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Descrizione dell’attivita svolta (max 400 parole)

The study was proposed by the three major hepatwegmterological Italian Associations (Associagditaliana
Gastroenterologi Ospedalieri (AIGO), Associaziotadidna Studio Fegato (AISF), Societa Italiana Gastterologial
(SIGE)) and by the lItalian Association for InfectsoDiseases (Societa Italiana Malattie Infettivier@picali (SIMIT)),
supervised by the Italian Institute of Health (lgtb Superiore di Sanita (ISS)) and financially goted by the Italian
Drug Agency (Associazione Italiana per il Farma&td=Q)).

Aim of our study was to assess the effectivene$@3-IFNs/Ribavirin in treatment naive CHC patidntialy.

Independent observational multicenter study. A8 #70 Italian clinical centerauthorized to prescribe anti-vir
treatment for CHC were invited to participate. Gnmdred and seventy nine centers applied (106rigekss than 5(
pts/year (small centers) and 73 treating more Btapts/year (large centers). All the 106 small eexntexpected t
enroll 3,200 pts/year, were included, 32 of thel&i@e centers, expected to enroll 7800 pts/yeare wandomly
included to achieve the same number of patienta fewge and small centers.

All patients who had completed a PEG-IFN/Ribavicmurse in the 18 months preceding (retrospectiasghor
were prescribed therapy in the 18 months followjpgspective phase) the start of the study (Felpri&r2008)
were enrolled. There were no a priori inclusion ardlusion criteria

Results: 4176 patients were enrolled: 2091 during theosgtective, 2,085 during the prospective phase. firta
study population consisted of 2051 patients inr&tmspective and 2073 in the prospective phase.

SVR was more frequent during the retrospective ttien prospective phase (1,036/2,051 (50-5%) vs28003
(38:6%) P < 0.001). SVR was achieved by 325/9541@4 genotype (G) 1&4 and 684/1,018 (67-2%) G2&Bepts
during the retrospective and by 300/1,056 (28-4%&4(-5-7%) and 473/918 (51-5%) G2&3 (-15-7%) dgrihe
prospective phase. Age, gender, BMI, cirrhosiglwgenotype, viremia and low GGT were significgraksociated
with response during the prospective phase; thesecations were also present in the retrospeptiase except fo
age and BMI. PEG-IFN choice influenced SVR durihg prospective phase: 355/852 patients (41: 7%jettaaith
PEG-IFNalfa-2b vs 444/1,212 (36-6%) treated wittGPENalfa-2a achieved an SVR (p = 0.021). At matiate
analysis G2&3 were significantly associated witlgh@r SVR, cirrhosis and GGT > 2 times the normaitliwith
poorer response rates. After adjustment the effeleEG-IFN type disappeared.

Conclusions: the response to PEG-IFNs/Ribavirin in clinicahgtice is distinctly lower that in registrationals. SVR
reduction was more pronounced among easy thawliffio treat genotypes.
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