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M11是什么

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

ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (CeSHarP)

ICH M11 is a new harmonised guideline on the clinical protocol that specifies comprehensive organization with standardized 

content (including both required and optional components). 
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Presented by Peter Van Reusel (Chief Standards Officer, CDISC), CDISC China Interchange 2024

M11
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Presented by Peter Van Reusel (Chief Standards Officer, CDISC), CDISC China Interchange 2024

M11



Confidential | 保密文件-8-

M11 Work Plan
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Glossary v19.0

CDISC Glossary v19.0 contains 52 new terms, 76 changes to existing content, and many new, or changes 

to, existing “clusters” of related terms that, when their definitions are read together, help sharpen the 

semantic distinctions and optimize effective communication. 

Glossary v19.0 can also be found in Excel, text, odm.xml, pdf, html, and OWL/RDF formats, along with 

CDISC Terminology Changes files on the NCI-EVS website with file date 2024-09-27. 
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Tobacco Implementation Guide v1.0

Release Date: 10 June 2024

Developed in partnership with the U.S. Food and Drug Administration Center for Tobacco Products (FDA CTP), the Tobacco 

Implementation Guide (TIG) v1.0 is a Foundational Standard that serves as a comprehensive resource for the collection, 

tabulation, analysis, and exchange of tobacco product data for submissions to FDA CTP. The TIG v1.0 implements 

the CDASH Model v1.2, SDTM v2.1 and ADaM v2.1, with references to standards such as the Define-XML v2.1, to 

standardize data for submission and facilitate tobacco product research, scientific review, and harm reduction. The TIG v1.0 

focuses on implementation for use cases inherent to tobacco product data composed of concepts identified by one or more 

stakeholders as important in the context of tobacco product research.

Use cases addressed in the TIG v1.0 include:

⚫ Product Description, which refers to concepts used to characterize tobacco products.

⚫ Nonclinical, which refers to concepts used to identify potential risks and effects on biological processes for tobacco 

products via in vitro and in vivo nonclinical studies.

⚫ Product Impact on Individual Health, which refers to concepts used to assess the impact of tobacco products on 

individuals. 

⚫ Product Impact on Population Health, which refers to concepts used to assess the impact of tobacco products on 

populations of individuals.

The TIG Conformance Rules Version 1.0 supports consistent implementation of TIG v1.0 standards.

https://www.fda.gov/about-fda/fda-organization/center-tobacco-products
https://www.cdisc.org/standards/foundational/cdash/cdash-model-v1-2
https://www.cdisc.org/standards/foundational/sdtm/sdtm-v2-1
https://www.cdisc.org/standards/foundational/adam/adam-v2-1
https://www.cdisc.org/standards/data-exchange/define-xml/define-xml-v2-1
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SDTM v2.1

Published Date: 10 June 2024
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Analysis Results Standard v1.0

Published Date: 19 April 2024

The goal for the future state of analysis results is that they are machine-readable, easily navigable, and 

highly reusable. The aim in creating the ARS was to provide a logical model that fully described 

analysis results and associated metadata to support

⚫ automated generation of machine-readable results data;

⚫ improved navigation and reusability of analysis and results data;

⚫ storage, access, processing, and reproducibility of results data; and

⚫ traceability to the study protocol, statistical analysis plan (SAP), and to the input ADaM dataset.

The ARS Model has several possible implementations, including leveraging analysis results metadata to 

aid in automation as well as representing analysis results as data in a dataset structure. The creation of an 

ARS technical specification could be used to support automation, traceability, and the creation of data 

displays. An analysis results dataset could support reuse and reproducibility of results data.
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Analysis Results Standard v1.0
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Example of Potential Future Workflow for ARS
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Analysis Results Future State
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Definitions of Rule Sets

1. Conformance Rules: Conformance rules are created and maintained by CDISC. Conformance rules

describe the criteria that must be met to be in compliance with the CDISC standard.

2. Business Rules: Business rules are created by a specific organization to describe the criteria that should be

 met to allow for the deliverable to be useful in the conduct of normal business practices. For example, FDA

 Business Rules describe criteria that should be met in order for datasets to be utilized internally for FDA

 business practices such as submission review.

3. Technical Rejection Criteria for Study Data: eCTD Technical Rejection Criteria describe the minimum

requirements for eCTD submissions to be accepted by the agency at the gateway.

4. Validator Rules: Validator rules are rule sets utilized by validation tools. Each validator can have its own

set of validation rules. For example:

a. FDA Validator Rules describe the validation rules used by the FDA’s in-house proprietary validator.

b. Pinnacle 21 Validator Rules describe the validation rules used by the Pinnacle 21 Validator Tool.
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CDISC
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FDA

FDA Data Standards Catalog v10.4，September 2024

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
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PMDA

https://www.pmda.go.jp/english/review-services/reviews/0002.html
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https://www.pinnacle21.com/documentation

P21
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THANK YOU！
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