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Sensibilidad al Interferón

Asselah T,  et al. Gut 2008; 57: 516–24, Susser S, et al. Hepatology 2009; 50: 1709–18,

Susser S, et al. J Clin Virol 2011; 52: 321–7
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RESPOND-2: Boceprevir in Genotype 1 Treatment-experienced Patients

Main Findings

� SVR rates significantly higher with boceprevir-containing regimens vs 
pegIFN/RBV control (P < .001) regardless of previous response

– SVR rates with boceprevir-containing regimens higher among previous relapsers vs 
nonresponders

Bacon BR, et al. N Engl J Med. 2011;364:1207-1217. 

SVR, % BPR RGT
(n = 162)

B44PR48
(n = 161)

PR48
(n = 80)

Overall 59* 66* 21

Response to pegIFN/RBV lead-in

� HCV RNA decrease < 1 log10 IU/mL 33 34 0

� HCV RNA decrease ≥ 1 log10 IU/mL 73 79 25

*P < .001 vs PR48 control arm.
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A Major Advance:
GT1 Treatment Failures
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RESPOND-2: Boceprevir in Genotype 1 Treatment-experienced Patients

Main Findings

� SVR rates significantly higher with boceprevir-containing regimens vs 
pegIFN/RBV control (P < .001) regardless of previous response

– SVR rates with boceprevir-containing regimens higher among previous relapsers vs 
nonresponders

Bacon BR, et al. N Engl J Med. 2011;364:1207-1217. 

SVR, % BPR RGT
(n = 162)

B44PR48
(n = 161)

PR48
(n = 80)

Overall 59* 66* 21

Previous response

� Previous nonresponder 40 52 7

� Previous relapse 69 75 29

Response to pegIFN/RBV lead-in

� HCV RNA decrease < 1 log10 IU/mL 33 34 0

� HCV RNA decrease ≥ 1 log10 IU/mL 73 79 25

*P < .001 vs PR48 control arm.



clinicaloptions.com/hepatitis
RESPOND-2: Boceprevir in Genotype 1 Treatment-experienced Patients

Main Findings

� SVR rates numerically higher with boceprevir-containing regimens vs 
pegIFN/RBV control across all subgroups analyzed

– Higher SVR rates attained with boceprevir in many difficult-to-treat populations

Bacon BR, et al. N Engl J Med. 2011;364:1207-1217. 

SVR, % BPR RGT B44PR48 PR48

Race

� Nonblack 58 (84/144) 68 (97/142) 24 (16/68)

� Black 61 (11/18) 53 (10/19) 8 (1/12)

HCV subtype

� 1a 50 (37/74) 61 (47/77) 24 (9/38)

� 1b 65 (49/75) 73 (49/67) 22 (8/36)

HCV RNA 

� ≤ 800,000 IU/mL 80 (12/15) 80 (16/20) 40 (6/15)

� > 800,000 IU/mL 56 (83/147) 65 (91/141) 17 (11/65)

Liver histology, %

� No/minimal/portal fibrosis 66 (77/117) 68 (81/119) 23 (14/61)

� Bridging fibrosis/cirrhosis 44 (14/32) 68 (21/31) 13 (2/15)

� Cirrhosis 35 (6/17) 77 (17/22) 0 (0/10)



Estudio  PROVID: Boceprevir en pretratados incluyendo null responders





clinicaloptions.com/hepatitis
Clinicians and Faculty Define Strategies for the Next Era of HCV Therapy

CUPIC: Telaprevir or Boceprevir + P/R 
in GT1 Treatment-Experienced Cirrhotics

Fontaine H, et al. EASL 2013. Abstract 60. Hezode C, et al. J Hepatol. 2013;59:434-441.
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Telaprevir + P/R
Boceprevir + P/R

Risk of Death or Severe 
Complications, % (n/N)

Platelet Count 
> 100,000 cells/mm 3

Platelet Count 
≤≤≤≤ 100,000 cells/mm 3

Albumin ≥ 35 g/L 3.4 (10/298) 4.3 (3/69)

Albumin < 35 g/L 7.1 (2/28) 44.1 (15/34)



Efectos adversos de Telaprevir  y  Boceprevir

31.400                                          29.037 COSTES ( Tratamiento completo Euros)



IFN Peg+Sofosbuvir+RBV
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The Future Has Arrived

Sofosbuvir + P/R for GT1 HCV: 
Approved Indications

� Sofosbuvir 400 mg/day with or without food, administered with P/R

� All GT1 patients receive same regimen, regardless of previous 
treatment history or fibrosis level

12 weeks

Sofosbuvir + P/R

Sofosbuvir [package insert]. December 2013.
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NEUTRINO: Sofosbuvir + P/R for 12 Weeks 
in Treatment-Naive GT 1/4/5/6 HCV
� Open-label, single-arm study of sofosbuvir 400 mg QD + P/R for 

12 weeks in treatment-naive patients with GT1/4/5/6 HCV

– 17% cirrhosis; 89% GT1; 9% GT4; < 1% GT5; 2% GT6

Lawitz E, et al. N Engl J Med. 2013;368:1878-1887.
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NEUTRINO: Resistencias

NEUTRINO: Efectos secundarios

Lawitz E, et al. N Engl J Med. 2013;368:1878-1887
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FDA Exploratory Analysis: Predicted 
Efficacy of SOF + P/R in Trt-Exp d GT1 HCV

Sofosbuvir FDA hearing. October 25, 2013.

Historical 
PegIFN/RBV Response

NEUTRINO
Response Rates

P/R Trt 
failures: 
50% or 
more

Responders: 
up to 50% 

Trt 
failures: 

11%

Responders: 
89% 

Trt 
failures: 

11%

Potential 
responders: 

39% 

P/R Trt 
failures: 

50% 

Patients who would have failed P/R therapy likely 
contributed to increased SVR rates with SOF therapy

Predicted SVR in GT1 P/R 
Trt-Expd population: 

78% (39/50)

Predicting SVR in 
P/R Trt-Experienced
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96

Simeprevir + Sofosbuvir in 
Trt-Naive Pts and Nulls (COSMOS)
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� 78% GT1a

� 50% Q80K

� 94% non-CC

� All nulls

� 78% GT1a

� 40% Q80K

� 79% non-CC

� 47% F4

� 54% Null

Jacobson I, et al. AASLD 2013. Abstract LB-3.

� Major caveats: small n, no plan for phase III trial
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