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Signal Detection using public healthcare databases like Vigibase from WHO, Eudravigilance from EMA and AERS from FDA 
that intend to open up for public access with Open FDA guidance effective from June 2014 and social media usage guidance 

from FDA for capturing AE’s/SAE’s are the next generation safety database management measures that biopharmaceutical and 
medical device companies are looking forward. ADR reporting is a reactive approach currently, once a AE/SAE happens that 
gets reported to regulators instead way forward it would be a proactive approach of detecting the possible AE’s/SAE’s from 
public databases and reporting to regulators that would in turn prevent mortality and morbidity rate would be useful for well 
being of the society and pharmaceutical industry globally. 
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