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Legal Notice

* This presentation is protected by copyright and may, with the exception of the ICH
logo, be used, reproduced, incorporated into other works, adapted, modified,
translated or distributed under a public license provided that ICH's copyright in the
presentation is acknowledged at all times. In case of any adaption, modification or
translation of the presentation, reasonable steps must be taken to clearly label,
demarcate or otherwise identify that changes were made to or based on the original
presentation. Any impression that the adaption, modification or translation of the
original presentation is endorsed or sponsored by the ICH must be avoided.

* The presentation is provided "as is" without warranty of any kind. In no event shall
the ICH or the authors of the original presentation be liable for any claim, damages
or other liability arising from the use of the presentation.

° The above-mentioned permissions do not apply to content supplied by third parties.
Therefore, for documents where the copyright vests in a third party, permission for
reproduction must be obtained from this copyright holder.
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Background

°* This document has been signed off as a Step 2
document (14 March 2025) to be issued by the ICH
Regulatory Members for public consultation

°* This document was developed based on a
(14 November 2018) and a (14
November 2018)

° Anticipating finalization as a Step 4 document to be
Implemented in the local regional regulatory system:
November 2025


https://database.ich.org/sites/default/files/M11_EWG_Concept_Paper.pdf
https://database.ich.org/sites/default/files/M11_EWG_Business_Plan.pdf
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Key Principles

° The Technical Specification (TS) is a technical
representation of the M11 Clinical Protocol Template
(Template), designed to support electronic data exchange
while aligning with the M11 Guideline and Template.

° In October 2022, the regulatory organizations of the ICH
M11 Expert Working Group (EWG) published the draft M11
TS for public consultation with the Template and
Guideline.

° During the 2022 public consultation, the TS was
Incomplete in certain areas. Specifically, elements such as
cardinality, term definitions, conformance and
relationships had not yet been finalized.

° M11 has updated the TS to include the incomplete
elements.
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Key Principles

°* The TS contains terminology managed by Clinical Data
Interchange Standards Consortium (CDISC) on behalf of
ICH. The terminology underwent a public review by the
CDISC in 2024, and the Template and TS reflect the
outcomes of that review.

°* A second public consultation on the TS is being conducted
to provide an opportunity to review and comment on the
updated version.

°* The second public consultation is solely on the updated TS.

° The updated Template is provided for reference only to
assist in reviewing the TS and is not open for public
comment, having been thoroughly reviewed in the 2022
consultation and subsequently updated in response to
comments received.
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Technical Specification (TS) Objectives and Scope

Objectives

Promote structured common core content
Define content specifications for electronic exchange
Focus on relevant content use and re-use

Enable development of a data model and an open, non-
proprietary exchange message standard

Maintain flexibility for technical innovation and region-
specific use
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Technical Specification (TS) Objectives and Scope

Scope

°* The TS serves as atechnical representation of the ICH
M1l Template.

° It is aligned with the latest version of the ICH M11
Guideline and Template, but with flexibility in addressing
data exchange needs per ICH and those of regional
authorities.

°* The TS includes detailed descriptions of the structured
content components (for example, specific data fields
and blocks of text-based content), along with other
defining attributes and business rules as established in
the Template.
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Examples of TS Terms and Definitions

Term (Variable)

[[ntervention Assignment Method]

Data Type Valid Value
Data (D), Value (V) or |V

Heading (H)

Definition CNEW

For review purpose, see definition of the controlled terminology below
The process used to assign tnial participants to a trial intervention or trial arm.

User Guidance

Intervention assigament method - Do NOT state block size.

Conformance

Fequired

Cardinality

One to one; One to Sponsor Protocol Identifier

Relationship content
from ToC representing
the protocol hierarchy

1.1.2

YValue

Fandomization (C23196); Stratification (C25689); Stratified Randomisation
(CWEW); Other (C17649); or Not Applicable (C48660)

Business 1+.|1es

Value Allowed: Yes
Relationship: Fow title identifier; Sponzor Protocol Identifiers
Concept: CNEW

Repeating and/or
Reuse Rules

No
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Examples of TS Terms and Definitions

NCIC-Code

M11 Preferred Term

Draft Definition

C25196

Fandomization

The process of assigning trial participants to
treatment or control groups using an element of
chance to determine the assignments in order to
reduce bias.

C25639

Stratification

Grouping defined by important prognostic factors
measured at bazeline.

C147145

Stratified Eandomization

The process of grouping trial participants into strata
according to important prognostic factors and then
azzigning participants within each stratum to different
treatment or control groups using an element of
chance and in order to reduce bias.
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Summary of Technical Specification Content

* Structured Protocol Elements: Clearly defined,
standardized sections (e.g., study objectives, endpoints,
eligibility criteria, study design).

° Controlled Terminology: Use of standardized vocabulary
for consistent interpretation globally.

° Data Structure & Organization: Clear guidance on
structuring protocol information for digital use and
automated processes.
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Considerations

°* The Technical Specification, as well as the Template
have been developed in consultation with relevant ICH
topic-specific guidelines. (e.g., E1, E2A-E2F, E3, E5,
E6, ES8, E9, E11, E12, E17, E20).
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Conclusions

°* The second public consultation on the ICH M11
Technical Specification (TS) provides stakeholders an
opportunity to review finalized complete TS.

°* The updated TS now incorporates previously
iIncomplete elements, including cardinality, definitions,
and terminology alignment, reflecting both prior public
feedback and expert working group discussions.

° Updated M11 Protocol Template, refined through prior
public consultations and standards reviews, is
provided solely for reference to aid understanding and
review of the TS.

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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Contact

° For any questions, please contact the ICH Secretariat:

admin@ich.org



