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How many patients get AILD every year?



Primary sclerosing cholangitis - PSC

• Rare chronic cholestatic liver disease characterised by 

inflammation and fibrosis of intra- and extrahepatic BD 

• The last «black box» in hepatology

• Associated risk of ESLD, CCA and CRC

• No therapies with proven benefit on survival

• Strong association with IBD  

Karlsen et al. J Hep 2017



Primary Biliary Cholangitis - PBC 

• Chronic inflammation and destruction of 

smal/medium-sized bile duct (former CNDC)

• Easy to diagnose (AMA and chronic cholestasis)

• 1 in 1000 women > 40yo live with PBC 

• Often asymptomatic and at early stage ad diagnosis – former 

“primary biliary cirrhosis”

• Itch and fatigue are common

• Other autoimmune conditions (thyroid, celiac, AR, scleroderma)

• Slowly progressive – not always!

• Therapy: backbone is UDCA – 2nd line OCA & Fibrates



Autoimmune Hepatitis - AIH 

• Autoimmune hepatitis (AIH) is a chronic 
inflammatory liver disease which, if untreated, 
often leads to cirrhosis, liver failure and death

• Prevalence: 10 to 17 per 100 000 in Europe (similar 
to PBC)

• Women are affected 3-4 times more frequently

• All age groups – bimodal distribution (peaks at 
puberty and 4th-6th decade)

• Complex disease - triggers: viruses, drugs?



Italian Registries of Autoimmune Liver Diseases

• Investigator-iniziated project (Pietro Invernizzi, 2017)

• Funded by PAOs, Industry, University of Milano-Bicocca

• >96 liver centres involved

• Aims:
• Epidemiology
• Disease course
• Real-world drug experience (efficacy/safety)



Team

• Data Manager
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• Regulatory Affairs

• Redcap Manager
• PI & Medical team
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CONTRIBUTING SITESMonza – IRCCS San Gerardo dei Tintori
Bergamo – ASST Papa Giovanni XXIII
Milano – ASST Niguarda - Policlinico di Milano Gastroenterologia & 
Medicina ad Indirizzo Metabolico – Ospedale S. Giuseppe - IRCCS San 
Raffaele – ASST Santi Paolo e Carlo – ASST Ovest Milanese di Legnano
Brescia – Fondazione Poliambulanza - ASST degli Spedali Civili
& Presidio di Gardone VT
Rozzano – Istituto Clinico Humanitas
Gallarate – ASST Valle Olona
Como – Ospedale Valduce
Cremona – ASST di Cremona
Varese – ASST Sette Laghi
Treviglio – ASST di Bergamo Ovest
Pavia – Istituto di Cura
Lecco – ASST di Lecco

Catanzaro – AOU Mater Domini A & Geriatria
Lamezia Terme -  ASP Presidio Ospedaliero
Cosenza – AO SS. Annunziata

Roma – Policlinico Umberto I
               Policlinico Tor Vergata
               Policlinico Gemelli – Med. Int. & CEMAD
               Policlinico Campus Bio-Medico
               Ospedale Sant'Andrea
               S. Camillo Forlanini
Civitavecchia – Ospedale S. Paolo
Latina – Ospedale Santa Maria Goretti

Modena – Ospedale Civile di Baggiovara & AOU di Modena
Parma – AOU di Parma
Bologna – Policlinico S. Orsola Malpighi: Epatologia, Medicina Interna, Malattie epatobiliari 
e immunoallergologiche, MI per il trattamento delle gravi insufficienze di organo
Faenza – Presidio Ospedaliero
Rimini – AUSL della Romagna
Ferrara – AOU di Ferrara
Forlì - Ospedale Pierantoni-Morgagni
Ravenna - Ospedale “Santa Maria delle Croci”

S. Giovanni Rotondo – Ospedale Casa Sollievo della
Sofferenza: Gastroenterologia & Epatologia
Bari – AOU Policlinico Bari
Foggia – AOU Ospedali Riuniti
Castellana Grotte – IRCCS De Bellis
Brindisi – P.O. Perrino
Barletta - Ospedale Mons. Dimiccoli

Pordenone – AO S. Maria degli Angeli
Trieste – ASU Integrata di Trieste
Udine – ASU Integrata di Udine

Potenza – Ospedale San Carlo Borromeo
Matera – Azienda Sanitaria locale

Palermo – AOU Policlinico “Paolo Giaccone” & Ospedale Riuniti Villa Sofia Cervello
Catania – ARNAS Garibaldi & Policlinico "G.Rodolico« & P.O.  di Acireale
Messina – AOU Policlinico Gaetano Martino
Siracusa - ASP

Cagliari – AOU Duilio Casula Monserrato,
ARNAS G. Brotzu

Sassari – AOU di Sassari

Napoli – Policlinico Federico II 
Gastroenterologia – AOU Vanvitelli 
– Fondazione Evangelica Villa 
Betania – AO Cardarelli
Salerno – AOU Ruggi d’Aragona & 
Umberto I Nocera Inferiore 

Perugia – AO S. Maria della Misericordia

Firenze – AOU Careggi Clinica Medica & Gastroenterologia
Pisa – AOU Pisana Cisanello
Siena – AOU Senese

Trento – Azienda Provinciale per i Servizi Sanitari
Bolzano – Azienda sanitaria dell’Alto Adige

Padova – AO Gastroenterologia & Medicina Interna
Verona – AOU Integrata & Ospedale Borgo Roma
Treviso - Ospedale Regionale Ca’ Foncello
Bassano del Grappa – Ospedale S. Bassiano
Peschiera del Garda – Ospedale P. Pederzoli
Vicenza - Ospedale San Bortolo

Genova – Ospedale San Martino

Ancona – AOU 
Ospedali Riuniti

Torino – AOU Città della Salute
Novara – AOU Maggiore della 
Carità
Asti - Ospedale Cardinal 
Massaia
Cuneo – AO S. Croce e Carle

Pescara – Azienda USL 

Activated: 60
To be activated: 36

Aosta – Azienda USL Valle d’Aosta
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PBC Registry Study Group Overview
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Gerussi & Saldanha et al Manuscript submitted

• > 400 AIH & > 250 PBC liver 
biopsies

• Treatment-naive, at diagnosis
• Six centers (ICH, HSG, SG, 

Novara, Palermo + Hannover)
• DL analysis performed at the 

Clinical Artificial Intelligence Lab 
(Prof. Jakob Kather) in Dresden

Patients Liver biopsy

Multiple Instance 
Learning

PBC

Slide scanner Digital Slide NormalizationTesselation

FC
-
7
4
8

Saved features

AIH

Visualization
Transformer-based
feature extractor

Deep Learning can discriminate AIH from PBC 
directly from histology without human annotation



Artificial intelligence in MRI



Publications: Real world data of second-line therapies



Publications: Surrogate endpoints for clinical trial



Tel Aviv

Miami

San Francisco Toronto

Joining International Research Consortia

Boston

Patras
Larissa

Leuven

Birmingham, AL
Dallas

Calgary

Edmonton Aachen
Hamburg

Madrid

Szczecin

Warsaw

Bahia

Sao Paulo

Seoul

Vancouver

Denmark

Rotterdam
Amsterdam

Birmingham, UK
Jena

Paris Milan

Rozzano
Palermo

Padua

Tokyo
Barcelona

Shanghai

Sacramento

Seattle

Milwaukee

Phoenix

Rochester

Buenos Aires

Heidelberg

Ghent

Ghent                    Calgary, AB
Leuven                  Rozzano, Milan
Larissa                   Dallas, TX
Patras
San Francisco
Boston
Miami
Tel Aviv
Toronto

Aachen                      Birmingham, UK
Edmonton                 Jena
Birmingham, AL
Barcelona
Milan

Rotterdam        Amsterdam 
Paris                   Palermo
Padua                Seattle
Sacramento      Rochester
Phoenix             Tokyo
Milwaukee        London
Buenos Aires
Shanghai

Expressed Interest
Heidelberg     Hamburg
Madrid            Szczecin
Warsaw           Bahia
Sao Paulo        Seoul
Vancouver       Copenhagen

London

33 contributing sites, 15 sites expressed interest
Global PBC Study Group



Future perspective

Crossfertilisation of experiences of data flow and network

AILD 
Registry

PITER
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