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Meet the Speaker

Bill Illis
Global Head, Collaboration & Technology Strategy,

Clinical Development & Analytics

Novartis
Bill has > 25 years of experience in the pharmaceutical industry and 

has provided executive leadership to clinical operations functions of 

data management, statistical programming, standards 

management, strategy and operations as well as R&D IT.  Recently 

he led the development and implementation of a strategic 

technology roadmap for the Analytics team. Since project inception 

in 2019, Bill has been the workstream lead for TransCelerate 

BioPharma’s Digital Data Flow, protocol digitalization initiative.



Disclaimer and Disclosures

• The 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. Why Digital Data Flow?

2. Tools / Multi-stakeholder Change and Engagement



5



Interoperability and standards are all around us
Things that work....

Message:  SMS/MMS

Encoding: Unicode / UTD-16

Network:   5G / WiMAX /  

                   802.16.t

ISO 668ISO 13.060
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Clinical Study Protocols
Broken....

?



Protocol Digitalization Vision

Shift from “document-first” to “data-first” paradigm for clinical study setup, unlocking 

value through seamless integration, process automation and data-based insights
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Reuse: Write Once, Execute Many Times

Digital Protocol 

Authoring

Data 

Re-use

Standardized Digitally 

Native Protocol

(USDM) Executable, machine 

readable  version

Human readable 

document format

M11 

Template

TransCelerate Common 

Protocol Template 

Other 

Document 
Formats

e.g. EDC, CDMS, CTMS, 

IVRS, Registries, etc.
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Tools / 
Multi-Stakeholder Change and Engagement
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Technology Tools: Study Definitions Repository

View 
Study Data

Search & Filter

Study   Dashboard

Upstream APIs

Downstream  APIs

User Access
Certificate-Based 
Authentication

Supports Multiple 
USDM Versions

Stores Study 
Versions

Study Version 
Comparison

Audit Trail

Conformance Report

System Usage Report

Stores Study 
Concepts

Database Compliance 

& Reports
Connectivity User Interface 

& Access

Features



Tools and Resources

Persona Toolkits 
for Transformational Change 

A packet of change 
resources that aims to help 

a specific persona role 
understand the potential 

impacts and changes in a 
DDF-enabled future state. 

Available for Data Managers, Protocol Medical 
Writers, IT Leadership and IT Technical Experts

DDF Technology 
Architecture 

Scenarios Tool 

Provides examples of 
potential implementation 

patterns to aid 
implementers in some 

possible options that may 
be relevant to unique digital 
transformation and systems 

landscapes. 
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DDF’s Growing Solution Provider Engagement 

35+ Solution Providers: focus 
on use cases, adoption and 

further development of 

USDM.

Catalog of technology 
products which utilize and 

follow the DDF Unified Study 

Definitions Model (USDM).

Solution Collaboration Forum 

Solutions Directory

Solution Showcase
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Quarterly Webinars – deep 
dive with solution providers



DDF in Action Day

Full day in-person public event with biopharma, solution 

providers and others held across two locations - J&J, New 
Jersey and Novo Nordisk, Copenhagen 

Transforming Clinical Trials with Standards and 
Digitalization

“Continuing the Journey, Charting the Future”

October 10, 2024

• Explore pathways and proofs of concept to implement DDF 

solutions 

• Agenda topics included pharma adoption stories, use cases, solution 

provider poster session and panel discussion, as well as networking 

opportunities.

• Two common themes surfaced through the day:

• Leadership engagement and organizational change 

management (OCM) are critical to success

• Change is coming. Don’t wait to get started

Highlights 

Organizations Represented
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DDF Initiative encompasses Technical Standards & 
Solutions, Change Management, and Industry Engagement 

TransCelerate’s Study 

Definitions Repository 

(SDR) Reference 

Implementation

Suite of DDF Adoption 

Resources, Videos & Change 

Management Tools

Continued Industry Collaboration 

between TransCelerate, CDISC ICH, 

and HL7
Growing Solution 

Collaboration Forum (SCF)*

*Company logos illustrate current involvement and are not used to imply 

endorsement of specific vendors for DDF or to identify a comprehensive list of all 

actual or potential future participants in DDF.

Unified Study 

Definitions Model 

(USDM) Reference 

Architecture

Digital Data 

Flow Initiative 
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• Supporting and sponsoring business case 

development with adoption case studies.

• Organizing events, webinars, trainings to build 

awareness, understanding, action, commitment

• Release of:

✓ CDISC’s USDM v4 + Conformance Rules

✓ Study Repository v4

✓ Additional open-source tools

• Scoping  for CDISC’s USDM Phase 5

Enable stakeholders to easily 

share digital protocol information 
and insights

What’s Next?

Promote hands-on engagement 

with protocol digitization 

solutions

Educate and update stakeholders 

on implementation paths

2025 Protocol Digitization Objectives
Enable Digitization & Interoperability Of The Study Protocol Across Research & Clinical Care

This includes:
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What about you?

Ask yourself – 

what can I do to 

support protocol 

interoperability?

Sponsors & 

CRO’s

Sites & 

Investigators

Regulators

Patient 

Advocates

Technology/Tool 

Provider



Upcoming Events

2024 & 2025 Q1 Events Date

SCOPE Europe 2024

Digital Data Flow: Digitalising Clinical Protocol Information to Accelerate Clinical Research and 
Enable Healthcare Interoperability

29-30 October 2024

PHUSE EU Connect 2024

PHUSE EU Connect 2024 (phuse-events.org)
10-13 November 2024

DDF Solution Showcase Webinar Series #2 5 December 2024

SCOPE US 2025

Going with the (Digital Data) Flow:  Reduce Time & Effort on Study Start-Up
3–6 February 2025

PHUSE US Connect 2025

PHUSE US Connect 2025 (phuse-events.org)
16-19 March 2025

* Please note, related industry events are not formally endorsed by 

TransCelerate and are listed for awareness only
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https://www.scopesummiteurope.com/digital-clinical-trials
https://www.scopesummiteurope.com/digital-clinical-trials
https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=28735&eventID=45
Going%20with%20the%20(Digital%20Data)%20Flow:%20%20Reduce%20Time%20&%20Effort%20on%20Study%20Start-Up
https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=38599&eventID=61&traceRedir=2


Thank You!
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