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Basic Version – Community Tool 
Interactive version 
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Basic Version – Community Tool 
SAS Macro 
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Enterprise – Main Features 1 
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Enterprise – Main Features 2 
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• Data Validation per FDA and PMDA requirements incl.  

• Issue Tracking and Management:  
Add comments, keep through the validation runs, see improvement 

• Change History 

• Scorecards: 
Data Quality and Fitness towards FDA/PMDA standard analysis 
methods  

• Support of SDTM, SEND, ADaM, Define.xml and company 
standards 
 

• Define.xml creation  
 

• Reviewer's Guide creation: based on Phuse template 



Enterprise – Issue Tracking and Management  
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Enterprise - Dashboard 
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Enterprise - Scorecard 
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Enterprise - Summary 
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Enterprise version:  helps you prepare for a submission, not just looking 
through a list of issues.   

 

Scorecard used to determine if your Data is ‘fit for use’,  

eg. will your data support the FDA efficacy and safety review:  SDTM 
compliance (Community version) is just one of the levers of an overall 
data scorecard.    

 

Data fitness is an important FDA initiative.   

 

Enterprise is an holistic approach to data quality and assures your data 
is fit for submission and helps to ensure rapid FDA review time. 

 

 



Enterprise – Data Protection Aspects 
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• Pinnacle 21 provides the system as SaaS hosted in the US  

 

• For a productive usage following options could be used:  
-On premise installation (expensive)  
-SaaS solution hosted in European/German data centers  
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