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HCV PITER cohort is a 
reppresentative sample of 
patients with chronic HCV 
infection in care in Italy

GeograficalDistribution of PITER Network ClinicalCenters 



Piattaforma Italiana per lo studio delle Terapie delle Epatiti viRali 
(Italian Platform for the Study of Viral Hepatitis Therapies )
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Phases of the Project Period Stage

First Enrolment May-November 2014 Closed

Second Enrolment  December 2014-May 2015 Closed

Third Enrolment November 15- Jannuary 2016 Closed

Fourth Enrolment

Fifth Enrolment

April 2017- October 2017

September 2018-February 2018

Closed

Closed

Follow-up/ Antiviral Therapies February 2015 Ongoing

Quality Data Control Continous Monitoring Ongoing

Subsequent short enrolment

periods

Spring /Fall

(each year)

Subsequent

short 

enrolment

periods
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tŀǘƛŜƴǘǎΩ ŘƛǎǘǊƛōǳǘƛƻƴ ŀŎŎƻǊŘƛƴƎto the Clinical Centre specialty
and geographical area



Changes of Fibrosis Stage by Enrolment's periods



Genotype Distribution PITER vs Overall Treated patients

Distribution of patients according to the Fibrosis Stage*

PITER IS A RAPRESENTATTIVE  SAMPLE OF PATIENTS TREATED WITH 
DAA

* 2015-2016: same distribution of PITER and overall treated patients (AIFA data)
2017-2018: small differences for AIFA criteria of ellegibility that do not consider fibrosis stage; in 
PITER all patients are classified by fibrosis stage
2018: data in evaluation
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Data from PITER HCV cohort

ÅAmong650 womenwho wereHCV positive and miscarriagedata wereavailable
42% hada historyof miscarriageof whom44.6% hadhistoryof multiple 
miscarriages(2-8 miscarriages).

ÅCarriesof genotype1 hadlower riskof miscarriages(OR  0.62; 95% CI 0.4-0.9)

ÅCombination of GT1 and  GT2 hadlower rate of miscarriagesvs GT3 and GT 4

( OR =.4; 95% CI 0.2-0,8).

ÅHistoryof miscarriageswasnot associatewith: fibrosisstage (F3-4 vsF0-F2); BMI
(<25 kg/m2 vs >25 kg/m2 ); presence of cirrhosis, hypertension, diabetes,
(presence/vs absent) drug addiction(past/presentvs absent) or emloymentstatus
.(p>0.05)







Numberof co-medicationsusedand percentageof patients, 

by DAA regimen, amongHCV-infectedpatients



Categoryof potential DDIs, by DAA regimenand severityof liver disease,

amongHCV-infectedpatients





Failure rates following the first DAA regimen, by HCV genotype and treatment regimen in 

patients who completed the 12 weeks post treatment evaluation (n = 3,830 patients)

FailureRate:  140/3.926 (3.6%) 



Univariateand logisticregressionanalysislinking failure with independentvariables



Modificationsof liver diseasestage following DAA treatment in patientswith cirrhosis.



ClinicalEventsfollowing the first DAA treatment failure

OverallMedian Time:196 days(Range: 38-579 days: 6.42 months). 

ÅFivepatientswith liver cirrhosisunderwentOLT, 3 for liver failureand 2 for 
developmentof HCC in patientswith childB cirrhosis. 

ÅHCC overalloccurrencerate of 16.4% (23/121 cirrhoticpatients); 
Ådiagnosedeither duringor after treatment in 13%
Årecurrenceof a previouslycuredHCC in 6% (all Child-PughclassA). 

ÅChild-Pughclasschangedfrom A to B in 12 (10.3%) patientsand from B to C in 1 (0.8%) 
patient. 

ÅAscitesappearedin 15 of 121 patientswith cirrhosis(12.3%); in 3 (20.%) of these15 
patients, it constitutedthe first decompensation.

ÅHepaticencephalopathyhappenedin 9 (7.4%) patients, in 3 (30%) of whomit appeared
for the first time followingtreatment failure. 





Expected Outcomes

Å 1) Production of a continuously updated picture of the epidemiology of HCV chronic  
infection at the national level;

Å 2) Evaluation of the real-life long-term impact of new DAA therapies on the outcomes 
of chronic HCV infection in terms of morbidity and mortality in patients at different 
stages of disease;

Å 3) Monitoring of the use of the different options for DAA therapy and the long-term 
safety of DAAs and DAA combinations in a real-life setting, as well as access to DAAs by 
geographic area and gender;

Å 4) Development of appropriate algorithms for care and therapy for special, difficult-to-
treat and difficult to reach populations; 

55) ) Evaluation of the economic impact of the progressive 
introduction of DAAs and their cost-effectiveness in 
patients at different stages of liver disease



Treatment indipendently by the fibrosis stage 
brings significant improvements in the health

status and is sustainable



Cost-EffectivenessAnalysis

Scenariosof treatment policy

Twoscenariosof policiesfor DAA IFN-free regimensweresimulatedand 
compared:

ÅtƻƭƛŎȅ мΥ άuniversalέΥ Treatall patients, independentlyof the fibrosisstage;

ÅPolicy 2: Treatonlyάprioritizedέ patientsand delay treatment of the remaining
patientsuntil reachingfibrosisstage F3.



Resultsof the base case analysis
Italy Scenario

Costs QALYs Incremental 

Costs

Incremental 

QALYs

Strategy 1 ϵ нтмΦоссΦурп90.926

ϵ омΦлуоΦптр3.495
Strategy 2 ϵ нплΦнуоΦотф87.430

ICER ϵ уΦуфоκv![¸

Europeanscenario
Medium Europeancostsof liver diseasestageswasused

DAA priceswerevariedΥ  ϵ мрΣллл-45,000 (MeancostҐ ϵ олΣлллύ

ICER obtainedusingPolicy1 was ϵ 19,541.75/QALY



Interim Evaluation confirmedfor Overalltreated patients in Italy, Romania, SpainEngland

Finalresults: Ongoingevaluation



Results

ÅStandardized for 1.000 treated patients


















