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AGENDA 

• Introduction

• Global idea

• %ADaM

• ID-Spectackle

• Conclusion 
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INTRODUCTION 
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INTRODUCTION 
• ID-SPECTACKLE small story
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Programming

Not as simple as it sounds

ADaM
Tables
Figures
Listings

Statistical
Analysis Plan

SDTM
Datasets

Analyses 
Reports
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INTRODUCTION
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ADaM
Standard Define.xml

Define.pdf

Submission 
Package

Specifications

Statistical
Analysis Plan

SDTM
Datasets

ADaM

Not as simple as it sounds
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INTRODUCTION
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Specifications

Not as simple as it sounds
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INTRODUCTION
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Specifications

Not as simple as it sounds

Automate the generation of specification and Define-XML
And provide a user friendly Web User Interface (WebUI)

* Reduce the amount of time to produce specification and Define-XML
* Improve quality
* Engage programmer into timely accurate documentation

an IDea…  
ID-SPECTACKLE  
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GLOBAL IDEA
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GLOBAL IDEA 

10

%ADaM

ID-Spectackle

AD--

Specifications.xlsx
define.xml
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%ADAM
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%ADAM
• One Macro to rule them All (Metadata) !
• Consistency checks (missing label, in model or not, label length, 

duplicates from key, …) 
• Collects Metadata (datasets, variables, codelists): Main Purpose
• Finalize (+xpt)

Heavy lifting done for the user
Less human error
Information in Specs are what is in Dataset
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%ADAM 
• Requirements :

• ADaM + SDTM Model Files 
• Set : 
• Implementation Guide (IG) Versions
• Controlled Terminologies (CT) Versions 

• Controlled Terminologies (direct from NCI Online Repository) 

• Codelists:
• imposed by SDTM/ADaM IG, OR…
• Custom codelists: Everything is Codelist
• Unless… above threshold of 20 terms (default) 
• OR ADaM specific variables (Parameters, Analysis Visits, …)
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%ADAM

• Initialise
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Set before ADaM Programming
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%ADAM
• Import NCI Controlled Terminologies
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%ADAM 
• Call
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%ADAM
• Dataset + %ADaM = METADATA Prefilled ! 
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%ADAM
• Collecting Metadata : Main Goal
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Dataset: Name, label, key, …
Variables: Name, label, length, type, order, format (if any), origin, 
codelists (+ Terminology), …

AD--

Metadataset.sas7bdat
Metavariable.sas7bdat
Metacodelist.sas7bdat

ID-Spectackle WebUI
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User-friendly graphical interface

ID-SPECTACKLE

19



Internal

ID-SPECTACKLE
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User-friendly graphical interface
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ID-SPECTACKLE
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User-friendly graphical interface
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ID-SPECTACKLE
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Study Metaboard

Metadataset.sas7bdat
Metavariable.sas7bdat
Metacodelist.sas7bdat
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ID-SPECTACKLE
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Dataset Metaboard



Internal

ID-SPECTACKLE
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Variables Metaboard
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ID-SPECTACKLE
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Variables Metaboard
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ID-SPECTACKLE
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Variables Metaboard
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ID-SPECTACKLE
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ValueLevel metaboard



Internal

ID-SPECTACKLE
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Codelist Metaboard
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ID-SPECTACKLE
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Dictionaries Metaboard
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ID-SPECTACKLE
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Documents Metaboard
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ID-SPECTACKLE
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User-friendly graphical interface
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ID-SPECTACKLE
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User-friendly graphical interface
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ID-SPECTACKLE -> DEFINE.XML
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ID-SPECTACKLE
CONTINUOUS UPDATE CYCLE

• Automatic metadata update 
• At each Dataset update (program rerun)
• Keep manual entries in Specs
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ID-SPECTACKLE - QR CODE (DEMONSTRATION) 
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CONCLUSION
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CONCLUSION 

• Goal
• Automate the generation of Specifications & Define.xml

• ID-Spectackle
• Combination of a SAS® Macro and a web-interface.
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CONCLUSION
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AD--

Metadataset.sas7bdat
Metavariable.sas7bdat
Metacodelist.sas7bdat

ID-Spectackle

Studycode_STAT_20231012_Specifications.xlsx

define.xml

Pinnacle 21 Community

%ADaM

Specifications follow dynamically 
the updates of ADaM Datasets

 Full circle 
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CONCLUSION 

• Less time and effort
• Visual cues
• Inter-connection between metadatas
• Quality and CDISC compliance
• Traceability
• Always up-to-date
• Follows standard template from P21
• Extractions of partial metadata 
• Material for validation 
• Reusability of specifications 
• User-friendly 
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CONCLUSION 

   
    FUN 
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CONCLUSION 

… until AI does it for us
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Questions ? 

lionel.debecq@iddi.com
sophie.dekeyser@iddi.com

THANK YOU! 
WE WOULD LIKE TO THANK IDDI AND MORE 
SPECIFICALLY OUR COLLEAGUES OF THE 
DEPARTMENT OF BIOSTATISTICS, OUR COLLEAGUE 
STEFANIA GIAMMANCO FOR HER KNOWLEDGE AND 
EXPERIENCE IN R FOR THE MAINTENANCE OF THE 
INTERFACE, AND OUR ESTIMATE COLLEAGUES’ 
PROGRAMMERS WHO TOOK THE TIME TO READ 
AND PROVIDE FEEDBACK ON THIS PRESENTATION.
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