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The Consolidation Motivated

A new approach to presenting informative text within normative documents

An active curation of the informative documents authored by the ADaM



At present and in the future

Navigating ADaM Documents



How does ADaM present to the community now?



Now
Supporting 

Normative Documents

ADaM Examples in 
Commonly Used 

Statistical Analysis 
Methods v1.0

ADaM BDS
for TTE Analyses 

v1.0

ADaM Examples of 
Traceability

v1.0

ADaM
Oncology

Examples v1.1

ADaM Metadata Submissions
Guidelines v1.0

ARM v1.0 for
Define-XML v2.0

Normative Core

ADaMIG v1.3

ADaM v2.1 
(Model Document)

ADaM Conformance 
Rules v5.0ADaMIG for Medical 

Devices v1.0

ADaMIG for NCA 
v1.0

Supporting Informative  Documents

ADaMIG for PPK v1.0

ADaMIG for ADA 
v1.0

OCCDS IG v1.1



The 
Proposal Supporting 

Normative Documents

ADaM Examples in 
Commonly Used 

Statistical Analysis 
Methods v1.0

ADaM BDS
for TTE Analyses 

v1.0

ADaM Examples of 
Traceability

v1.0

ADaM
Oncology

Examples v1.1

ADaM Metadata Submissions
Guidelines v1.0

ARM v1.0 for
Define-XML v2.0

Normative Core

ADaMIG v1.3

ADaM v2.1 
(Model Document)

ADaM Conformance 
Rules v5.0ADaMIG for Medical 

Devices v1.0

ADaMIG for NCA 
v1.0

Supporting Informative  Documents

ADaMIG for PPK v1.0

ADaMIG for ADA 
v1.0

OCCDS IG v1.1

ADaM Conformance 
Rules v5.0

Normative Core

ADaMIG v1.3



In 
Progress Supporting 

Normative Documents

ADaM Examples in 
Commonly Used 

Statistical Analysis 
Methods v1.0

ADaM BDS
for TTE Analyses 

v1.0

ADaM Examples of 
Traceability

v1.0

ADaM
Oncology

Examples v1.1

ADaM Metadata Submissions
Guidelines v1.0

ARM v1.0 for
Define-XML v2.0

Normative Core

ADaM v2.1 (Model Document)
ADaMIG v1.3

OCCDS IG v1.1
ADaMIG for PPK v1.0
ADaMIG for NCA v1.0
ADaMIG for ADA v1.0

ADaM Conformance 
Rules v5.0ADaMIG for Medical 

Devices v1.0

Supporting Informative  Documents



Motivated by this consolidation effort

A New Approach for Informative Text



Normative text sets the rules; informative text explains them

NORMATIVE

Mandatory

Sets requirements and rules that you must 

follow to achieve compliance.

COMPLIANCE IMPACT

Required — it creates the obligation.

INFORMATIVE

Explanatory

Provides descriptive background, context, 

and guidance that help you understand the 

rules.

COMPLIANCE IMPACT

Not required — it supports understanding.

Bottom line: normative text defines what you must do; informative text helps explain why and how.

Key distinction: normative documents have corresponding conformance rules; “Examples” documents do not



Write informative text to explain—not prescribe
EXPLAIN WITH EVIDENCE SIGNAL NON-NORMATIVE STATUS

EXPLAIN—DON’T PRESCRIBE
Describe what something is, how it works, or why it matters.

STAY FACTUAL AND PRECISE
State verifiable information; name sources, assumptions, 
and limitations.

SEPARATE FACT FROM ADVICE
Label advice as guidance or a recommendation—not an 
obligation.

USE EXAMPLES AND RATIONALE
Illustrate the concept without implying that the example is 
mandatory.

CHOOSE NON-NORMATIVE VERBS
Prefer describes, indicates, may, can, is intended to, or is 
typically used to.

RESERVE REQUIREMENT WORDS
Keep must, shall, required, and prohibited for normative 
text.

LABEL THE CONTENT
Use headings such as Background, Explanation, Example, or 
Rationale.

Guidance explains; it does not establish a compliance obligation.

Bottom line: make informative status explicit in the wording, structure, and labels.



Currently, Examples at End of Normative Documents



Bring examples closer to the ADaM rules they explain

OLD APPROACH

Normative first, Examples later

Requirements appeared at the beginning; 
informative examples accumulated in a 
large section at the end.

NORMATIVE TEXT → EXAMPLES
AT THE END

Why it did not scale: examples became 
disconnected from the requirements they 
supported.

→

NEW APPROACH

Use right example at the right scale

Small examples stay inline

Insert concise examples directly beside the normative text 
so context is immediate.

Large examples move to separate documents

Reference dedicated example documents for the 
extensive examples currently housed in implementation 
guides.
Example documents are still to be created.

The result: immediate context in the guide, with depth available on demand.



New Approach: Informative Text – Brief & Immediate
Section 5.9.3.2 
Record-to-Record Traceability

Keeping the examples within the IG bit-sized & moving 
larger (more complex) examples outside of the ADaM+IG

Building the story by referencing other 
examples within the ADaM+IG

Make the informative text readily available (immediate) by 
embedding the examples in the main body of the ADaM+IG
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Motivated by this consolidation effort

New Active Curation of Informative Docs



CDISC Knowledge Base 

ADaM Knowledge Article



Creating Knowledge Articles in the Age of AI

AUTHOR FOR RETRIEVAL AUTHOR FOR TRUST

ONE TOPIC
Keep each article atomic. A single, distinct topic improves 
retrieval precision and usage tracking.

COMPLETE CONTEXT
Put required context in the article. Avoid link-dependent 
meaning and vague pronouns; repeat key nouns.

PREDICTABLE STRUCTURE
Use clear HTML headings, subheadings, bullets, and 
numbered step-by-step instructions.

DESCRIBE ALL MEDIA
Add alt text and captions for screenshots, diagrams, and 
video because AI cannot interpret visuals alone.

ENRICH METADATA
Use tags, labels, and structured tables to strengthen 
categorization and semantic retrieval.

GOVERN THE LIFECYCLE
Audit, update, or retire content; use feedback flags to 
correct inaccurate grounding paths.

Bottom line: atomic + structured + self-contained content gives generative AI reliable grounding.

Design each article as a complete, machine-readable source of truth.



Knowledge Articles Potentially Coming in the Future

Flag Variables for BDS Datasets

Using SRCDOM, SRCVAR, SRCSEQ when 
multiple input source area used

Origin Type & Source in 
ADaM define.xml

What not to put in DTYPE

How to use DTYPE in 
addition to metadataDifference between AVAL & AVALC

Variables used to derive other variables 
(eg, AWTARGET for AWTDIFF)

A Brief Overview of the ADaM Standard 
aimed at those coming with primarily 

SDTM experience

What to SDTM Content to Retain 
on a Derived ADaM row



• Creating a clear distinction between the 

Normative Core and Supplemental Documents

• Taking a new approach to informative text within 

normative documents

• Actively curating informative documents within 

and without the CDISC Knowledge Bawse

Summary



Questions?


