Hepatology 2004;39:1147-71. INCIVEK [PI]. Cambridge, MA: Vertex Pharmaceuticals; 2013. VICTRELIS [PI]. Whitehouse Station,
NJ: Merck & Co; 2014. Jacobson |, et al. EASL 2013. Amsterdam. The Netherlands. Poster #1425. Manns M, et al. EASL 2013. Amsterdam. The Netherlands. Oral
#1413. Lawitz E, et al. APASL 2013. Singapore. Oral #LB-02; Afdhal N, et al. N Engl J Med 2014; 370: 1889-98; Kowdley K, et al. N Engl J Med 2014; 370: 1879-88.
Feld JJ, et al. N Engl J Med 2014;370:1594-603. Ferenci et al. N Engl J Med 2014; 370:1983-92.



Esquemas recomendados por las guias
Internacionales

¥ 1 comprimido por dia

Ledipasvir- Sofosbuvir

Velpatasvir- Sofosbuvir

Velpatasvir¢ Sofosbuvir- Voxilaprevir

Elbasvir Grazoprevir

5, multiples comprimidos por dia
Paritaprevirr - Ombitasvir +  Dasabuvir
Glecaprevir Pibrentasvir

Daclatasvir- Sofosbuvir



Esquemas Disponibles en Argentina

¥, 1 comprimido por dia
Ledipasvir - Sofosbuvir

Velpatasvir - Sofosbuvir

Elbasvir- Grazoprevir

Sofosbuvir +  Velpatasvir + Voxilaprevir

52 multiples comprimidos por dia

Sofosbuvir + Daclatasvir

Glecaprevir + Pibrentasvir



TRIO RealVorld Cohort

RealWorld Experience of LDV/SOF and SOMHAVEL
GT1 patients

SVR12
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ASTRAL Phase 3 Program (ASTRAETRAR, ASTRAR, ASTRAH, ASTRAR)

Efficacy Summary (ITT Analysis)
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Feld, AASLD, 2015, LB-2. Feld JJ, etal. N Engl J Med. 2015. DOI: 10.1056/NEJM0a1512610; Sulkowski, AASLD, 2015, 205. Foster GR, et al. New Engl J Med. 2015. DOI: 10.1056/NEJM0al1512612;
Mangia, AASLD, 2015, 249; Charlton, AASLD, 2015, LB-13. Curry MP, et al. New Engl J Med.2015. DOI: 10.1056/NEJMoal512614



SURVEYOR-I/Il: Glecaprevir+ Pibrentasvir
for 8 or 12 Wks in Pts With GT1

AOpenIabeI, treatment naive opeglFNRBV experienced
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1. Poordad F, et al. EASL 2016. Abstract SAT-157.
2. Gane EJ, et al. EASL 2016. Abstract SAT-135.



Integrated Efficacy Analysis of POLAR#8d-4

Efficacy of SOF/VEL/VOX for 12 Weeks in
DAA-Experienced Patients
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The SVR12 rate was %/ (431/445)n DAAexperiencedpatients treated with SOF/VEL/VOX for 12
weeks; Rates wersimilar regardless ofenotype

*Patient had drug levels consistent with nonadherence.
Roberts, EASL 2017, SZ60



Daclatasvir en tratamiento de HCV

Genotype and Treatment History Daclatasvir + Sofosbuvir
Genotype 1, naive or PEG/PI failure
No cirrhosis Recommended, 12 weeks
Cirrhosis Recommended, 24 weeks = RBV
Genotype 2
Naive Recommended, 12 weeks
PEG/RBV failure Limited data
Sofosbuvir failure Recommended if interferon ineligible, 24 weeks = RBV

Abbreviations: PEG, peginterferon; RBV, ribavirin; Pl, protease inhibitor.
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DCV+SOF en HCV G-1
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Sulkowski MS, N Engl J Med 2014 (ALLY-1)



DCV+SOF °RBV 24 Sem: Cirrosis HCV G-1

As observed [ ] DCV+SOF [] DCV +SOF + RBV
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Welzel TM, EASL 2016



SOF-DAC,G2 exp, nalve, Sin-con CIrrosis
(19p)
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Daclatasvir en tratamiento de HCV(G3)

Peginterferon +

Genotype and Treatment History Sofosbuvir + Ribavirin Sofosbuvir + Ribavirin Daclatasvir + Sofosbuvir
Naive Recommended Alternative Recommended, 12 weeks
12 weeks 24 weeks Cirrhosis: 24 weeks = ribavirin
Peginterferon/Ribavirin failure Recommended Recommended if IFN ineligible, 12 weeks
12 weeks Cirrhosis: 24 weeks + ribavirin
Sofosbuvir failure Recommended Recommended if IFN ineligible, 24 weeks + ribavirin
12 weeks

Abbreviation: IFN, interferon.
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Nelson, Hepatology, 2015



ESTUDIO ALLY T 3 +
SOF + DCV + RBV
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Similar eficacia entre 12 y 16 semanas

Leroy V, et al. AASLD 2015. Abstract LB-3




SOF-Daclatasvir en tratamiento de HCV(G3).
Programa Frances

[ Total [C] DCV+SOF [ 1 DCV+SOF+RBV

100 — 61 80 83 100 100 100 87 88 o1
T
S a0 ’s I I I
o 29 07
+ 60 — T
<
~ 40 —
Y
5 20
13| |1 45 | 3 8 || 3 166 || 47
. 10/ 14 56 6 8 3 188 || 58
<10 wk " 10<14wk  14<20wk >20 wk '
[ Total [ Cirrhosis [J No cirrhosis
(compensated or decompensated)
100 100 100
100 — 9T6 . 9_|_6
81 84 J_
O 70 T
- 80 '[ 1
e
L 60 29 29 1
§ w
= 40 -
N
5 |
> 20
%2 4 26 || 24 8 || 3 166 || 45
14 N=0 372|| 25 8 3 197 || 47
0_ T T T 1
<10 wk 10-<14 wk 14-<20 wk 220 wk

Hézode, C. Liv Int 2016



SOF-DAC + RBV en G3. Experiencia Europea

Zeuzen S. Gut 2016



