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What is metadata 

Data  about….. 

Dataset 

Variable 

Value level 

Computations 

Controlled Terminology 

And  much  more… 
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Challenges we face today 

Compliance to standards 

Submission quality 

Adaptability 

Consistency 

Re-inventing 

Traceability 
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Advantages 

Automation 

Improve quality 

Compliance to standards 

Re-use of standards 

Consistency of standards 
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Advantages(continued) 

Cost Reduction 

Drive multiple applications/systems 

Traceability 

Flexibility 

It’s  the  future 
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Study start-up 
Study conduct, Analysis 

and Reporting Submissions 

• CRF 
development 

• DB set-up 

• Annotated 
CRF 

• SDTM 
• ADaM 
• TLF 

• Define.xml 

Metadata repository 

Metadata driven trial 
activities 



Define XML generation 

ppsDefine 
(application for 
creating define xml) 
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Define XML automation by ppsDefine 

A complete(100%) automated solution for creating define.xml 

For SDTM, ADaM, SEND and Legacy 

Completely metadata driven approach 

Metadata can be defined at multiple levels (sponsor, therapeutic, project etc.) 

Data driven code list generation including enumerated list 

Metadata driven computations 

Customized  value-level metadata 

8/20/2014 

PhUSE SDE- NJ Aug 2014 



Data flow 
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Create define.xml 

Dataset creation 

Dataset specifications 

Metadata repository 



Traceability 

aCRF to SDTM 

SDTM to ADaM 

ADaM to TLF 

SDTM to Define.xml 

ADaM to Define.xml 
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Compliance 

Company level standards 

Therapeutic/…../…../ 

Study 
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Governance 

Standards ownership 

Standards request process 

Standards usage monitoring 

Standards maintenance 
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Standards Libraries 

CRF 

SDTM 

ADaM 

Controlled Terminology 
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Metadata storage 

Excel files 

SAS datasets 

And other software applications 
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Controlled Terminology 

NCI CT 

Extensible CT 

Sponsor CT 
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Value-Level Metadata 

Controlled terms 

Derivations 
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Macro Library 

Date conversion 

--SEQ 

--DY 

SUPPQUAL splitting and merging 

Re-assign character variable lengths 

--BLFL 

Any other derivations 
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Training 

Periodic training 

Communication 
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Questions? 
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Thank You! 
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