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clinsite.xpt and its Define.xml
• key components in FDA Bioresearch Monitoring (BIMO) 

package
• this poster adopted the most recent version of FDA 

BIMO guide (August 11, 2022) at 
https://www.fda.gov/media/160995/download

CLINSITE Spec Template
• Have the same 10 tabs and columns as Pinnacle 21 define spec below

• Ready for Pinnacle 21 Enterprise to create define.xml with minimal modifications
• Populate Study and Datasets tabs 

• Variables tab below

• NULL for these five tabs: ValueLevel, WhereClauses, Codelist, Dictionary, Documents
• Methods and Comments tab: only need to populate “Description” columns. Column E is used for 

the convenience of developing column B and will be deleted for define.xml creation in the end
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