
ICH M11, What Does this Really Mean to TMF? 

Presented by William Illis, Novartis & TransCelerate 



Meet the Speaker

Bill Illis

Workstream Lead, DDF

TransCelerate Biopharma
& 
Executive Director, Technology & Scientific Computing
Advanced Quantitative Sciences

Novartis

Bill is all in on innovating the way clinical trials work for the benefit of 

patients worldwide.   For the past several years he has led the Digital Data 

Flow initiative at the pharmaceutical industry consortium, TransCelerate.  

Recognizing the foundational nature of clinical trial protocols, this work is 

centered removing analog inefficiencies by building transformative 

industry-wide interoperability through the development and adoption of 

digital protocol standards in collaboration with CDISC. 

Focused on sustainable and impactful innovation Bill has over 25 years of 

industry experience leading the design and implementation of impactful 

changes in teams, line functions and enterprise programs in the areas 
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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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Clinical Study Protocols
Broken...

?



Why Digital Data Flow? – The Vision
Break the Document Paradigm

From document-first To data-first



ICH M11 / (CeSHarP)
Clinical electronic Structured Harmonized Protocols
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Source: ICH M11: A Critical Enabler for Clinical Trial Transformation, EMA, Noemi Manet, 21-May-2025

https://phuse.s3.eu-central-1.amazonaws.com/Archive/2025/CSS/EU/Utrecht/PRE_03.pdf


M11 Deliverables
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Source: https://www.ich.org/page/multidisciplinary-guidelines

https://www.ich.org/page/multidisciplinary-guidelines


Logical Model
The UML logical model (a class diagram) 

that provides the basis for the USDM 

standard.

CDISC Controlled Terminology
Provides further semantics, complementing the UML model. 

Includes the definition of classes, attributes, and value sets

API Specification
Provides the means to exchange a 

single study between machines 

using a JSON API Implementation Guide
Guidance on using the USDM 

model and ensuring 

conformance with the standard

Examples

CORE Rules
Specification of the 

rules that define 

USDM compliance

Example protocols implemented in the USDM 

with associated JSON files and visualisations

The USDM
Standard
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CDISC DDF / USDM, Phases One to Four
Phase One Phase Two Phase Three Phase Four

35 Classes

• Focused on the structured 
elements of the protocol, e.g. 
the Schedule of Activities 
(SoA) & Biomedical Concepts 
(BCs)

• The protocol document still an 
external entity

58 Classes

• Now contains structured and 
unstructured elements

• The entire protocol document 
can be held within the USDM

• Allows for the protocol 
document to be generated 
from the model

25 Classes

• Solid foundation

• The protocol document was 
an external entity into which 
the structured content could 
be exported

89 Classes

• Aligned with ICH M11

• Support for complex studies, 
interventional & observational 
studies, and medical devices

• Maximise content re-use and 
support for multiple document 
templates

• Extension mechanism to 
provide flexibility



ICH and CDISC MOU (Memorandum of Understanding)

As a collaboration between ICH and CDISC, 
the goals of the agreement are to: 

• Use a unified governance process and 
terminology services for the long-term 
support of ICH controlled terminologies

• Curate and maintain ICH controlled 
terminologies

• Follow a robust process for the public 
review and publication of ICH 
terminologies

• Ensure the terminologies are freely 
available to the public following public 
review
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Implementation

M11 & USDM
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Template Specification

Technical Specification

USDM

[Trial Phase]

Phase 1 (C15600)

studyPhase: AliasCode [0..1]

The graphic shows the links between the Trial Phase 

field that is defined as part of the M11 Title Page to 

the M11 Technical Specification, on to the USDM and 

onwards to an implementation of USDM and M11

• A StudyDesgn has a studyPhase

• studyPhase is an AliasCode

• AliasCode can store: 

• a single standard code (CDISC Trial Phase 

Response, C66737) using the Code class

• And zero or more other alias codes (e.g. a 

sponsor phase code) using the Code class to 

provide flexibility



ICH M11 and USDM

M11 

Tech 

Spec

USDM 4.0

✓

✓

Digital protocol can be 

published into M11 

template

Conversion of protocol 

document into digital 

(USDM) format 
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Source:  https://github.com/data4knowledge/usdm_m11_resources/blob/main/documents/infographics/use%20cases.png,  (Dave Iberson-Hurst)

https://github.com/data4knowledge/usdm_m11_resources/blob/main/documents/infographics/use%20cases.png
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goal of interoperability

digital future

digital systems

Record Types as core elements
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“document” should be replaced with “record”

Terminology Standardization

Industry-standard names



M11 and TMF (1)
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ICH M11

TMF

standardizes what and how the protocol is 

written

standardizes where and how that protocol 

and its supporting evidence are filed



M11/USDM and TMF (2)
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ICH M11/

USDM

TMF

• defines structure and data elements of the 

protocol

• detailing headings, variables, conformance 

rules

• ensures controlled terms for protocol content 

and amendments.

• defines how clinical trial documents are 

organized and classified

• detailing artifacts, zones, sections, and 

associated metadata

• ensures completeness and inspection 

readiness.



M11, USDM and TMF Mapping (Examples)
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ICH M11 

(Step 2, Draft)

TMF v3.3.1 

Artifact/Section

“Study Identifier(s)” (e.g., 

EU CT, IND, IDE, jRCT, NCT, 

WHO/UTN), sponsor, 

version, amendments

Trial Information (Protocol / 

Study Information, 

Versioning / Amendments)

USDM v4 

(Class / Attribute) 

Study & Identification 

(StudyIdentifier, 

Organization, StudyVersion, 

StudyAmendmens) 

Section Heading “Schedule 

of Activities”

Protocol document / 

Schedule of Assessments 

sub-artifact

Schedule of Activities 

(Activity, ScheduleTimeline, 

Procedures, 

BiomedicalConcept)



M11/USDM and TMF Implementation Considerations
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• Establish a controlled vocabulary to align M11 and protocol data elements with 

eTMF metadata fields (e.g., version, effective date, amendment number, primary 

reason for change).

• Define filing rules that distinguish global vs. local protocol artifacts and ensure 

version control e.g. “Country/Region-Specific Differences, addenda, local approvals.

• Automate capture of M11/USDM identifiers and amendment summaries into eTMF 

to reduce manual entry and errors.

• Maintain cross-references between protocol, approvals, registries, and site 

communications for end-to-end traceability.



Working Toward a Digital Future
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ICH/M11 (step 4, final)

TMF v4

USDM v4

Documents to Data

Record Types as Core 

Elements 

Digital System 

Interoperability

Terminology 

Standardization

Guiding Principles

Searchable, structured 

content and metadata

Human readable and 

machine readable

Compliant

Re-usable - Easily 

integrated with systems 

used by each 

stakeholder

Requirements

Together a coherent, 

compliant chain from 

protocol authoring 

through approvals to 

inspection-ready 

documentation.

Vision



Thank You!

Digital Protocol Resources
For News & Updates

Follow us on LinkedIn

https://transcelerate.github.io/ddf-home
https://www.linkedin.com/company/digital-data-flow/posts/?feedView=all&viewAsMember=true

