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INTRODUCTION 
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ADRG SECTIONS

5



6

Specifications

Not as simple as it sounds

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

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

an IDea…  
ID-SPECTACKLE  

ADRG



GLOBAL IDEA
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GLOBAL IDEA 
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%ADaM & 
%HeaderMacroScan

ID-Spectackle

AD--

Specifications.xlsx define.xml

ADRG



%ADAM

%HEADERSCANMAC
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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 

•How to use?                                     
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%ADAM 

•How to use?    
• 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, …)

12



%HEADERSCANMAC

- Identify all SAS programs and macros used in the analysis

- Save the list of macros in an excel file

- Used in creation of metaboards in ID-Spektackle

  How to use?
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%ADAM AND %HEADERSCANMAC

• The main goal of the macro is to collect metadata.
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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
Metamacpgm.sas7bdat
Metamac.sas7bdat

ID-Spectackle WebUI

ADRG 
Sections



User-friendly graphical interface

ID-SPECTACKLE
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INTERFACE
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IMPORTING DATA FROM CORRECT FOLDERS
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STUDY BOARD

18



METABOARD - DATASETS
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METABOARD - VARIABLES
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METABOARD - VALUELEVEL
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METABOARD – CODELISTS AND DICTIONARIES
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SPECIFICATIONS
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ADRG
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SUPPORTING DOCUMENTATION
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OUTPUT



SAMPLE ADRG
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CONCLUSION
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CONCLUSION 

Goal
• Automate the generation of Specifications ,Define.xml and 

prefill of ADRG

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

Metadataset.sas7bdat
Metavariable.sas7bdat
Metacodelist.sas7bdat

ID-Spectackle

Studycode_STAT_20250527_Specifications.xlsx

define.xml

Pinnacle 21 Community

%ADaM

Specifications follow dynamically 
the updates of ADaM Datasets

 Full circle 

US FDA Submission Package



CONCLUSION 

• Less time and effort
• Visual cues
• Inter-connection between metadata
• 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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Questions ? 

sushma.madamanchi@iddi.com
shingyu.wong@iddi.com

THANK YOU! 
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