Male gender, genotype 3, previous alcohol use, increased BMI, and diabetes are factors independently correlated to advanced HCV chronic liver disease in Italy: data from

PITER (Piattaforma Italiana per lo studio della Terapia delle Epatiti viRali) cohort study ;@
T = o
L.A. Kondili?, S.Rosato?, L. E. Weimer?, M. G. Quaranta?, L. Falzano?!, A. Mallano?!, M. E. Tosti%, M. Massellal, M. R. Brunetto 33, A.L. Zighego>, M. Rizzetto3!, A. Di Leo?®, G. Raimondo3, C. Ferrari?’, A. Craxi 32, G. Taliani®, P.
Blanc’, A. Gasbarrini®, L. Chessa®, E. M. Erne'9, G.Fattovich'!, P.Andreone!?, M. Vinci!4, F. P. Russo?®, E. Villal>, G. B. Gaetal’, T.A. Santantonio 2! G. Borgia??, G. Verucchi?3, C. Coppola?*, M. Persico'®, L.Chemello3°,
A.Albertil®, V. De MariaZ®, M. Puoti? R. Bruno??, P.Caraceni!?, M.Andreoni'®,M. Marzioni?, S. Vella! on the behalf of PITER Collaborating Group available on www.iss.it/piter
1,24 |stituto Superiore di Sanita, Rome, Italy;? University of Messina, Messina, Italy;> University of Florence, Florence, Italy;® Sapienza University of Rome, Rome, Italy;’- Santa Maria Annunziata Hospital, Florence, Italy; 8 Policlinico Universitario Agostino Gemelli; AMERICAN ASSOCIATION FOR
Rome, Italy;® Azienda Ospedaliero-Univesitaria di Cagliari, Cagliari, Italy;'° Azienda Ospedaliera di Padova, Padova, Italy; 1! Azienda Ospedaliero Universitaria Integrata di Verona, Verona, Italy;!2Azienda Ospedaliero Universitaria di Bologna, Bologna, Italy;!* THE STUDY OF LIVER DISEASES

Niguarda Hospital, Milano, Italy;>- University of Modena, Modena, Italy;1® Azienda Ospedaliero Universitaria di Padova, Padova, Italy;1’ Second University of Napoli, Napoli, Italy;'® University Tor Vergata, Rome, Italy;*® University of Salerno, Salerno, Italy;%°
University of Pavia, Pavia, Italy;?! University of Foggia, Foggia, Italy;%?? Federico Il University of Naples, Naples, Italy; 23- Sant'Orsola Malpighi Hospital, Bologna, Italy;?* Gragnano Hospital, Napoli, Italy;>> Universita Politecnica delle Marche, Ancona, Italy;?® University
of Bari, Bari, Italy;?” Azienda Ospedaliero-Universitaria di Parma, Parma, Italy;?® Azienda Ospedaliero-Universitaria Mater Domini, Catanzaro, Italy; 2° Azienda Ospedaliera Niguarda-Ca Granda, Milano, Italy;3° University of Padua, Padova, Italy;3! University of Torino,
Torino, Italy;3?University of Palermo, Palermo, Italy;33- Azienda Ospedalero-Universitaria Pisana, Pisa, Italy.

INTRODUCTION RESULTS CONCLUSION

ltaly has one of the highest prevalence rates of HCV infection in Framework of data collection in the different eCRFs Variables \ C195% | Adjusted | CI95% Malg gender, genotype 3, !ncreased BMI,
Europe, and a peculiar epidemio-logic situation. In ltaly, HCV 6331 OR previous alcohol use and diabetes are
factors independently
1 1-1

iInfection is the leading cause of cirrhosis, HCC,and liver-related

death . In order to evaluate factors associated with the severity of — B H HOe aﬁ§o|ciated V\ch adfvanlc.ed liver disease in

Ilver dlsease In Itallan patlents In Care, data derlved from the bemoarafic Aeonol Thdeartaapy COE‘I:)?:;ZK@S Ihas?riﬁt:r:{a/l E?;:/I:E\S/ Gender Fvs M 3034/3797 0.6 0.5-0.7 0.7 0.6-0.8 tD.ISb atrge .CO O.rtdO Ita ljan ??tletnts.

PITER HCV cohort study were analysed. PITER is a structured ey e e cat Previous  1435/4311 1.9 1.7-2.2 1.6 1.3-2 1dDELES 15 ah Independent factor

network that benefits from an integrated collaboration involving p o BRI % e Alcohol signiticantly associated with cirrhosis also
conol use . .

. . . . . . in patients younger than 50 years of age.
Italy’sNational Institute of Public Health (Istituto Superiore di yes/No use |:>|-F|)-ER corzlort sgtudy throug]/h its 5
Isalr.“ta)s’the. Ita“fan IS?Cle.ty fOII‘:)t.he StUd)(ISOIT\;T'I?)legr f]AI'SFf)f,'Fhe ; B _— Actual Alcohol  1083/4311 0.7 0.6-0.8 0.6 0.5-0.8 prospective design, ,Wi|| provide a
tallan Soclety tor Infectious Diseases and their aftfiliate aata therabg events e use/no use continuous update of the epidemiology
clinical ce_ntres. The main goal of PITER is to evalgate tr_le > > > VP E——— » L os 14 1916 of HCV chronic liver disease
expected impact of DAAs on the natural course of infection and on ANI<as considering patients in care that will be
ona- . . 1 a _ _ _

g-term morbidity and mortality in a real-life setting — F E—— iy et , e continuously enro”ed certain penods
Sover N each year and patients that will be
AlIM aurng | [ S treated with antiviral therapies
therapy B HCV Genotype 3996/1013 1.7 1.4-2.0 1.4 1.1-1.7 ove rtl me
1vs?2

Jroogical 3vs 2 655/1013 2 1.6-2.4 1.5 1.2-2.1

To evaluate the peculiarities, if any, of chronic liver disease in Pt conel i comziine Wil mrimercs) [y cin 4vs2  446/1013 1.4 11-1.8 1.2 0.7-1.6

ltaly, baseline and prospectively » SN < pr > Diabetesvs ~ 913/5918 2.9 2.5-3.3 1.7 1.4-2.1 ACKNOWLE DG EM ENTS

Non Diabetes

To evaluate factors correlating with liver disease severity in a

sample which is representative of patients in care in Italy Sl e 3 263> 2 1.6:2.3 Authors wish to thank all clinical centres which are
This analysis included 6831 patients enrolled as by June 2015 Increased involved in the study on a voluntary basis. The study
_ _ start-up was supported by “Research Project
The mean age of the enrolled patients is 59119 years; Gamma GT vs PITER2010” RF-2010-2315839, National Institute of
3797 males) on clinical care. HCV genotype 1b (58%) and genotype 2 (15%) are NR* Public Health fundsfor start-up studies and by un-
. g : conditioned partial support fromBristol-Myers Squibb,
significantly prevalent in older ages >2 times 965/2313 4.4 3.7-5.1 2.5 2-3.1 Roche and Merck (MSD ltalia).

(older than 59 years) compared to genotypes 3 (10%) and 4 (7%), which are
prevalent in younger ages. F4/cirrhosis
stage was present in 2579 (38%) patients. It increased by age as expected, although

32% of patients younger than 60 ™ REFE RENCES

2 ti 2126/2604 2 1.8-2.3 0.9 0.7-1.1
vears (3371 patients) had F4/cirrhosis. Of the enrolled patients, 48% were times /

Increased

Gamma GT vs

treatment-experienced. The independent Increased ALT 1)Kondili LA, Vella S and Piter Collaborating Group PITER:
MATERIAL & M ETHODS role of each factor related with F4/cirrhosis, as defined by the logistic regression ve iR An ongoing nationwide study on the real-life impact of
>2 times 1748/2604 3.3 2938 0.7 0.5-0.9 direct acting antiviral based treatment for chronic

analysis, is as follows: male vs hepatitis C in Italy. Dig Liver Dis (2015) .

To date 7600 patients in care in more than 80 Italian Clinical female OR:1.42 (95% Cl:1.25-1.66); BMI>25 vs BMI<25 OR:1.4 (95% Cl:1.2-1.6); nEiERsEel b
P . BMI>30 vs BMI<25 OR:2 (95% Cl:1.6-2.6); genotype 1 vs 2 OR:1.4 (95% Cl:1.1-1.7); vs NR 2)Piter Collaborating Group available on www.iss.it/piter
Centers are enrolled in the the PITER HCV cohort study. The cenotype 3 vs 2 PP E—— 5 > 634 19 1524
!nfOrmat!C platform Contglns detailed clinica an.d thera.oeutlcal OR:1.9 (95% Cl:1.2-2.1); diabetes vs non diabetes (913/5918) OR:1.7 (95% Cl:1.4- Increased AST
informations of these patients. The enrolled patients will be . ’
. . . 2.1); previous alcohol use vs no use (1435/4311) OR:1.6 (95% Cl:1.3-2). Current vs NR

followed for 5 to 10 years, independently if they will be undergone . o . . . . -
an anti-HCV antiviral therapy alcohol use vs no use OR:0.6 (95% CI:0.5- 0.8) was not associated with F4/cirrhosis; >2 times  1647/2636 7.3 6.4-8.4 4.2 3.1-5.6

: . : : : the majority of current abuser had FO-F2 fibrosis stage. Increased GGT | d AST
Anal baseline data of lled patients in the Inf tic Platf ’ nerease

NAYSING LA>EIINE Eiatd OF ENTOTE PAtIEnts I the IBTmate Fiatior increased AST, decreased ALT and decreased PLT were also independently related vs NR DISCLOSU RES

so far the relationship between severe fibrosis stage/cirrhosis and . . . .
P ge/ with F4/cirrhosis. Diabetes was

sociodemogeraphic Characteristics’ HCV RNA o _ . _ o PLT: 50 000- 1250/3764 6.5 5.7-7.5 23.5 18.8-29.4 . .
57ab . significantly associated with cirrhosis in both age groups older and younger than 50 Nothing to disclose
genotype, alcohol, body mass index (BMI), ALT, AST, GGT, platelets, e . : 100 000 vs
. . . L years. Other comorbidities accounted for 3%-18% of enrolled patients without
diabetes, cardiovascular, neurological/psychiatric, o , , , >150 000
. : . significant differences by age groups and fibrosis stage.
autoimmune/reumatological and neoplastic diseases were evaluated by PLT: 100000- 1440/3764 34.4 28.5-41.6 4.8 4.1-5.6
univariate and logistic regression statistical models. The regression 150 000
model’s goodness of fit (calibration and sensitivity) was also estimated. vs>150 000

This analysis included 6831 patl.en.ts enrolle.d as by June 2015 Loreta Kondili MD. PhD
*NR= Normal ra nge. For the |OgIStIC regression model: Therapeutic Research and Medicines Evaluation Department

. . Istituto S iore di Sanitc
data from 6000 observations are included, Viale Regina Elena 209; 00161 Rome Italy

ROC =0.9; Chi-square Hosmer Lemeshow 8.7; DF=8; p=0.3. Tel: +39 0649903816/Fax:+39 0649902012

email: loreta.kondili@iss.it


http://www.iss.it/piter

