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Current Practice
A document centric approach 

It lacks consistency across the industry

Its unstructured and must be manually transcribed

It is duplicated and fragmented downstream



What’s Happening Now
Changes within the industry



The ICH M11 Specification
What’s included in the template

Black: Required Text 

Blue: Optional Text

Clinical Electronic Structured 
Harmonised Protocol (CeSHarP)

Red: Guidance



The ICH M11 Specification
The technical specification

• Here we are following the [Purpose] through to the technical specification 
which defines it

• The template and technical spec follow the 
same order

Clinical Electronic Structured 
Harmonised Protocol (CeSHarP)



What We Have Explored
Starting from the beginning

The pain points of protocol creation

Using the draft M11 specification in practice

Harmonise USDM, M11, CT and guidance



What We Found
Rome wasn’t built in a day

A digital protocol presents many 
opportunities for innovation

We can do a lot to improve the user 
experience of protocol writing

The path from M11 to USDM is unclear 
(So far!)

The M11 specification has further to 
go (Coming soon!)

USDM has further to go (Coming 
soon!)



Maturation of the Digital Protocol

Machine-readable protocols become the norm, 
boosting efficiencies and reducing manual transcription 
errors

A Fully Digitized, 
End-to-End Trial Process
Study design, regulatory submission, and 
execution are fully digitized, enabling 
real-time updates, dynamic adaptation 
and new insights. 

Wearables and digital tools empower 
patients with continuous monitoring, 
deeper insights, and greater involvement 
in their own care

The Protocol Document Becomes an 
Artifact
The operational model for protocol data 
becomes the authoritative source of 
truth, shifting from a static document to 
an intelligent data model that drives 
innovation.

These standardised data models form the 
basis for a new chapter in healthcare 
interoperability.

AI-Driven Analytics and Decision Support

Digitization forms the backbone of AI-
powered insights and optimisations, 
driven by new models.

Leveraging AI and historical trial data, 
patient demographics, and real-world 
evidence drives a new approach to 
research.

Digital twins and virtual trials 
emerge driven by advances 
in quantum computing, 
simulated trials become the 
standard starting point for 
clinical research…

Vision of the Future
What could the digital protocol lead to?

A Fully Connected
Ecosystem



Industry Timeline Vulcan UDP
Vulcan UDP webinar timeline

UDP Webinar



Industry Timeline Highlights
Events and releases to watch for

USDM V4 Release
The latest version of USDM, bringing additional 
attention to backwards compatibility, alignment 
with the evolving ICH M11 standard and support for 
a wider range of study types.

Feb 2025

End of M11 public consultation

The latest public consultation period for M11 ends 
in the run up to the new M11 release. Keep an eye 
out for the latest overview of comments received 
on the EMA website.

March 2025

Vulcan UDP Webinar
HL7 Vulcan - Utilising the Digital Protocol 
(UDP) webinar with updates from industry 
experts & regulators

Jun 2025

Release of revised controlled terminology, protocol 
template and technical specification based on 
feedback from public consultation.

Testing of the latest FHIR 
implementation guide 
begins

ICH M11 Work Plan & Endorsed 
Documents

ICH IG for FHIR
Feb 2026

M11 Revision Release
Sept 2025



Thank you!

1. Current practice is very “document” centric and consequently is fragmented, 
unstructured and lacks consistency

2. There is collaborative development work going on around ICH M11 “the 
standard protocol” by Vulcan, Transcelerate & CDISC

3. Identify some of the practical implications of putting this into practice, as 
there are many hurdles

4. Be aware of the future implications of a digital protocol

Learning Objectives
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