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Maurizio is a software developer based in Rome, Italy. His career started in academia, 
where his efforts went towards the creation of a big data integration benchmark, then he 
moved to the industry, working as a Software Engineer developing APIs and ML models 
for different products, and now helps people make sense of their data with Neo4j, from 
database data modeling to web API development. He's currently collaborating with Novo 
Nordisk on the OpenStudyBuilder as a consulting software engineer.
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29-year career in Data Management and Clinical Research. From pioneering EDC 
systems in 2000 to advancing CDISC-compliant solutions with EvidentIQ in 2005, I've 
been at the forefront of innovation in our field. In 2018, I contributed to the CDISC360 
project, developing a metadata-centric 'Study Builder' prototype. Furthering this path, I 
collaborated with Novo Nordisk on the OpenStudyBuilder since 2019 and recently joined 
their team as Lead Product Architect in 2023.



Disclaimer and Disclosures

ÅThe views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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Agenda

1. The OpenStudyBuilder as a Metadata Repository

2. The Word Add-in as a first editing solution

3. The Digital Data Flow Adaptor (DDF Adaptor)

4. Challengesé



The OpenStudyBuilder as a Metadata 
Repository

How do we create an electronic version of the Protocol?



clinical MDR

What is the OpenStudyBuilder?...

A NEW APPROACH TO STUDY SPECIFICATION

ÅCompliance with external and internal standards

ÅFacilitates automation and content reuse

ÅEnsures a higher degree of end-to-end consistency
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3 ELEMENTS OF OpenStudyBuilder

ÅClinical Metadata and Study Definition Repository
(central repository for all study specification data)

ÅOpenStudyBuilder application / Web UI

ÅAPI layer 
(allowing interoperability with other applications)
(DDF API Adaptor ς enabling DDF SDR Compatibility)



Connectivity is key!
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How to Specify our Electronic Protocol?

ÅIn the « Studies »:
ÅStudy title

ÅRegistry Identifiers

ÅStudy Properties

ÅStudy Structure

ÅStudy Population

ÅStudy Criteria

ÅStudy Interventions

ÅStudy Purpose

ÅStudy Activities

ÅMany data are using the 
metadata coming from the 
Library
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For all terminologies we include the 

option to define the sponsor 

preferred name, in UK spelling, in 

Title and sentence case



The Word Add-in as a first editing solution

Authors can work in the Word editor to complete the Protocolé



Protocol Generation
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StudyBuilder ribbon

(Word add-in)

V One-way connection

V Code recognizes the 

document type

V User-friendly ribbon and 

ófly-outô in Word

V Style ensure proper

formatting in Word

V Using the API to 

generate the Word 

content
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