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Chronic hepatitis C
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Bottieau 2010

Montoya 2011

Barfod 2011

Primary HCV in HIV+ MSM: 

Further Epidemic Reports

Fibrosis During Primary HCV 
Infection in HIV+ Men

Antwerp, Belgium 2001 through April 2010

37 patients had liver biopsy, median 7 months 

(range: 3–36 months) after diagnosis of HCV 

infection: 

22/37 (59%) had stage 2 or 3 fibrosis

Bottieau Eurosurv 2010
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Model Study name Statistics for each study Risk ratio and 95% CI

Risk Lower Upper 
ratio limit limit Z-Value p-Value

Verma, 2006a 2.015 1.421 2.858 3.928 0.000

Di Martino, 2001 2.245 0.581 8.683 1.172 0.241

Brau, 2006 1.404 1.010 1.951 2.019 0.044

Gaslightwala & Bini, 2006 7.289 4.938 10.760 9.998 0.000

Monto, 2005 0.778 0.327 1.854 -0.566 0.572

Mohsen, 2003 1.814 0.958 3.434 1.830 0.067

Martinez-Sierra,  2003 4.195 1.665 10.567 3.042 0.002

Macias, 2005 1.698 0.911 3.165 1.666 0.096

Fixed 2.290 1.919 2.732 9.197 0.000

Random 2.181 1.285 3.703 2.887 0.004

0.1 0.2 0.5 1 2 5 10
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Results: Cumulative probability of cirrhosis
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SVR Rates With BOC and TPV in GT1 
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1. Poordad F, et al. AASLD 2010. Abstract LB-4. 2. Jacobson IM, et al. AASLD 2010. Abstract 211. 3. Bacon BR, et al. 
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Part A: no ART

Follow-up
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PR 
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Part B: ART (EFV/TDF/FTC or ATV/r + TDF + FTC or 3TC)

(EFV)=efavirenz; (TDF)=tenofovir; (FTC)=emtricitabine; (ATV/r)=ritonavir-boosted atazanavir; (3TC)=lamivudine; 

(T) TVR=telaprevir 750 mg q8h or 1125 mg q8h (with EFV); Pbo=Placebo; (P) Peg-IFN=pegylated interferon alfa-2a (40 kD) 180 µg/wk; (R) 

RBV=ribavirin 800 mg/day or weight-based (1000 mg/day if weight <75 kg, 1200 mg/day for if weight ≥75 kg; France, Germany, n=5 patients)

Roche COBAS® TaqMan® HCV test v2.0, LLOQ of 25 IU/mL, LOD of <10 IU/mL

Study 110 Design: Randomized, 

Double-blind, Placebo-controlled Trial
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Study Design

• Two-arm study, double-blinded for BOC, open-label for PEG2b/RBV
– 2:1 randomization (experimental: control)

– Boceprevir dose 800 mg TID

• 4-week lead-in with PEG2b/RBV for all patients

– PEG-2b 1.5 µg/kg QW; RBV 600-1400 mg/day divided BID

• Control arm patients with HCV-RNA ≥ LLOQ at TW 24 were offered open-
label PEG2b/RBV+BOC via a crossover arm

Weeks            12          24      28                       48                      72

PEG2b

+RBV

4 wk

Placebo + PEG2b + RBV

44 wk

Boceprevir + PEG2b + RBV

44 wk

Follow-up

SVR-24 wk

Follow-up

SVR-24 wk
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Futility Rules

8.8
14.7

23.5
32.4 29.4 26.5

4.7

42.2

59.4

73.4
65.6

60.7

0

20

40

60

80

100

4 8 12 24 EOT SVR12

Treatment Week

PR B/PR

%
  H

C
V

 R
N

A
 U

n
d

e
te

ct
a

b
le

3/34 3/64 5/34 27/64 8/34 38/64 11/34 47/64

Virologic Response Over Time†

10/34 9/3442/64 37/61

† Three patients undetectable at FW4 have not yet reached  FW12 and  were not included in SVR12  analysis.

Sulkowski M et al., 19th CROI; Seattle, WA; March 5-8, 2012. Abst. 47

; 
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• Study assessing liver fibrosis (LF) 
over time in 328 HIV/HCV patients 
on ART
– 210 received HCV Tx: 80 SVR, 130 

No SVR (49 Relapse, 81 non-
responders)

• LF assessments 
– Baseline: Liver Bx or elastometry 

(TE)
– Over time: TE, biochemical indices

• Results:
– Decreased LF during HCV Tx in all 

patients receiving Tx
• 28.5% improved > than 1 stage

– Sustained decrease in LF only in 
patients with SVR and relapsers

Liver Fibrosis in HIV/HCV After HCV 
Treatment
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Carton JA, et al. 51st ICAAC; Chicago, IL; September 17-20, 2011; Abst. H3-812 and H3-813.



17



18

ELECTRON Study Design for HCV 
Genotype 1

� To evaluate the antiviral activity of 12 WEEKS Gs-7977 + 
RBV in genotype 1 patients who were either:
� Prior null responders (<2 log10 reduction in HCV RNA at week 12 of 

a Peg/RBV regimen
� Treatment naïve

� RBV dosing in all armas, independent of HCV genotype, was 
1000mg for patients <75kg and 1000mg for those >75kg

Genotype 1 null responders (GS-7977 + RBV )

Genotype 1 treatment naïve (GS-7977 + RBV)

SVR12

SVR12
N=2

5

N=1
0

wk 0 4 8 12 24

Gane M et al., 19th CROI; Seattle, WA; March 5-8, 2012. Abst. 54LB
; 
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Genotype 1 
Null Responders

(N=10)

Genotype 1
Treatment-naïve

(N=25)

Genotype 2/3 
Treatment-naïve

(N=10)

n/N % <LOD n/N % <LOD n/N % <LOD

Week 1 1/10 10 7/25 28 2/10 20

Week 2 7/10 70 17/24 71 10/10 80

Week 4 10/10 100 25/25 100 10/10 100

100% Genotype 1 Prior Null Responders
and Treatment Naïve Patients Achieved RVR

Genotype 1 
Null Responders

(N=10)

Genotype 1
Treatment-naïve

(N=25)

Genotype 2/3 
Treatment-naïve

(N=10)

n/N % <LOD n/N % <LOD n/N % <LOD

Week 1 1/10 10 7/25 28 2/10 20

Week 2 7/10 70 17/24 71 10/10 80

Week 4 10/10 100 25/25 100 10/10 100

Week 10 9/9 100 25/25 100 10/10 100

Week 11 9/9 100 16/16 100 10/10 100

Week 12 9/9 100 6/6 100 10/10 100

100% Genotype 1 Prior Null Responders
Had HCV RNA <LOD at End of Treatment
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Electron

Genotype 1 
Null Responders

(N=10)

Genotype 1
Treatment-naïve

(N=25)

Genotype 2/3 
Treatment-naïve

(N=10)

n/N % <LOD n/N % <LOD n/N % <LOD

Week 1 1/10 10 7/25 28 2/10 20

Week 2 7/10 70 17/24 71 10/10 80

Week 4 10/10 100 25/25 100 10/10 100

Week 10 9/9 100 25/25 100 10/10 100

Week 11 9/9 100 16/16 100 10/10 100

Week 12 9/9 100 6/6 100 10/10 100

SVR 4 1/9 11 -- -- 10/10 100

Boceprevir
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Telaprevir
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Results

Patient Gender Response to previous 

therapy

Age

n1 M Partial responder 41

n2 M Relapser 65

n3 M Null responder 48

n4 F Partial responder 52

n5 M Null responder 46

ARV Therapy

Patient ARV combination CD4 

cells/mm3

TW0

CD4 

cells/mm3

TW16

VL 

copies/ml

TW0

VL 

copies/ml

TW16

n1 RAL/TFV/FTC 368 202 <40 <40

n2 DRV/RTV/3TC/TFV 245 166 <40 <40

n3 DRV/RTV/TFV/FTC 742 562 <40 <40

n4 DRV/RTV/MVC/3TC 222 292 <40 <40

n5 TAZ/RTV/TFV/FTC* 688 351 <40 <40

TW = treatment week
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HCV PCR

HCV PCR (IU/ml)

Patient TW0 TW4 TW8 TW12 TW16

n1 3842790 85738 10172 <15 <15 

n2 1947149 607039 <15 <15 <15 

n3 117140 10088 <15 <15 <15 

n4 9283263 5756 <15 <15 <15 

n5 11190303 75634 <15 <15 <15 

TW = treatment week

The facts
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