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Creating a Registry 
 

Planning 

Design 

Data Elements 

Data Sources 

Software 

Ethical and Legal Issues 



Data Elements for Registries 

 

Selection of data elements requires balancing competing 

considerations; 

 

importance of  data elements to  integrity of  registry,  

their  reliability, 

their  necessity for analysis of  primary outcomes,  

their contribution to the overall response burden,  

the incremental costs  associated with their collection 



Data Elements for Registries 
 

Identifying Domains; 
 

Registries generally include; 

 personal, exposure, and outcomes information 

 

Measuring potential confounding factors should be taken into 
account 

 



Data Elements for Registries 
 

Selecting  data elements; 

 

Each data element  should support  purpose  of  registry  

Answer an explicit scientific question 
 

The most effective  way to select data elements; 

start with the study purpose and objective,  
 

decide what types of groupings, measurements, or calculations will  

be needed to analyze objective 



Data Elements for Registries 
 

Selecting  data elements; 

 

Use of established data standards 

Improve efficiency in establishing registries; 

promote more effective  sharing, combining, or  linking of data sets 

from different sources 

 

important to allow  comparisons between studies 



Data Elements  needed for  specific types  of  Registries; 
 

 

Registries examining safety for drugs, vaccines, procedures, 

devices;  
 

History  of exposure & Potential confounding factors;  

Data on use  (start & stop) 

comorbidities,  socioeconomic status, ethnicity, environmental and social 
factors 

 













Data Elements for Registries 

Data Definitions 
 

Explicit data definitions  is essential to process of  selecting data 

elements 

 Important to ensure internal validity 

History  of exposure & Potential confounding factors;  

Should  include the ranges and acceptable values for each individual 

data element 

Determine which data elements are required  or  may be optional 

 



Data Elements for Registries 

 

Patient-Reported Outcomes 
 

It is important to use patient-reported  outcomes;   

 valid, reliable, responsive, interpretable, and  translatable  
 

Reflect  patients’ perceptions of  their status 

 

 

 



Data Elements for Registries 

 

Pilot Testing 
 

To determine time needed  to complete the form and the 
resulting  subject / abstractor  burden 
 

Piloting may also uncover problems  in registry  logistics 
 

Evaluation of   accuracy  and completeness of  registry  questions  
 

Comprehensiveness of both instructional materials and training in 

addressing  these  potential issues 
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