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AIDS. 2015 Mar 13;29(5):571-81. doi: 10.1097/QAD.0000000000000579.

Faldaprevir and pegylated interferon a-2a/ribavirin in individuals co-infected with hepatitis C virus genotype-1
and HIV.

Dieterich D', Nelson M, Soriano V, Arastéh K, Guardiola JM, Rockstroh JK, Bhagani S, Laguno M, Tural C, Ingiliz P, Jain MK, Stern JO, Manero M, Vinisko R,
Kort J; STARTVerso4 study group.

® Author information

Abstract
OBJECTIVE: Faldaprevir is a potent, once-daily hepatitis C virus (HCV) NS3/4A protease inhibitor. STARTVersod assessed the efficacy and safety
of faldaprevir and response-guided pegylated interferon a-2alribavirin (PeglFN/RBV) in individuals with HCV/HIV co-infection.

DESIGN: A phase 3 open-label study (NCT01399619).

METHODS: Individuals (N=308) co-infected with HCV genotype 1 (treatment-naive or prior interferon relapsers) and HIV [96% on antiretroviral
therapy (ART)] received faldaprevir 120mg (N=123) or 240mg (N=185) and PeglFN/RBV. Those receiving a protease inhibitor or efavirenz ART were
assigned to faldaprevir 120 or 240mg, respectively. Individuals achieving early treatment success (ETS; HCV RNA <25IU/ml at week 4 and
undetectable at week 8) were randomized to 24 or 48 weeks of PeglFN/RBV. The primary endpoint was sustained virclogic response 12 weeks after
treatment (SVR12).

RESULTS: SVR12 was achieved in 221 (72%) individuals, and the rates were comparable across faldaprevir doses. ETS was achieved in 80%, and
of these 86% achieved SVR12, with comparable rates with 24 and 48 weeks of PeglFN/RBV (87 and 94%, respectively). In multivariate analysis,
age below 40 years, IL28B CC genotype, and baseline HCV RNA below 8000001U/ml were associated with SVR12 (P=0.027, P<0.0001, and P=
0.0002, respectively), whereas treatment (ART regimen and faldaprevir dose), liver cirrhosis, and genotype 1 subtype were not. The safety profile
was comparable to that of faldaprevir in HCV-monoinfected individuals.

CONCLUSIONS: High SVR12 rates were achieved with faldaprevir and PeglFN/RBV in HIV/HCV co-infected individuals, regardless of faldaprevir
dose and background ART, HCV genotype 1 subtype, or cirrhosis status. SVR rates mirrored those obtained with similar regimens in HCV
monoinfected individuals.
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STARTVerso-4-Phase-lll-trial-of faldaprevir-plus-peg-interferon-alfa-2a-and-ribavirin-{PR)-
in-patients-with-HIV-and-HCV-genotype-GT1-coinfection; -end-of treatment-response§

Jirgen-Kurt-Rockstroh',-Mark-Nelson®, Vicente-Soriano®, Keikawya-Arastéh® -Jasap:Guardiola® -
Sanjay-Bhagani®,Jgssep Mallolas™, -Cristina Tural®,-Massimo-Puoti®,-Patrick-Ingiliz'®,-Manuel-
Battegay ", -Mamta;K.-Jain'*,-‘Marina-Nunez ", -Kristen-Marks'* -Jens-Kort'"*, -Jerry-Stern® -
Richard-Vinisko'®,-Montserrat-Manero'®,-Douglas-Disterich '™

1

'University-of-Bonn,-Bonn,-Gemmany; “Chelses-and - Westminster Hospital -London, -UK; *Hospital-
Carlos 1li, Madrid, -Spain; *EPIMED, Vivantes Auguste-Vikdona Hospital, Berfin,-Gemmany; «
*Hospital-de1s-Santa-Creu (330t Pau, Barcelons, -Spain; “Royal Free-Hospital,-London, -UK;
Hospital-Glinis, Barcelons, -Spain; *Hospital Lipiversitan-Gemmans Jias { Swol -Barcelona, -
Spain; "AO-Qspedale Mauanis Ga Grangsa, Milan, -italy; -“Medizinisches-Infektiologiezentnum;
Beriin-(MIB),-Beriin, -Germany; "' Division of infectious Diseases-and -Hospital Epidemiology, -
Basel -Switzeriand, - "*UT-Southwestern-Medicsl-Center, Dallss, TX,-USA;-*Wake Forest-
University, Winston-Salem, NC, -USA;-"“Weill Comel-Medicsl College, New-York, NY, - USA;-
"*Boehnnger-Ingelheim Phamaceuticals-Inc.,-Ridgefield, -CT, USA;-"*Boehringer [ngelheim;
Espana;S.A., Barcelona, Spain;-"Mount-Sinai-School-of Medicine, -New-York, NY, -USAY

1

Background§

Faldaprevir-(FDV)-is-a-potent, -once-daily-HCV-NS3/4A-protease-inhibitor. - The-objective-of the-
STARTVerso4-(SV4) study-is to-assess-efficacy-and-safety-of FOV-plus-PR,-and-evaluate-a-24-
week-(W),.-shortened treatment-duration-in-HIV-patients-cojnfected with-chronic-HCV-genotype:
G111y

MethodsT

SV4-is-an-open-label,-sponsor-blinded-study-in-HCV/HIV-cojnfected patients who-were-HCV-
treatment-naive-(TN)-or-relapsed-after-previous-HCV therapy.-Arm-A:-patients-received-FDV-
120'mg-QD-and-PR for-24W;-Arm-B:-patients-received-FOV-240-mg QD -plus-PR for-12W-and-
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STARTVerso 4 Phase Il trial of faldaprevir
once-daily plus peg interferon a-2a and
ribavirin (PR) in patients with HIV and HCV
genotype-1 co-infection
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Jam — nice and/or sticky

* Objection handlers and Q and As
* Conference reports

* Symposia and stand alone meetings
e Concept, agenda, content
* Meeting in a box

* Internal review papers/reports
* E-learning

* Websites

* Proofing and data checking



...and what it’s like now I’'m here

Benefits Risks
* Flexibility * Flexibility
* Variety * |solation
* Field, project, client e Deadline pile up

* Comfort and challenge  « \work-life balance

 Work-life balance

Questions?




