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“The only thing worse than being blind is having sight but no vision.” 
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“Estimating the maximum safe starting dose in initial clinical 
trials for therapeutics in adult healthy volunteers”
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ICH M3(R2) Non-Clinical Safety Studies for the Conduct of Human Clinical 
Trials and Marketing Authorization for Pharmaceuticals



21 CFR Part 
50 Protection of Human Subjects
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Guidance for Industry and Investigators 
Safety Reporting Requirements for INDs and BA/BE Studies, FDA 2012

Have there been any changes in your health since you 
were here last






































