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NCS Vanguard Study Goals 

• Vanguard Study designed to evaluate:  
•Feasibility (technical performance) 
•Acceptability (impact on participants, study 
personnel, and infrastructure) 

•Cost (personnel, time, effort, money)  

• of  
•Study recruitment 
•Logistics and operations 
•Study visits and study visit assessments 
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Challenges and Opportunities 

• Multiple arms to the study across multiple sites 
 

• Multi-mode, longitudinal protocol, updated quarterly 
 

• Across sites: 
•Breadth of informatics capabilities 
•Breadth of familiarity with metadata frameworks 
• Information security policies and compliance model (FISMA) 
 

• Require timely information about study progress and raw 
data collected centrally 



Facilitated Decentralization  

 

• Centralized development of specifications, 
quality controls and policies  

• Local implementation allows for integrating 
skills, talent and resources; and flexibility to 
adapt to local factors  



Centralized specifications, 
quality controls, and policies 

NCS Program Office develops or selects 

• Specific questions to address in the Study  

• Instruments and other data collection forms 

• Data fields, data tables and data table 
relationships  

• Data transmission standards  

• Data archives to receive and store data  

• Reporting and analyses 

• Specifications and guidelines for data security 
and regulatory compliance  



NCS Informatics-Increased 
ownership by Study Centers 

Study Centers select  

• Case management system  

• Data acquisition platform  

• Data collection tools  

Flexibility allows adaptation of tools and 
resources that best fit local needs  

All data is collected and transmitted based on  
central specifications 



Data Platforms 

NCS Specifications encourage use of open source 
platforms and collaboration  

• All Study Centers have developed or procured 
a local implementation of data security 
procedures including background checks and 
accreditation  

• 4-5 systems have emerged that have promise 
for future phases of the NCS 
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Overview of NCS Data Flow
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Creating and submitting
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NCS Vanguard data distribution
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Biweekly Analyses 

•Direct identifier identification 
and suppression 
•Indirect identifier 
suppression (as appropriate) 
•Automated and ad hoc data 
quality analysis 
•Raw data file production 
•Standard report generation 
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Integrated systems to support 
metadata in the NCS 

• Instrument and Protocol Specifications 

• Master Data Element Specifications 

• Vanguard Data Repository 

• Vanguard Workbench 

• Metadata Repository 
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