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To learn more about the topics in the PRS Record List video, visit these 
resources: 

• PRS User’s Guide, Section 8.1.2. FDAAA 801 Problems: Learn how the PRS flags 
records for possible FDAAA 801 or Final Rule issues to help responsible parties 
identify trials that are missing FDAAA 801-required registration data elements.   
 

• Checklist for Evaluating Whether a Clincal Trial or Study is an Applicable Clinical 
Trial (ACT): Review a checklist to help you evaluate whether a clinical study initiated 
on or after January 18, 2017, is an ACT under 42 CFR 11.22(b). 

 

https://prsinfo.clinicaltrials.gov/prs-users-guide.html#fdaaa801problems
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
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