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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 ADalM




Navigating ADaM Documents

At present and in the future




How does ADaM present to the community now?

Membership Members Only

Foundational Data Exchange Questionnaires, Ratings & Scales

usDM oDM

Therapeutic Areas

Published User Guides

Digital Health Technologies

Real World Data

TIG Submission Pilot

Standards in Development

Standards Timeline

Trial Master File N
Public Reviews

MF Standard Mode

CDISC Library

ADaM

Description

Versions

Home / Standards / Foundational / ADaM

Education Knowledge Base Archive

Guiding Principles

An Analysis Data Model Implementation Guide (ADaMIG) is developed in reference to a specific ADaM model. Currently, all ADaMIGs are supported by the ADaM v2.1 model.
Additional ADaM supplements containing normative content for specific analysis use cases have also been developed. The table below lists the documents available at the time of
publication of ADaMIG v1.3 and describes their applicability to ADaMIG Versions 1.0, 1.1, 1.2, and 1.3.

development.

ADaMIG Version

ADaMIG v1.3

29 November 2021

I ®

Compatible Model, Rules & Implementation Guide

ADaM v2.1

ADaM Conformance Rules v5.0

ADaMIG for Medical Devices v1.0

ADaMIG for Non-compartmental Analysis Input Data v1.0

ADaM Structure for Occurrence Data Implementation Guide v1.1

Basic Data Structure for ADaM popPK Implementation Guide v1.0

In addition to Madels and Implementation Guides, Conformance Rules have been developed, which help to ensure that generated data structures conform to the standards.

These rules aim to identify all conformance rules and case logic from ADaM documents, classifying and codifying them in a form that supports quality processes and tool

Associated Examples Documents

ADaM Metadata Submission Guidelines v1.0

ADaM Examples of Traceability v1.0

ADaM Basic Data Structure (BDS) for Time-to-Event (TTE) Analyses v1.0
ADaM Examples in Commonly Used Statistical Analysis Methods
Analysis Results Metadata (ARM) v1.0 for Define-XML v2.0

ADaM Oncology Examples v1.0



Now

upporting Informative Documents

OCCDS IG vl1.1

ADaMIG for Medical

ARM v1.0 for Devices v1.0

Define-XML v2.0

ADaMIG for NCA
v1.0

ADaM Metadata Submissions
Guidelines v1.0

Supporting

Normative Documents

Normative Core

ADaMIG v1.3

ADaMIG for ADA
v1.0

ADaM Examples in
Commonly Used
Statistical Analysis

Methods v1.0

ADaM v2.1
(Model Document) ADaM BDS
for TTE Analyses
v1.0
ADaM Conformance
Rules v5.0
ADaM
Oncology

Examples v1.1

ADaMIG for PPK v1.0

ADaM Examples of
Traceability
v1.0




The
Proposal

ARM v1.0 for
Define-XML v2.0

ADaM Metadata Submissions
Guidelines v1.0

upporting Informative Documents

OCCDS IG vl1.1

ADaMIG for Medical
Devices v1.0

ADaMIG for NCA
v1.0

Supporting

Normative Documents

Normative Core

ADaMIG v1.3

ADaMIG for ADA

v1.0

ADaM Examples in
Commonly Used
Statistical Analysis

Methods v1.0

ADaM v2.1
(Model Document) ADaM BDS
for TTE Analyses
v1.0
ADaM Conformance
Rules v5.0
ADaM
Oncology

Examples v1.1

ADaMIG for PPK v1.0

ADaM Examples of
Traceability
v1.0




ADaM Examples in
Commonly Used
Statistical Analysis

Methods v1.0

upporting Informative Documents

P rog ress Supporting

Normative Documents

ADaM BDS
for TTE Analyses
vl1.0
Normative Core
ADaM v2.1 (Model Document) .
. ADaMIG v1.3 ADaM Conformance
ARM V1.0 for ADaDM'§ for ":e:'ca' 0CCDS IG v1.1 Rules v5.0
T evices vl. ADaMIG for PPK v1.0
DEduEg 2 ADaMIG for NCA v1.0
ADaMIG for ADA v1.0 ADaM
Oncology

Examples v1.1

ADaM Examples of
Traceability
v1.0

ADaM Metadata Submissions
Guidelines v1.0




A New Approach for Informative Text

Motivated by this consolidation effort




Normative text sets the rules; informative text explains them

NORMATIVE INFORMATIVE

Mandatory Explanatory

Sets requirements and rules that you must Provides descriptive background, context,

follow to achieve compliance. and guidance that help you understand the
rules.

COMPLIANCE IMPACT COMPLIANCE IMPACT

Required — it creates the obligation. Not required — it supports understanding.

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

Bottom line: normative text defines what you must do; informative text helps explain why and how.
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Write informative text to explain—not prescribe

EXPLAIN WITH EVIDENCE SIGNAL NON-NORMATIVE STATUS
% EXPLAIN—DON’T PRESCRIBE % CHOOSE NON-NORMATIVE VERBS
Describe what something is, how it works, or why it matters. Prefer describes, indicates, may, can, is intended to, or is

typically used to.
%  STAY FACTUAL AND PRECISE

State verifiable information; name sources, assumptions, % RESERVE REQUIREMENT WORDS

and limitations. Keep must, shall, required, and prohibited for normative
*  SEPARATE FACT FROM ADVICE text.

Label advice as guidance or a recommendation—not an

obligation. *  LABEL THE CONTENT
% USE EXAMPLES AND RATIONALE Use headings such as Background, Explanation, Example, or

lllustrate the concept without implying that the example is Rationale.

mandatory.

Guidance explains; it does not establish a compliance obligation.

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

cdisc



urrently, Examples at End of Normative Documents
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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.
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New Approach: Informative Text — Brief & Immediate

Section 5.9.3.2
Record-to-Record Traceability

Another level of traceability which needs to be considered in ADaM is record-to-record (or parameter-to-parameter). Examples of

Make the informative text readily available (immediate) by

* Triplicate ECGs — this data would be collected at specific times, but typically are averaged for analysis. The derived average

. . . record should point back to the group of triplicate records. Since the SDTM EG.EGSEQ and EG.EGREPNUM will be different

e m b e d d I n g t h e exa m p I eS I n t h e m a I n bo d y Of t h e A D a IVI + I G on each record of the triplicate, it is useful for traceability to include the SOTM timing variable such as date or timepaint of
the ECG to add context to the record. Refer to Table XXX (8.3.3 as of 125EP2024) for example of creating an average.

ususJID VSSEQ VISIT EGREPNUM EGTESTCD EGSTRESN AVAL DTYPE
ABC-001 1 VISIT 2 1
ABC-001 2 VISIT 2 2
ABC-001 3 VISIT 2 3
ABC-001 VISIT 2

* Log-transformations - If a record is transformed, deriving AVAL from exactly one record as the source, then we can keep
the value of the SDTM --SEQ and all timing variables from the record on the derived/transformed row. In order to aid
review, the original non-transformed value can also be present in the dataset, in a record (unigue parameter) or a variable
Ke e pi n g t h e exa m p I e s Wit h i n th e I G b it_s i Zed & m Ovi n g (e.g., --STRESN), even if it is not used for analysis. Refer to Section 8.2.1, Rule 2: Example 1, for an example of a Log
transformation,
Cholestercl Ratio Derivation — When Total Cheles and High-Density Lipoprotein Cholesteral are collected as two
| a rge r ( m O re CO m p I ex) exa m p I e s O uts i d e Of th e A D a M + I G unique tests in SDTM LB, and derived Total sterol:HDL-C ratio uses both of these SDTM rows as source input, it would
not be appropriate to have either SO SEQ value populated on the derived ratio parameter. However, it would be
useful to include the comman ce timing variables (e.g. VISIT), which were used to merge/join the Total Cholesterol and

HDL-C content from th urce records. Refer to Section 8.2.2, Rule 2: Example 2, for an example of a derived
Cholesterol:HDL- 0.

Total Scor: a Questionnaire — In a questionnaiy
par. T, even if not used for analysis,
ude the applicable timin

ataset, each individual question could be present as a unique
n the row for the derived total score parameter, it would be useful to
es in order to show the values from the same timepoint together.

USUBJID‘ M (QSI]TC ADT VISIT AVISIT PARAMCD PARAM AVAL
=001 1 2024-03-01 [ 01MAR2024 | WEEK 1 Week 1 Qs0101 Q501 - Item 1 3
. . . ABC-001 2 2024-03-01 [ 0TMAR2024 | WEEK 1 Week 1 Qs0102 Q501 - ltem 2 2
ABC-001 3 2024-03-01 [ 01MAR2024 | WEEK 1 Week 1 Qs0103 QS01 - ltem 3 4
B u I I d I n g th e Sto ry by refe re n CI n g Ot h e r ABC-001 4 2024-03-01 | 01MAR2024 | WEEK 1 W::k1 Qs0104 Qsol 7It:: 4 3
ABC-001 2024-03-01 [ 01MAR2024 | WEEK 1 Week 1 QS01TOT Total Score 12
.
examples within the ADaM+IG

sis Timepoints - Collected SDTM timing variables, such as VISIT and --TPT, may not be appropriate for
analysis. When an an i lowest post-baseline value, is needed in addition to the collected timepoint, a
cw row for the lowest post-baseline is added as desc : vales on the collected row, such as --SEQ
an . be copied to the new analysis timepoint row to add traceability. Rel®r to Example 2 in Section 9.3.3,
Identification of line Conceptual Timepoint Records, for an example of derived analysis timepoints of
Minimum and Maximum.
Intermediate Parameters — Complex derivati e split apart to multiple parameters, even if the intermediate
parameters will not be summarized. This facilitates valida eview of the final analysis parameter by allowing the
. . calculations of each parameter to be more easily documented and con Section 8.4, Rule 4: A function of
multiple rows within a parameter should be added as a new parameter, wiere the CD4AUC parameter is an
intermediate parameter that is not summarized but is used to create parameter CD4AUCME. Refer to ADaM Basic Data
Structure for Time-to-Event Analyses v1.0 Table 7.2.2 for an additional example, where intermediate parameters
- T2HBeAg and T2HBeADb are not summarized but are used to create parameter T2SERO.
®
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Progress

upporting Informative Documents

ARM v1.0 for
Define-XML v2.0
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Guidelines v1.0

Supporting
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ADaM v2.1 (Model Document)
ADaMIG v1.3
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v1.0
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New Active Curation of Informative Docs

Motivated by this consolidation effort




CDISC Knowledge Base

ADaM K

cdisc

nowledge Article

et

Dashboard

Articles

Examples Collection

Known Issues

eCRF Portal

eTFL Portal

QRS Portal

DHT Portal

Articles

Making Sense of the Various ADaM Sex and Gender
Documents “Sex” and “gender” are similar but diffsrent
This article was written to explain why there concepts whose definitions and meanings

are so many Analysis Data Model (ADaM)

documents and to help the ADaM user see

can be confusing (see, for example, the
article Sex and gender: What is the
difference? from Medical News Today).

how they have been designed to work

together.

Standard(s):
Standard(s): ADaM, BRIDG, CDASH, CDISC Controlled
ADaM Terminology, CTR-XML, Dataset-XML, Define-

XML, Genomics, Glossary, LAB, Medical
Devices, ODM, PRM, Questionnaires, Ratings

and Scales (QRS), RDF, SDTM, SDTMIG, SEND,

Study/Trial Design Model-XML

Domain vs. Dataset: What's the Difference? How to Avoid ADaM Dataset and Variable
The terms “domain” and “dataset” are Name Conflicts When Creating SDTM
commeonly used in CDISC's nomenclature Domain and Variable Mames

and found frequently in the Study Data

Tabulation Model [SDTM). For example, the

SDTM v1.8 includes 134 instances of

"domain” and says "A collection of Standard(s):

observations on a particular topic is ADaM, SDTMIG

considered a domain.” The medel includes 78

instances of dataset and certain structures in

the model are called "datasets” rather than

"domains.” Is there a difference between a

domain and a dataset?

Standard(s):

ADaM, BRIDG, CDASH, CDISC Controlled
Terminology, Genomics, Glossary, LAB, Medical
Devices, SOTM, SDTMIG, SEND

Deciding When to Use Phase, Period, and
Subperiod

The CDISC Analysis Data Model
Implementation Guide (ADaMIG) provides
several timing variables for modeling clinical
trial designs in analysis datasets. APHASE,
APERIOD, and ASPER can be used

in conjunction with relatad treatment
variables to meet a variety of analysis
requirements, from single-pariod parallel
studies to much more complicated situations
invohing multiple treatment periods and
even different studies. The goal of this article
is to provide guidelines for identifying when

to use the different timing variables that are

available. Additional examples can be found
in the References and Resources listed at the
end of the article.

Standard(s):
ADaM, CDASH, CDISC Controlled Terminalogy,
SDTM, SDTMIG, SEND

AyIND, ByIND, and CRITy vs. MCRITy vs.
AVALCATy

The ADaMIG provides multiple ways to
categorize and flag values to be analyzed
Thess ways may seem overlapping, and the
most appropriate set of variables for &
particular analysis may not be obvicus to the
user. This article is intended to provide some
clarity on how to use appropriate variables

and how to select the appropriate analysis

variables.

Standard(s):
ADaM

Handling Associated Persons Data in ADaM
The SDTM Implementation Guide for
Associated Persons (SDTMIG-AP) v1.0
provides guidance on how to include data
collected about persons who are not the
study subjects in SDTM. Howsver, the ADaM
Implementation Guids has not provided
guidance regarding how to include data from
SDTM AP domains in ADaM datasstsif
needed for analysis.

Standard(s):
ADaM

AShort History of CDISC and SAS Transport
Files

When development of the SDTM and
SDTMIG started, SAS was used almost
universally scross the pharmaceutical
industry and at the US FDA.

Standard(s):
ADaM, SDTM



Creating Knowledge Articles in the Age of Al

AUTHOR FOR RETRIEVAL AUTHOR FOR TRUST

Y ONE TOPIC v DESCRIBE ALL MEDIA
Keep each article atomic. A single, distinct topic improves Add alt text and captions for screenshots, diagrams, and
retrieval precision and usage tracking. video because Al cannot interpret visuals alone.

* COMPLETE CONTEXT * ENRICH METADATA
Put required context in the article. Avoid link-dependent Use tags, labels, and structured tables to strengthen
meaning and vague pronouns; repeat key nouns. categorization and semantic retrieval.

* PREDICTABLE STRUCTURE * GOVERN THE LIFECYCLE
Use clear HTML headings, subheadings, bullets, and Audit, update, or retire content; use feedback flags to
numbered step-by-step instructions. correct inaccurate grounding paths.

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

Bottom line: atomic + structured + self-contained content gives generative Al reliable grounding.
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Knowledge Articles Potentially Coming in the Future

Origin Type & Source in .
ADaM define.xml Flag Variables for BDS Datasets

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

How to use DTYPE in
Difference between AVAL & AVALC addition to metadata

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

What not to put in DTYPE

What to SDTM Content to Retain

on a Derived ADaM row
A Brief Overview of the ADaM Standard

aimed at those coming with primarily
SDTM experience
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Summary

« 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
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