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Agenda

1.Why an ADRG?

2.Why an Application?

3.ADRG Builder Python Application

4.Conclusion

5.Questions
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Why an ADRG?

❑Recommended document according to the Study Data Technical Conformance 

Guide from the FDA.

❑Provide authorities’ reviewers with additional information presented in ADaM 

define.xml file with information that can’t either be described properly or that 

cannot be represented in that format (i.e. tables, graphical images).

❑Provide a summary of ADaM conformance findings (i.e. Pinnacle 21  report).
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Why an Application?

❑Maintain a high level of quality and consistency.

❑Reduce time by automating the creation of sections/sub-sections.

❑Include standard analysis datasets text.

❑Fully automate the insertion of P21 Enterprise report.

❑Generate check report that highlights remaining issues and provide solutions.

4 tasks from the lifecycle of an ADRG creation
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❑Customized PHUSE ADRG Package version 1.2 template:

❑Removed unnecessary text / information. 

❑Added “<<” and “>>” tags to identify areas of interest.

❑Reconfigured some tables headers and format.

❑Configuration JSON file:

❑Regulate the structure and contents of the ADRG.

❑Regulate styles for each section header.

❑Ensure consistency for Table of Contents automatic creation.

ADRG Builder Python Application

ADRG Template and Configuration JSON file
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ADRG Builder Python Application

First ADRG Version 

➢Cover Page

➢ Section 1.3

➢ Section 2.1

➢ Section 3.1

➢ Section 5.2

➢ Sections 5.2.x

❑Select the ADaM define.xml to build the first ADRG version.

❑Optionally exclude analysis dataset(s) from this first version. 



7

P
ro

p
ri
e
ta

ry
 a

n
d
 C

o
n
fi
d
e
n
ti
a
l 
P
ro

p
e
rt

y
 o

f 
U

C
B

First ADRG Version

Cover Page

Define.xml ADRG First Version
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First ADRG Version

Section 1.3

Define.xml ADRG First Version
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First ADRG Version

Section 1.3

Define.xml JSON look-up file

ADRG First Version
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First ADRG Version

Sections 2.1 & 3.1

Define.xml ADRG First Version
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First ADRG Version

Section 5.2

Define.xml ADRG First Version
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First ADRG Version

Sections 5.2.x

Define.xml ADRG First Version
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ADRG Builder Python Application

Update existing ADRG version

➢Cover Page

➢ Section 1.3

➢ Section 2.1

➢ Section 3.1

➢ Section 5.2

➢ Sections 5.2.x

➢ Section 6.1 

➢ Section 6.2

❑Select the ADRG to update

❑Select the ADaM define.xml

❑Optionally select a Pinnacle 21 Enterprise report

❑Optionally exclude analysis dataset(s) from this updated version 
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ADRG Builder Python Application

Update existing ADRG version

❑Analysis datasets in the ADRG but not found in the define.xml are flagged.

❑Users can choose to either retain or remove these flagged analysis datasets from the ADRG.

❑If users opt to remove the datasets, the corresponding information from sections 5.2 and 5.2.x 

are also removed. 
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Update existing ADRG version

Section 1.3

Define.xml JSON look-up file

ADRG Updated Version
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Update existing ADRG version

Section 3.1

Original ADRG ADRG Updated Version

Variable no 
longer in 

Define.xml
New 

variable in 
Define.xml
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Update existing ADRG version

Section 5.2

Original ADRG ADRG Updated Version

New analysis
datasets in 
Define.xml
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Update existing ADRG version

Sections 5.2.x

Original ADRG ADRG Updated Version

Sections 
renumbered
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Update existing ADRG version

Section 6.1

Pinnacle 21 Enterprise Report ADRG Updated Version
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Update existing ADRG version

Section 6.2

Pinnacle 21 
Enterprise 
Report

ADRG Updated
Version
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ADRG Builder Python Application

Create final version of ADRG

❑Select the ADRG to finalize

❑Select the final ADaM define.xml and optionally the final Pinnacle 21 Enterprise report

❑ADRG checked against Define.xml/P21 Report and a check report produced if issues remain.

❑The application perform operations and a final ADRG is generated if no issues remain.
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Create final ADRG version

Sections 5.2.x

ADRG Final VersionOriginal ADRG

Empty
sections 
removed

Sections 
renumbered
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Create final ADRG version

Section 5.2

ADRG Final VersionOriginal ADRG

Hyperlinks to 
sections 5.2.x
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ADRG Builder Python Application

Create PDF version of ADRG

Finalization instructions from the ADRG Completion Guidelines document to a final ADRG:

❑ Create bookmarks 

❑ Delete information in the Title, Author, 

Subject and Keywords boxes

❑ PDF version
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ADRG Builder Python Application

Check report

❑Identify remaining issues and ensure consistency.

❑Contains name/datetime creation of ADRG, define.xml and P21E report.

❑Issues reported by sections and categorized as either “Error” or “Note”.

❑Report need to be error free to proceed with creating a final version of ADRG.
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❑Part of standardization strategy.

❑Saves time, ensures consistency and quality across documents.

❑Improvements to the application are constantly performed, mostly based on 
users’ feedback.

❑Open-source technologies offer the chance to develop customized tools at a 
lower cost.

Conclusion



Proprietary and Confidential Property of UCB

Thanks. Any questions?


