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Descrizione dell’attivita svolta (max 400 parole)

In this study, our aim was to evaluate the prewaeof thrombocytopaenia that may potentially
limit the initiation of treatment with pegylatedténferon and ribavirin in a consecutive series of
patients with chronic HCV infection who were retairto Italian Infectious diseases and
Hepatology/gastroenterology centres for antivifarapy evaluation and who were otherwise

eligible for treatment.

The preliminary interim results of these analysiagern the chart data review of 182 pts screened

in 9 of the 28 participating centres. In this patign 173 (95,05%) started the treatment, 9
(4,95%) were excluded at the screening visit apts4of them were TCP related screening fall
During the AVT 46 patients 25,27% of the studiegbydation received a TCP related suboptir
treatment and, the reason for interruption or ckawngs thrombocytopenia for the 45% of th
patients (in 50% of the patients AVT was reduced &0% stopped). Looking at the platel

counts levels used as threshold for starting, nyodif or interrupting IFN, the values found |i

these population appear in line with those suggdelsyelFN based AVT of HCV patients and

the IFNs prescribing information.

In conclusion in our analysis the TCP was foundhasmain reason of screening failure for A
in 2.1% of the candidate population which means ¢kary 173 patients who start AVT 4 patie

have been excluded for TCP (around 2,3 pts evedypi® starting AVT per year) Furthermore|i
the treated population of TCP was considered re&sosuboptimal treatment in 45% of pts|i
AVT. This even preliminary data can contribute mw the real impact of thrombocytopenia|i

the antiviral treatment of HCV pts.
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Problematiche riscontrate e proposte di soluzione (max 200 parole)

Lo studio ha raggiunto solo in parte il suo scapa,per la mancata approvazione da parte 5 d
Comitati Etici sia per la scarsa o assente colefione di numerosi altri Centri. Infatti, dei |
centri partecipanti ed autorizzati a parteciparaossolo 9 hanno assicurato una sufficie
collaborazione. Si e potuto quindi effettuare soh@ valutazione ad interim dei dati, che tutts

risultano insufficienti per una pubblicazione stigta internazionale.
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