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Is Your Drug a Biological Product? 

Is it a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, 
blood component or derivative, allergenic product?

Is it a polypeptide 
w/ >40 aa?

Is it insulin or a 
similar hormone?

Is it chemically 
synthesized?

Is it a 
polynucleotide?

Is it chemically 
synthesized?

Regulated as a 
biological product 

(BLA)

Not regulated as a 
biological product

(NDA)

Is it a small molecule 
or polypeptide with 

<40 aa?

Is it arsephenamine or any 
other trivalent organic 

arsenic compound?
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