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Introduction

Define.xml is required when submitting data packages to regulatory agencies like FDA, PMDA to 

inform the regulators which datasets, variables, controlled terms and other metadata were 

used. With the help of Pinnacle 21 Enterprise (P21E), define.xml can be created from P21E 

compatible specifications (P21E define spec). There are two ways of creating P21E define 

spec:

• Create P21E define spec from company standard ADaM spec: easy for creating and reviewing 

spec, while require complicated SAS macros and manual copy/paste process to convert the 

ADaM spec into P21E define spec.

• Use P21 Excel Template for Define.xml | (pinnacle21.net) from the very beginning: easy for 

downstream Define.xml creation but not user-friendly for ADaM programming because 

programmers need to spend tremendous time and effort to fill out the complicated 

specification with many columns and complexity/dependencies across columns/tabs for P21E 

define spec creation. 

Major tabs in P21E define spec

2

https://help.pinnacle21.net/en/articles/6657546-p21-excel-template-for-define-xml
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Introduction - continued

• Inspired by the fact that P21E can automatically populate the four time-consuming tabs 

(Variables, Codelists, ValueLevel and WhereClauses) in define specification with quality after 

importing ADaM transport (.XPT) datasets

• This presentation is a major update to our previous PharmaSUG paper (Xiang Wang, Daniel Huang. 

2021. Design ADaM Specification Template that Simplifies ADaM Programming and Creation of 

Define XML in CDISC Era. PharmaSUG, SS-016)

• The updated ADaM specification template in this paper will greatly simplify the effort for 

statistical programmers to create ADaM datasets and Define.xml with simpler and more user-

friendly features
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Old vs New ADaM specs
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RECAP: FOUR STEPS OF CREATING DEFINE.XML UNDER P21E
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NEW ADAM SPECIFICATION TEMPLATE (Spec B)
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The newly designed ADaM specification template has the following tabs: Study, Datasets, 

Documents, Dictionaries, and individual dataset tab (ADSL, ADAE, ADBASE etc) shown below

The first four tabs (Study, Datasets, Documents, and Dictionaries) are quite straightforward, and the information 

can be entered according to the instruction from P21E user guide. 

Study tab: example is shown right. 
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NEW ADAM SPECIFICATION TEMPLATE (Spec B)
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Datasets tab: example is shown below. 

Dictionaries tab: example is shown below. 

Documents tab: example is shown below. 
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NEW ADAM SPECIFICATION TEMPLATE (Spec B)
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• ADSL tab

1) Only six columns are required (add Common Variable (column G) for ADSL)

2) Simplify Data Type (column C) into Char and Num 

3) Variable Length (column D) can be 200 for all Char variables and 8 for Num variables (length can be 

trimmed during each dataset creation)

4) Write simple SAS macro to read each dataset tab to get variables and attributes
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NEW ADAM SPECIFICATION TEMPLATE (Spec B)
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Other ADaM tabs such as ADAE, ADCM, ADMH
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• P21E Define Spec (C) below has the same structure as draft P21E Define Spec (A)

• Programming specification (B) should follow the same structure as the NEW ADAM 

SPECIFICATION TEMPLATE

• Task: populate correct information from A and B into C

✓The 4 tabs (Study, Datasets, Dictionaries, Documents) can be directly copied from B  

✓P21E can populate these three time-consuming tabs (Codelists, ValueLevel and

WhereClauses) in A well - directly copy from A (may need minor modifications);

✓Use simple SAS code to automate the population of tabs (Variables, Methods, 

Comments) from A and B

4/12/2023Paper Number SS-016
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How to Populate P21E Define Spec (C) using draft P21E Define 
Spec (A) and programming specification (B)
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How to populate tabs ‘Variables’, ‘Methods’, ‘Comments’

Use SAS code to automatically 

populate these columns from B: 

Origin, Method, Predecessor, Comment

Variables tab: P21E populates 

these first columns quite well 

Use SAS code to automatically populate 

these two time-consuming tabs from B: 

Methods, Comments
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SAS code to populate tabs ‘Variables’, ‘Methods’, ‘Comments’ 
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SAS code to populate tabs ‘Variables’, ‘Methods’, ‘Comments’
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SAS code to populate tabs ‘Variables’, ‘Methods’, ‘Comments’
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SAS code to populate tabs ‘Variables’, ‘Methods’, ‘Comments’
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SAS code to populate tabs ‘Variables’, ‘Methods’, ‘Comments’
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Demo

16



Global Biometrics and Data Sciences Cell Therapy

•The updated ADaM Specification template supports for both ADaM 

programming and Define.xml creation 

• It is easy to use and maintain with minimal specification entry 

and short programming time

• It can be well adopted and utilized by both small and big 

pharmaceutical/biotech companies which seek simplicity and 

efficiency without complicated and difficult implementation

•Simple SAS code to automate the population of final define spec

4/12/2023Paper Number SS-016
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Conclusions
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