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Metadata: Data About Data 

n  Is it just data about data? 
§  No, there is much more… 

n  Metadata in clinical world 
§  Exchange 
§  Review 
§  Analysis 
§  Reporting 

n  What makes it usable?  
§  Standardization 

n  Is that all we need?  
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The Concept And The Context 

n  Concept: standardization - compliance to CDISC SDTM  

n  Context: processes, entities, requirements and expectations  

n  Programmer: use concepts and act in context 
§  What you know and what you do  
§  Apply concepts and leverage flexibility in every context 
§  Be efficient 

n  Context is dynamic! 
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Quality Metadata: The Ride Is Bumpy 

n  Switch of environments 
§  Test / Production 
§  Consitent and compliant with data both the environments 
§  How do we make sure every snapshot is qualitative?  

n  Standards that change 
§  Upgrades to new version releases 
§  If ongoing trial, how do we retain all the applicable contextual 

metadata?  
§  How do we do it efficiently?  
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Quality Metadata: The Ride Is Bumpy 

n  Conflict of standards  
§  Sponsor, SDTM and ‘within’ 
§  Ex: Variable length too long for actual data 

•  VISIT variable 

n  Non-DM datasets  
§  PC, PD, PP.... 
§  Blinded trials: datasets received on the day of lock 

n  On The Go! 
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Quality Metadata = Quality Databases 

n  What is quality metadata? 
§  Consistent 
§  Accurate  
§  Sharable  

n  Is it acheivable?  
§  Using MDRs, in-house developed applications and open 

source tools 

n  How do we do it continually?  
§  The SGS workflow: Quality metadata at any point of time 
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The SGS Workflow – Tools 

Hierarchical Metadata Repository 
n  Historical, current and generic  

n  Standardization and reuse 
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The SGS Workflow – Tools 
The Annotation Tool 
n  Physical attributes  

n  Codelist values linked to MDRs, Alerts 
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The SGS Workflow – Tools 
The Metadata Centre – Metadata Checks 
n  Integrated into conversion 

n   Ad hoc – On click of a button 
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The SGS Workflow – Tools 

n  Synchronizes with new releases 

n  Flexibility at various levels 

The Metadata Centre – Metadata Checks 
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The SGS Workflow – Tools 

n  Generates interactive reports for sponsor review 

n  Filters to streamline reports 

The Metadata Centre – Metadata Checks 
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The SGS Workflow – Tools 
SDTM Checks and Pinnacle21 
n  Compliance with CDISC SDTM 

n  SDTM checks runs on every extract from eSource 

n  Pinnacle21 is run before major milestones 
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The SGS Workflow – Driven By Deliverables 

n  Where do I start, where do I begin?  
§  (e)CRF review 
§  (e)CRF annotation 

n  All set to go...  
§  Database set up 
§  When to create metadata? 
§  What to include / exclude? 
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The SGS Workflow  
Metadata Centre – The IN / EX States 
n  Created during database set up 

n  Trial specifice metadata with IN/EX states 

n  Metadata views generated based on states 
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The SGS Workflow 
Metadata Center – Metadata Checks 
n  Checks are run on views 

n  OK, NOTOK, NAP statuses – flexibility to programmer 

n  Interactive reports: Ease the sponsor review process 
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The SGS Workflow 

n  Is a result of concepts and tools implemented at both 
conceptual and contextual level 

n  Equips and enables programmers 
§  Create quality metadata 
§  On the go 
§  Continually! 

n  Well, most of the times... 
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The Other Times... 

n  Empty datasets  
§  Database Lock 
§  Submission  
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We Need More... 

n  Proactive, metadata driven approach 

n  Integration of people and processes 

n  SMEs 

n  Experience & Expertise 

n  Acknowledge the need for flexibility 
§  Standardization and Flexibility – Each Is Equally 

Important! 
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Thank You! 

WHERE EXPERIENCE 
MEETS  SPEED 


