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Generate Define

– needs excel sheets with Metadata 

– generates define and stores it together with style sheets 

– no need to create define programs themselves

– quick 

– no message if excel sheet is not suitable, but creates an empty define 

P21C Functionality
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Creating Specification in excel format via xpt files or Define.xml file 

– Possibility to create a specification template via a xpt file or an existing define from another 

study to have the required specification format. 

– Possibility to use configurations of P21C of the relevant data standard (e.g., SDFM 3.2 (FDA)). 

P21C Functionality
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Data converter 

– Possibility to convert xpt to excel, csv or xml 

file

P21C Functionality

ClinicalTrials.gov Miner

– aggregates clinical outcome measures/endpoints 

across trials and therapeutic areas
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Validator

– Validation of define.xml and /or data (xpt files) for the following standards

– SDTM, ADaM, SEND

– Results in excel format 

P21C Functionality
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Validation Summary

– Summary of Configuration:  SDTM/or ADAM-IG 
version (FDA or PMDA),  MedDRA, WHODD, 
SNOMED, MED-RT (Medication Reference 
Terminology), validation engine and software 
version 

P21C Functionality

Dataset Summary 

– List of datasets with class, number of records 
and number of rejections

– Overall summary of records and rejections
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P21C Functionality

Issues  Summary 

– List of issues per domain inclusive related 
rule and number of occurrences 

Details

– Details of issues
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P21C Functionality

Validation Rules
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Strength

– Desktop version, so no upload of data to clouds      data protection

– Clear arrangement of  information 

– Easy to handle

– No specific training required to get access

– Can be run isolated from previous runs so e.g., run on mock data without data being 

transferred to the next run. 

– Can be run separately by unblinded teams

Strength and Weak
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Weak

– Missing comparison between previous P21C run to 

– check for new issues 

– Check for change in number of issues

– Copying over comments for persistent issues 

– Output  can not directly be copied to the Reviewer’s guide without modification

At ICON

– Separate VBA tool for comparison

– Output still needs to be amended to copy to Reviewer’s Guide  

Strength and Weak
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