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Twice Daily Telaprevir for Treatment-Naive HCV Genotype 1

OPTIMIZE Study: Design

OPTIMIZE: Study Features

= N =740 enrolled

= Randomized, double-blind, placebo-controlled, Phase 3 trial

= Genotype 1 HCV and treatment naive

= 85% with HCV RNA = 800,000 IU/ml

= Randomized to one of 2 arms to compare bid and g8h telaprevir
= RVR = HCV RNA undetectable (<25 |IU/ml) at week 4

= All patients received telaprevir for 12 weeks (bid or g8h)

= Patients with RVR received PR for 24 weeks

= Patients without RVR received PR for 48 weeks

Drug Dosing

Telaprevir = 1125 mg bid or 750 mg g8h

Peginterferon alfa-2a = 180 pg weekly

Ribavirin = 1000 mg/day for wt < 75 kg; 1200 mg/day for wt > 75 kg

.. Hepatitis
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Source: Buti M, et al. Gastroenterology. 2013 Dec 4. [Epub ahead of print]



Twice Daily Telaprevir for Treatment-Naive HCV Genotype 1

OPTIMIZE Study: Treatment Regimens

Week 0O 12 24 48

LR3I Telaprevir (bid)
PR 24 or 48

Bk PEG + RBV If (-) RVR continue PEG + RBV

LA :LIN Telaprevir (q8h)
PR 24 or 48

(k) PEG + RBY If () RVR continue PEG + RBV

FVR = week 4 HCV RNA undetectable
PEG = peginterferon; RBVY = ribavirin
Therapy stopped if HCW RNA = 1000 IWmL at week 4 or HCV RNA = 25 |U/mL at weeks 12, 24, 32, or 40

Source: Buti M, et al. Gastroenterology. 2013 Dec 4. [Epub ahead of print] Hepatitis
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Twice Daily Telaprevir for Treatment-Naive HCV Genotype 1

OPTIMIZE Study: Results

OPTIMIZE: SVR12 by Regimen
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Telaprevir bid + PR Telaprevir q8h + PR

SWR = Sustained Virologic Response;, T = Telaprevir, PR = Peginterferon + Ribawvirin

Source: Buti M, et al. Gastroenterclogy. 2013 Dec 4. [Epub ahead of print] Hfﬁaﬁlﬁ:?
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OPTIMIZE Study: Results

100 B Telaprevir bid + PR ®Telaprevir géh + PR

86 85
80 -

60 4

40 -

20 -

Patients (%) with SVR 12

2741369 270/371 221/256 213/250 23113 57121

Overall (+) RVR (-) RVR

RVR = rapid virologic response (undetectable HCW RINA at week 4)
Abbreviations: SWR = sustained virclogic response, PR = peginterferon + nibavirn
i Hepatitis

Source: Buti M, et al. Gastroenterclogy. 2013 Dec 4. [Epub ahead of print] " web study
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OPTIMIZE Study: Results

ETelaprevir bid + PR B Telaprevir g8h + PR
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Genotype 1a Genotype 1b

Abbreviations. Abbreviations. SWVR = sustained virologic response; PR = peginterferon + ribawinn
i Hepatitis

Source: Buti M, et al. Gastroenterclogy. 2013 Dec 4. [Epub ahead of print] = web study
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OPTIMIZE Study: Results
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OPTIMIZE Study: Results
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Abbrewviations: SVR = sustained virologic response; PR = peginterferan + ribavinn

Source: Buti M, et al. Gastroenterclogy. 2013 Dec 4. [Epub ahead of print] Hfﬁiﬂﬂi



Twice Daily Telaprevir for Treatment-Naive HCV Genotype 1

OPTIMIZE Study: Conclusions

Conclusions: “Based on a phase 3 trial, telaprevir twice daily is
noninferior to every 8 hours in producing SVR12, with similar levels of
safety and tolerability. These results support use of telaprevir twice-
daily in patients with chronic HCV genotype 1 infection, including
those with cirrhosis.”

Source: Buti M, et al. Gastroenterology. 2013 Dec 4. [Epub ahead of print] Hfﬁaﬂtﬁ



