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The Last Time? Efficiently Scheduling the Pieces of your Submission Deliverables
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Basic Relational Study Timeline
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Width of each line represents the approximate amount of time needed for each task in relation to the others.
Color shading represents the workload needed for each task with darker colors indicating times of peak effort.
Customers and budget considerations for each deliverable will result in changes to this basic template

_ _ _ acrf—first step in SDTM. Pair with Trial Design creation
Optional Items for Consideration
define—plan to have “pushbutton” at database lock
Study Data Standardization Plan BIMO data . . .
csdrg/adrg—start early by making notes while programming
Analysis Results Metadata Test Submission to FDA Gateway Conformance—early, often, and before hand-offs/deliveries
Upversion Coding Program Delivery Prep—keep ADaM and TLF programs simple
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