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Disclaimer 

This presentation does not represent views of 
Quanticate International and belong solely to the 
authors  
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Agenda 

• Metadata? 
• Why Metadata? 
• Work Flow using Metadata 
• Types of Metadata 
• Pinnacle 21 
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Metadata? 

• It is ‘Data about Data’, explains the contents of data 
 
• Gives descriptive information about an object or resource, 

whether it is physical or electronic 
 

• Provides additional information to regulatory authorities about 
the production of datasets in the form of define.xml 
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Why Metadata? 
• Efficiently manage large quantity of information 
• Effective and efficient metadata strategy to prevent suffering from the 

chaotic situation associated with proliferation of mass amounts of 
information 

• Vastly increase work efficiency and reduce the mistakes in drug 
development 

• CDER Technical Conformance Guide says that “The data definition file 
describes the metadata of the submitted electronic datasets, and is 
considered arguably the most important part of the electronic dataset 
submission for regulatory review ” 
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Work Flow Using Metadata 

Raw Data  

 Data Processing   

Derived Datasets 

SAS Outputs 

Metadata         

    

Metadata 

Metadata Data collected on 
CRFs from Sites – 
For example : AE, 
ECG, LAB and 
Vital Signs Data. 
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Types of Metadata 
• SDTM Metadata  

• Dataset Definition Metadata 
• Variable Level Metadata 
• Value Level Metadata 

• ADaM Metadata 
• Dataset Definition Metadata 
• Variable Level Metadata 
• Analysis Parameter Level Metadata 
• Analysis Results / Display Level Metadata  
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Dataset Definition Metadata 
• Dataset Name 
• Dataset Description/Label 
• Dataset Class 
• Dataset Structure 
• Dataset Purpose 
• Keys 
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 Variable Level Metadata 
• As per SDTM, there are 7 attributes defined they are: 

 
• Variable name 
• Variable label 
• Variable source / origin 
• Variable type 
• Controlled terms 
• Role 
• Derivation/comments 
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• In addition to these metadata attributes, the CDISC domain models 
include three other shaded columns that are not sent to the FDA 
 

• These columns assist sponsors in preparing their datasets: 
 

• CDISC Notes 
• Core 
• References 

 

 Variable Level Metadata Cont… 
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Analysis Parameter Level Metadata    
• Parameter Identifier is required in variable-level metadata for Basic Data 

Structure (BDS) analysis dataset 
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Analysis Results / Display Level  
Metadata  

• Display Identifier 
• Display Name 
• Result Identifier 
• Param 
• Paramcd 
• Analysis Variable 
• Reason 
• Dataset 
• Selection Criteria 
• Documentation 
• Programming Statement 
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Pinnacle 21 
• Pinnacle 21 Community is a free and easy to 

use toolset, which is useful for clinical 
programmers who work with CDISC standards 

 
• Pinnacle 21 has been used to validate 

Metadata and Datasets (SDTM and ADaM) 
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Pinnacle 21 Validator Architecture  

.xpt,.csv, 
Define.xml 

  Controlled Terms 

CDISC Datasets 
      Reports 

Validator 
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Pinnacle 21 



Confidential, © Quanticate 2016 Our Services: Biostatistics • Clinical Programming • Clinical Data Management • Medical Writing • Pharmacovigilance 
Our Values: Relationships • Excellence • Accountability • Customer Focus • Happiness 

16 

Validator 
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OpenCDISC Validator Report 
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Contact Information 
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