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Hypothetical numbers; for illustrative purposes only
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788 million 
person-years 

of data

15 billion 
pharmacy 
dispensing

71 million 
individuals 
currently 

accruing data

14 billion 
medical 

encounters
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https://www.gpo.gov/fdsys/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf
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https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/211801Orig1s000ltr.pdf

NDA approval letter
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Label change

https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=02e96a51-1d56-460c-8c20-3d6f37e0ce46
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https://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/ArthritisAdvisoryCommittee/UCM629362.pdf

Advisory Committee 
briefing document
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