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        Bharath   
  



Agenda 

• What is Metadata?  
• Types of Metadata 

• Advantages of Metadata 

• Changes to be done in meta data to facilitate 
clinical programming. 
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Introduction 
 
Metadata is simply data about data, which is a way of 
establishing meaningful standards applicable to 
electronic data submitted for FDA review:  
 
What information about the data can Metadata give? 
• Description of the content. 
• Context 
• Structure. 
• Purpose of a database 
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Types of Metadata 

 

• Dataset Level Metadata – Data about 
datasets - Contains information about  all the 
datasets present in the study. 
 

• Variable Level Metadata – Data about 
variables- Contains information about  all the 
variables  present in the dataset. 
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Dataset Level Metadata 

• Dataset Name 
• Description 
• Location 

• Structure 
• Purpose 
• Key fields 
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Variable Level Metadata 

• Variable Name 
• Variable Label 
• Type 
• Decodes/ Formats 
• Origin 
• Role 
• Comments 
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Is Our Metadata Robust 

Is our Metadata Robust ?  
• Yes 

 
How ? 
• Traceability 
  eg : We can trace back a variable and its        
  derivation at any given point of time. 
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Changes to  Metadata to facilitate 
Clinical Programming 

 
Though our Metadata is robust in terms of 
submissions , Did we ever think of doing any changes 
to the metadata to facilitate programming ?  
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Vardef – Variable definition sheet 

1) All variables in a single sheet ?  
 All variables in a single sheet helps find out   
 the issues in a simple go.  
  
Eg : Attributes related issues like length,  Spell issues 
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Variable definition sheet - Example 
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Vardef – Variable definition sheet - 
Example 

1) In the above example TESTCD variable in 
different domains have inconsistent attributes-
i.e., Length which was not found at domain level 
sheet is found at variable level sheet when 
applied a filter on similar suffix variables. 
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Computational Algorithms sheet 

2)  All Computational Algorithms in a single sheet?  
  
 All Computational Algorithms in a single sheet 
 serves as a one stop destination for a 
 programmer to look for regular derivations. 
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Computational Algorithms : 
Example 
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Computational Algorithms sheet - 
Example 

In the above example: 
 
RFSTDTC is used when RFXSTDTC is missing when 
LBBLFL is being derived.  
Unlike which RFSTDTC is not used in EGBLFL 
derivation which is clearly a manual error 
(Specification writer) which leads to the 
inconsistency. 
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Computational Algorithms sheet - 
Solution 

Hyperlinking the general derivations/ computational 
algorithms to a single sheet from individual domain 
level sheets will serve the purpose of meeting 
integrity and achieving consistency.  
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Merging sheets to standardize the 
values?  

3) Merging sheets to standardize the values?  
 eg : ROUTE 
  FREQ 
  DOSU etc 
  
Introducing a sheet which contains all the study 
specific raw values and standardizations against it 
will facilitate programming, avoids rework on the 
source and validation mismatches. 
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Merging sheets to standardize 
values- Example 
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SUPPQUAL Variables in Value level 
sheet 

3) Including SuppQual variables in the value level 
sheet?  

  
• In General we submit all our value level      

 information in the value level sheet.  
 
• Including SuppQual variables in value level sheet 

gives the information about the supp level value 
information all together. 
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SUPPQUAL Variables in Value level 
sheet- Example 
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Data Visualization In Clinical Trials 
  
  

       Presented by  
        Raghava Reddy 
    

21 



What is Data Visualization? 
 
 • Data visualization is the process of displaying vast 

amount of data can be structured and viewed 
through a variety of charts and graphs to facilitate 
analysis.  
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Data Visualization flow chart in 
Clinical Trails. 
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Ex: AE  Summary Table 
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Ex: AE  Summary Visual Analytics 
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Ex: Demographics Summary Table 
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Ex: Demographic Data Visualization 
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Ex: Summary of Demographic VA 
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Why Data Visualization? 

• Data Visualization is powerful way to display large 
data coherently. 

• Reviewers can quickly understand high-level 
overview information. 

• Compared to a large table with lots of rows and 
columns, visualization is a easier way to 
Understand.  

• Save reviewer time to make important decisions. 
• Dynamic and Interactive presentation of reports. 
• Present many numbers in a small space. 
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Tips to Get Started: 
• The same data can be displayed using different  

types of graphs. 
•  Each graph type enhances the different aspects of  

the data. 
• Understand the data you are trying to visualize, 

including its size and Type. 
• Determine what you are trying to visualize and 

what kind of information you want to 
communicate. 

• Use a visual that conveys the information in the 
best and simplest form. 
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Common Techniques 

• Charts: bar or pie 
• Graphs: good for structure, relationships  
• Plots: 1- to n-dimensional 
• Maps: one of most effective  
• Images: use colour/intensity instead of distance 

(surfaces) 
•  3-D surfaces and solids  
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Which chart type (or graph) to use 
for your data 

• Box Plot:  
Box plots are great for succinctly displaying 
the distribution of the data as well as the  
summary statistics such as mean and quartiles. 

• Bar Charts:  
Bar Charts are great for visualizing  
Comparisons (e.g. frequencies, means, count)  
across groups. 
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Which chart type (or graph) to use 
for your data 

• Line Charts: 
Line graphs are good for  
showing trends over time and  
show the relationship between  
two or more variables. 
 

• Scatter Plots:  
Scatter Plots show joint  
variation of two data items. 
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References: 

• https://www.cdisc.org/system/files/all/reference_material_category/application/
pdf/submissionmetadatamodelv2.pdf 
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