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Welcome & Intro

Silvia Faini & Angelo Tinazzi

CDISC EU Committee / CDISC Italian UN Representative
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Thank You!!!
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Wifi pw 
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lumbering-stag



SAS Survey
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Marian Survey
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1 question, multiple answers, 1 choice

• PollEv.com/marianmitroi554 

• ‘In a randomized trial some patients took rescue medication or discontinued the 
study. What scenario will lead to the treatment effect estimate that was 
investigated? The objective was to show Superiority of treatment over placebo.’

• You can respond once

• Anonymous (skip filling your name in)

• Will help to illustrate the need for E9(R1)

https://pollev.com/marianmitroi554
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Once upon a time the Covid Pandemic … Back to “Live”
February 25, 2020

X
Probably the first 

conference impacted by the 

pandemic

--EPCHGI=“Y”
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Once upon a time the Covid Pandemic … Back to “Live”
No more virtual conferences
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CDISC-EU 2020

Once upon a time the Covid Pandemic … Back to “Live”
No more virtual conferences



CDISC Italian User Network
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CDISC User Networks discuss 

standards updates and 

developments, share, 

implementation and learning 

experiences, participate in public, 

review, and circulate feedback and 

new ideas to CDISC ..... User 

Networks take place in Asia, Africa, 

Europe and North America with face-

to-face meetings in the respective 

countries occurring on a periodic 

basis. CDISC offers each User Network 

access to our online Wiki to store 

presentations, documentation and 

updates 

https://wiki.cdisc.org/display/ITAUG/Italian+User+Network+Home 

https://wiki.cdisc.org/display/ITAUG/Italian+User+Network+Home
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▪ Silvia Faini (Cytel) e Angelo Tinazzi (Cytel) rappresentanti come membri 

del CDISC-EU Committee

▪ Condividere Esperienze

▪ TC Regolari almeno una per trimestre

▪ Un incontro F2F all’anno

▪ Partecipazione volontaria

▪ mailing list gestita da angelo.tinazzi@cytel.com

▪ CDISC Wiki Page

CDISC Italian User Network

mailto:angelo.tinazzi@cytel.com


VIII. Traceability

VII. CDISC Standards Update

VI. What’s new at 360°

V. CDISC ADaM Esempi Pratici

CDISC Italian UN History
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2008         2009        2010     2011     2012    2013    2014         2015 2016       2017          2018          2019        2020        2021      2022     2023

I, II, III CDISC ITA UN BIAS
Workshop

CDISC 
Italian Day

IV. Data Standards e Loro Applicazione
IX. Submission et al

2021 -

2020 -

2019 -

2017 -

2016 -



Attendees

15

Data 

Manager

Biostatistician

Statistical 

Programmer
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72
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▪ Italian Bayesian Day l’8 settembre a Roma

▪ IBIG Forum a Milano dall’9 al 11 ottobre

Soon available at www.simef.it

http://www.simef.it/
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https://www.sas.com/it_it/news/leading-art-innovation/education-

future/tinazzi-brazzolotto-analytics-life-science.html 

▪ 1a Edizione

▪ 20 partecipanti, in Italiano

▪ 2a Edizione, dal 27 Settembre

▪ Esteso a EMA

https://www.sas.com/it_it/news/leading-art-innovation/education-future/tinazzi-brazzolotto-analytics-life-science.html
https://www.sas.com/it_it/news/leading-art-innovation/education-future/tinazzi-brazzolotto-analytics-life-science.html


Agenda
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10:00 Benvenuti e Aggiornamento CDISC Italian UN

SAS, IBIG, CDISC E3C

10:15 CDISC Key initiatives for 2023 and beyond

Peter Van Reusel, CDISC

10:45 Introduction to ISS/ISE

Florence Le Maulf, Cytel

11:15 ISS/ISE and CDISC

Angelo Tinazzi, Cytel

11:45 The value of Real-World Evidence in Clinical Trials

Stefano Patarnello e Marta Cicchetti, Gemelli Digital Medicine/Healthcare and SAS

12:15 Pranzo



Agenda
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13:30 E9(R1) Estimand Framework & CDISC

Marian Mitroiu, Biogen

14:00 APIs through SAS, Endless possibilities

Davide Marinucci, Alira Health

14:30 Pausa Caffè

14:50 A successful journey through FDA review - Sharing experience in a Vaccine 

Submission Gabriele Filippo Di Domenico, GSK 

15:20 China submission preparation: lost in translation

Rebecca Moretti e Glauco Cappellini, Chiesi

15:50 Clinical Studies Visualization & Analysis

Marta Cicchetti, SAS

16:20 Chiusura e Novità Mondo CDISC / Final Q&A

CDISC E3C



Enjoy the IX CDISC Italian UN!
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Silvia Faini & Angelo Tinazzi

CDISC E3C / CDISC Italian Coordinator
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