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Potential Conflict of Interest disclosure

 None for this presentation

 I am a faculty of a public university
 I conduct public domain research sponsored 

by medical product companies
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 I represent International Society for 
Pharmacoepidemiology to participate in 
the ENCePP Steering Group
 I have experience in US and East Asia
 Academia and industry
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 Real World Studies with public health, 
scientific and regulatory impact
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Three main points

 Code of Conduct
 Scientific independence
 Transparency

 Methods
 Data development model
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http://www.encepp.eu/standards_and_guidances/methodologicalGui
de.shtml

Frequently 
updated   
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Data development across multiple data 
sources

 https://www.aspensig.asia


 Similar issues as with ENCePP, US FDA 
Sentinel, and CNODES
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Preparation for COVID-19 vaccines

 Background rates of adverse events of 
special interest (AESI)

 Spontaneous reports of adverse events
 Signal detection and refinement
 Formal epidemiology evaluations, if 

needed
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