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FashionFootball History
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My journey so far
Born in Milan (Italy) sometimes in ’70….
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Originally established in via Canonica 
in the 1920s, used to operate small 
textile and leather workshops
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My journey so far
Born in Milan (Italy) sometimes in ’70…. In what is considered today the Milan Chinatown

It is the oldest and largest Chinese 
community in Italy, with about 21,000 
people in 2011

Today the district is filled with 
hairdressing salons, fashion 
boutiques, silk and leather stores, 
libraries, traveling agencies, medicine 
centres and massage parlours
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My journey so far
Grew-up and studied in Milan (Statistics)

Professionally grew-up at Mario Negri Pharmacological Institute in the nineties

• Discovered Clinical Trials

• Discovered the beauty of Clinical Data and SAS

Fine-tuned Computer science applied to Stats in Cambridge, UK, late ’90

Joined Pharma Industry in 2000 (Pharmacia & Upjohn)

Discovered CDISC in 2003

Emigrated in Switzerland, Geneva in 2008, Working for Merck Serono

• Failed some submissions

Joined Cytel in 2012

• Successfully submitted first time in 2013

• Lost the count of how many submissions, mostly successful

Live in France (Ferney Voltaire) since 2010

• Crossing the border to go to work in Geneva everyday

Meanwhile one wife and three kids (21, 12, 10)
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• 02 • 2023 targeting 2041

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod 
tempor incididunt ut labore et dolore Lorem ipsum dolor sit amet, 
consectetur adipiscing
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Imagine Data Submission in 2041, what do you see?
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From: AI 2041, Kai-Fu Lee – Chen Qiufan

Summary of stories discussed, technologies 

hypothesis
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Imagine Data Submission in 2041, what do you see?

A Reviewer stepping into your 
lab through a visor checking your 
data and results?

An IA doing the submission for 
you and discussing with the 
reviewer?

An IA reviewer?

An xD / Multidimensional 
Database? Well, that’s already 
possible

8
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Let’s go back to 2023
What are we doing today to target 2041 vision?
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NEW DATA 
STANDARDS

OPEN 
SOURCES 

INITIATIVES

NEW 

TECHNOLOGIES
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Let’s go back to 2023
What are we doing today to target 2041 vision?
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Some attempts
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Let’s go back to 2023
Open-Source Initiatives – FDA Statement
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Let’s go back to 2023
Open-Source Initiatives – A change already occurred

PHUSE EU 2016-2023 Presentations showing or discussing SAS, Open-Source or other tools

Draft
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SAS Open-Source Other
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Let’s go back to 2023
Open-Source Initiatives – A change already occurred

PHARMASUG – CHINA 2023 ….. THIS CONFERENCE
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2023 → 2041 Collaboration
A Paradigm Change – What is our Product?
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Sponsor aim to get market approval for 

their products

• A new Device

• A new Drug

A software, a SAS macro, an R library 

is not what a sponsor wants to make 

money from
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✓ Collaboration

× Data Format

→still submitting

× “Dynamic/Interactive” submission 

2023 → 2041 Obstacles

15
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2041? Or may be earlier 

“Dynamic/Interactive”

• Ut ut lorem eget justo accumsan eleifend.

• Ut vulputate lorem in est euismod egestas.

• Pellentesque ultrices velit eu lorem porta ultricies.

• Sed vitae nulla varius, mattis massa id, gravida quam.

• Donec nec enim quis ex venenatis scelerisque.

• Phasellus eu ipsum convallis leo imperdiet faucibus ut ac ante.

• Include data visualization 

• Provide tool the HA can re-use work with it

• Installing and using Sponsor R packages

Demonstrate data packages can be created using other 

software e.g., R

Sharing R Packages

Sed id mauris ac ex gravida porttitor

Pilot 1

Pilot 2

Outcome

s
A good example “The R 

Pilot Submission 

Experience”

16

16
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2041? Or may be earlier “Dynamic/Interactive”
A good example “The R Pilot Submission Experience”

FDA can receive submission with R code/packages

FDA Feedback

Install Sponsor Packages and reproduced

Submitted Material

17

https://github.com/RConsortium/sub

missions-pilot1-to-fda 

https://github.com/RConsortium/submissions-pilot1-to-fda
https://github.com/RConsortium/submissions-pilot1-to-fda
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2041? Or may be earlier “Dynamic/Interactive”
A good example “The R Pilot Submission Experience”
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https://rconsortium.shinyapps.io/submissions-pilot2/ 

https://rconsortium.shinyapps.io/submissions-pilot2/
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2041? Or may be earlier “Dynamic/Interactive”
A good example “The R Pilot Submission Experience”
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https://rconsortium.shinyapps.io/submissions-pilot2/ 

https://rconsortium.shinyapps.io/submissions-pilot2/
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CDISC Initiatives at Glance
Standards for 2041 Vision

Analysis Results Standards 

▪ Use analysis results metadata to 

drive the automation of results

▪ Support storage, access, 

processing and reproducibility of 

results 

▪ Improved navigation and 

reusability of analyses and results

▪ Traceability to Protocol/SAP and 

to input ADaM data 

20

With permission from Peter Van Reusel, Chief Standards Officer, CDISC

Conceptual Model
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CDISC Initiatives at Glance
Standards for 2041 Vision

Thanks and Goodbye SAS XPT

Welcome Dataset-JSON
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Thanks, and Goodbye SAS XPT

Welcome Dataset-JSON
CDISC Initiatives at Glance
Standards for 2041 Vision

Regulatory

Currently Mandated by Regulatory 

Agencies

Limitations of XPT v5

Pre-history

No more public complaints..

….from my friend Jozef Aertz

Considered outdated and antiquated

• Numeric limitations, antiquated 

format

• Stores data in its own numeric way

• Character limitations, no UTF-8 

encoding 

• No support for characters from other 

languages

• String & Column limitations (variable 

names > 8, labels > 40, data > 200)

• No metadata extensibility

22
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Simple transformation 

to/from SAS data
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Open-source and truly 

human readable

Pilot

Based on the JSON standard used 

worldwide

Same or smaller file sizes relative 

to current required format

What is 

Dataset-

JSON?

A dataset 

exchange 

standard for 

exchanging tabular 

data leveraging 

JSON designed to 

meet the regulatory 

submission needs 

and eliminating 

limitations of 

legacy formats

Remove variable naming, width, 

or format limitations

CDISC Initiatives at Glance
Standards for 2041 Vision

Thanks and Goodbye SAS XPT

Welcome Dataset-JSON
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With permission from Peter Van Reusel, Chief Standards Officer, CDISC

Standards as a Service
CDISC Initiatives at Glance
Standards for 2041 Vision
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Open-Source for 2041 Vision

With permission from Peter Van Reusel, Chief Standards Officer, CDISC
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Open-Source for 2041 Vision
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Open-Source for 2041 Vision
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Open-Source for 2041 Vision
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Open-Source for 2041 Vision
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Final Remarks
What is there for you?

30

Follow the 
(R)evolution

Continuous 
Development

Adapt Don’t be afraid We will survive 
AI

We have one fundamental advantage over our peers, 5 
years ago we invested heavily in a data lake called, we’re 
leveraging that data lake to move AI very quickly in the 
company

Vasant Narasimhan
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Useful Resources
• “Integrated Summaries of Effectiveness and Safety: Location Within the Common Technical Document”, 

FDA Guidance for the Industry

• “Integration Strategies in Support of ISS/ISE Submissions” – PHUSE White Paper 2020, 

https://phuse.s3.eu-central-

1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Integration+Strategies+in+Suppo

rt+of+ISS+ISE+Submissions.pdf  

• “ADaM Structures for Integration: A Preview”, W. Zhong, K. Minkalis and D. Bauer, PharmaSUG 2018

• “ADaMIG v1.2 & ADaM Integration”, CDISC Webinar, 2019, https://www.cdisc.org/events/webinar/adamig-

v1-2-adam-integration 

• “Expert Answers to Community Questions” PHUSE webinar Friday March 26th, 2021

https://event.on24.com/eventRegistration/EventLobbyServlet?target=reg20.jsp&referrer=&eventid=3023348

&sessionid=1&key=15BC66BD7480E5D87BBC2202C798E76C&regTag=&V2=false&sourcepage=register

• “Study Data Standardization Plan”  https://phuse.s3.eu-central-

1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/SDSP.zip 

• “The PHUSE Recommendations for Pooled Submissions with WHODrug B3 Format Data White Paper”, 

https://phuse.s3.eu-central-

1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Recommendations+for+Pooled+

Submissions+with+WHODrug+B3+Format+Data.pdf  

https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Integration+Strategies+in+Support+of+ISS+ISE+Submissions.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Integration+Strategies+in+Support+of+ISS+ISE+Submissions.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Integration+Strategies+in+Support+of+ISS+ISE+Submissions.pdf
https://www.cdisc.org/events/webinar/adamig-v1-2-adam-integration
https://www.cdisc.org/events/webinar/adamig-v1-2-adam-integration
https://event.on24.com/eventRegistration/EventLobbyServlet?target=reg20.jsp&referrer=&eventid=3023348&sessionid=1&key=15BC66BD7480E5D87BBC2202C798E76C&regTag=&V2=false&sourcepage=register
https://event.on24.com/eventRegistration/EventLobbyServlet?target=reg20.jsp&referrer=&eventid=3023348&sessionid=1&key=15BC66BD7480E5D87BBC2202C798E76C&regTag=&V2=false&sourcepage=register
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/SDSP.zip
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/SDSP.zip
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Recommendations+for+Pooled+Submissions+with+WHODrug+B3+Format+Data.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Recommendations+for+Pooled+Submissions+with+WHODrug+B3+Format+Data.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Recommendations+for+Pooled+Submissions+with+WHODrug+B3+Format+Data.pdf
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Angelo Tinazzi, Senior Director

Cytel Inc.

Standards, Systems, CDISC Consulting, Statistical Programming

Clinical Research Services

Route de Pré-Bois 20 

C.P 1839, 1215 Geneva, SWITZERLAND

angelo.tinazzi@cytel.com

Subscribe to Cytel Blog to receive update on my 

Good Data Submission Doctor Blog Series 

https://www.cytel.com/blog/topic/cdisc 

mailto:angelo.tinazzi@cytel.com
https://www.cytel.com/blog/topic/cdisc
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Abstract

In recent years, the emergence of data standards has significantly accelerated the review process and 

fostered a sense of common understanding within the pharmaceutical community, now speaking the same 

language. These standards have also facilitated better communication with regulatory agencies worldwide. 

This remarkable transformation owes its success to organizations like CDISC and the support of numerous 

volunteers from diverse organizations across the globe.

As we progress further, a new revolution is underway, driven by the proliferation of open-source initiatives. 

This movement brings together volunteers from various organizations, united in their collaborative efforts to 

develop and maintain open-source tools. This, combined with the effective utilization of data standards, plays a 

crucial role in harnessing automation within our industry.

Through this presentation, I aim to explore these pioneering initiatives and evolving standards, providing a 

glimpse into the future of data submission. 
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Growth and highlights
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