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Changes in standard of care for HCV and increased rate of SVR

Lancet 2015;385:1124-35



Treatment of HCV in 2015

Lancet 2015;385:1124-35
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The times they are a-changin‘
Bob Dylan
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Coppola N, et al. WJG 2015;4:1-12

Evoluzione dei trattamenti per HCV nel paziente HIV positivo
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Efficacy of Sofosbuvir + Ribavirin  in HCV G2 (12 weeks) G1 G3 & 4 (24 
weeks)  stratified according to cirrhosis previous treatment and HIV reactivity

Sovaldi SPC ; Sulkowsky et al.  Ann Int Med 2014; Molina JM   et al  The Lancet 2015



Sofosbuvir + Simeprevir in HIV/HCV vs HCV

Del Bello et al CROI 2015 abstract #45



Real life data on 
Sofosbuvir + Simeprevir ( + RBV)

in HIV/HCV : CROI 2015

Author/ Pts 
Character. 

Abstract N SVR/ total

Grant J all 649 18/20 (90%)

Marks K (PI exp) 644 12/13 (92%)

Gilmore (cirrhotics) 647 22/29 (76%)

Del Bello D  ( all) 645 26/29 (90%)

All 78/91 (86%)



Simeprevir and Sofosbuvir with modified doses of Ribavirin on Telaprevir 
experienced HIV coinfected cirrhotics with HCV

A randomized open label pilot study: STOP C  

Basu PP AASLD 2014



ION-4: LDV/SOF for 12 Wks 
in HCV/HIV-Coinfected Patients

• GT1 or 4 HCV, 20% with compensated cirrhosis, 55% treatment 
experienced

Naggie S, et al. CROI 2015. Abstract 152LB.
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Osinusi A, et al.  2015;313:1232-9
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TURQUOISE-1: OMV/PTV/RTV + DSV+ RBV for 12 vs 24 Wks 
in GT1 HCV/HIV Coinfection

• 65% HCV treatment-naive pts in 12-wk arm, 69% in 24-wk arm

• 19% patients with METAVIR F4 fibrosis, Genotype 1a 89%
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Sulkowski MS, et al. JAMA 2015;313:1223-31



Non-responders

Sulkowski MS, et al. JAMA 2015;313:1223-31



Wyles DL, et al. EASL 2015

Daclatasvir Plus Sofosbuvir for Treatment of HCV 
Genotypes 1-4 in HIV-HCV Coinfection: The ALLY-2 Study 

Cirrhosis 16%

Genotype 1a 70%

12 pts with relapse, 10 in 8-wk arm



Wyles DL, et al. EASL 2015

Daclatasvir Plus Sofosbuvir for Treatment of HCV 
Genotypes 1-4 in HIV-HCV Coinfection: The ALLY-2 Study 



C-EDGE COINFECTION: PHASE 3 STUDY 
OF GRAZOPREVIR/ELBASVIR 

IN PATIENTS WITH HCV/HIV
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All patients are created equal
G.Orwell; cit. modificata



2014

J Hepatol 2014;60:392-420



2015

J Hepatol. 2015 Apr 21. pii: S0168-8278(15)00208. 



http://www.easl.eu/research/our-contributions/clinical-practice-guidelines



Trattamento del paziente non-cirrotico



Trattamento del paziente con cirrosi compensata



AASLD/IDSA Guidance for HIV/HCV Coinfection

• Same recommendations as in HCV-monoinfected patients, but 

consider drug–drug interactions

– Need to adjust or withhold RTV if receiving a boosted PI with 

OMV/PTV/RTV + DSV 

– Potential for LDV-mediated increase in tenofovir levels, especially if 

tenofovir used with RTV

• Avoid LDV if CrCl < 60 mL/min or if receiving tenofovir with RTV-boosted PI

– OMV/PTV/RTV + DSV can be used with raltegravir (and probably 

dolutegravir), enfuvirtide, tenofovir, emtricitabine, lamivudine, atazanavir

– SMV can be used with: raltegravir (and probably dolutegravir), rilpivirine, 

maraviroc, enfuvirtide, tenofovir, emtricitabine, lamivudine, abacavir

• Other interactions at aidsinfo.nih.gov/guidelines, 

hiv-druginteractions.org

AASLD/IDSA/IAS–USA. Recommendations for testing, managing, and treating hepatitis C.



Interazioni farmacologiche con DAAs

DCV+NNRTI= DCV: increase to 

90 mg 

DCV+PI= DCV: decrease to 

30 mgDCV+cob=

LDV+ELV/COM= ELV, COM,LDV

LDV+TDF= TDF

3D+ELV/COM= 3D

3D+DRV=

3D+ATV= Only ATV unboosted

DRV



1) Pazienti con cirrosi in classe di Child A o B e/o con epatocarcinoma con

risposta completa a terapie resettive chirurgiche o loco-regionali non

candidabili a trapianto epatico nei quali la malattia epatica sia determinante

per la prognosi

2) Recidiva di epatite dopo trapianto di fegato con fibrosi METAVIR1 ≥2 (o

corrispondente Ishack) o fibrosante colestatica

3) Epatite cronica con gravi manifestazioni extra-epatiche HCV-correlate

(sindrome crioglobulinemica con danno d'organo, sindromi linfoproliferative

a cellule B)

4) Epatite cronica con fibrosi METAVIR ≥3 (o corrispondente Ishack)

5) In lista per trapianto di fegato con cirrosi MELD <25 e/o con HCC all'interno

dei criteri di Milano con la possibilità di una attesa in lista di almeno 2 mesi

6) Epatite cronica dopo trapianto di organo solido (non fegato) o di midollo

con fibrosi METAVIR ≥2 (o corrispondente Ishack).

7) Pazienti con epatite cronica con fibrosi METAVIR F0-F2 (o corrispondente

Ishak)

Categorie di pazienti affetti da epatite C cronica ammesse alla 
rimborsabilità in Italia

HIV ?
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Another brick in the wall
Pink Floyd



Causes of death in the Swiss HIV 
Cohort study 2005-09

Ruppik M. et al. Changing patterns of causes of death in the SHCS 2005-
2009. CROI 2011. 

Poster # 789. Available at: http://www.retroconference.org/2011/PDFs/789.pdf.



Kovari H, et al. J Hepatol 2015; in press



Benefits From Sustained Virologic Response to
Pegylated Interferon Plus Ribavirin in 166 HIV/

Hepatitis C Virus–Coinfected Patients With
Compensated Cirrhosis

Mira J CID 2013:56: 1646-53
30

Overall
mortality

Incidence of
decompensation



Impact of HCV Exposure/ Coinfection on HIV disease

Issue HCV exposure

( HCVAb+ vs 

HCVAb-)

HCV active replication

(HCVAb+ HCVRNA+ vs 

HCVAb+ HCVRNA-) 

Faster HIV disease progression Yes1

Impaired CD4 recovery on cART Yes2 Yes3

Impaired HIVRNA suppression on cART Yes 4

Worsened renal function Yes5 Yes6

Higher incidence of  osteopor. fractures Yes7

Higher incidence of Cardiovascular 

related events
Yes 8

Higher incidence of Diabetes Yes 9

Higher non AIDS non liver related 

mortality
Yes10 Yes11

1. Greub, Lancet, 2000, Piroth, J Viral Hepat, 2000  De Luca et al, Arch Intern Med, 2002), Herrero Martinez E JID 
2002, Dorrucci AIDS 2004; Braitsein JID 2006;

2. Lincoln, HIV Med, 2003
3. Potter M AIDS 2010
4. Pulido AIDS Review 2012; Hua L  AIDS 2013
5. Izzedine AIDS 2009; Lucas JID 2013
6. Peters AIDS 2012; Mocroft A PLOS One 2012; Lucas jiD 2013 
7. Lo Re Hepatology 2012; Maalouf J Bon Min Res 2013, Casado Osteopos Int 2014
8. Erqou S CROI 2014
9. Howard AA JAIDS 2014; Butt AA AIDS 2009; Jain MK HIV Med 2007; Butt AA Hepatology 2004
10.Mallet V CROI 2014
11.Grint D CROI 2014
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You can’t always get what you want!
The Rolling Stones



The price you pay

Drug US Price $ Estimated
Price for Italian 

NHS €

Sofosbuvir 84-168.000 37.000

Daclatasvir 18.000

Simeprevir 54.000 15.000

Harvoni 94-188.000 40.000 

Viekirax Exviera 83-166.000 23.000 



…and this is a real life

Expo Milano 2015-Padiglione Emirati Arabi
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11 Centri

Trattati  589 pz

Coinfetti 240 pz 



Coinfetti 240 pz 



Coinfetti 240 pz 
Categorie ammesse alla rimborsabilità

Criteri AIFA



Coinfetti 240 pz 



Regimi di trattamento

190 pz trattati con ribavirina
240 in HAART

Coinfetti 240 pz 



Coinfetti 240 pz 

2 Sospensioni volontarie, 1 temporanea per 
iperbilirubinemia

Decessi 0

Eventi avversi seri 1 IMA

SVR??

220 neg durante trattamento




