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General Comment 

a demo of safety and effectiveness should always be prsented with any application. it is very clear 
that fda is doing a substandard job in protecting america. so many people in america get sick from 
the lack of enforcement and attention to detail that should be given to any product that applies to 
sell or be used in america. we used to have a higher standards. now crap is appoved by this 
agency. this agency is substandard. american health is sinking despite taxpayers putting in trillions 
of dollars into this agency and other medical agencies. what is beign approved is harmful and 
causes death. we need a new system at the fda, but it isnt to make it easier for drug profiteers. its 
to make it more rigorous so that we get drugs that truly help and dont kill people.  
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