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Abstract 
Statement of the Problem: Preclinical Drug development assigns the 
characteristics to the molecules by testing in vitro/in vivo tests like (DMPK) 
drug metabolism and pharmacokinetics test. They estimate ADME  
absorption, distribution, metabolism, excretion, and DDI Drug-Drug 
Interactions studies. They go on with clinical tests till the drug is labelled. 
ADME/DDI studies provide a basic understanding of the molecule. 
Afterwards, their data assess compliance with regulatory guidance. They 
prepare molecules for clinical studies. During my late practice in 
pharmaceutical regulatory expertise, I have been challenging these 
items to assess the basic toxicity and efficacy of pharmaceuticals. I am 
now working to guarantee the promptness of these features on labelling 
files to obtain the regulatory evaluation and so on the commercial 
validation after clinical tests. Lab bioassays and all the other tests e.g., 
enzyme induction and inhibition, reaction phenotyping, metabolite ID 
production, and pharmacokinetic profile set the data I need to collect 
and insert in the evaluation to set clinical test and then by their results 
labelling files. 

Conclusion & Significance: Careful preclinical (DMPK) drug metabolism 
and pharmacokinetics evaluation carries out the data to start clinical tests 
and obtain clinical evidence on product efficacy and safety. Preclinical 
studies are basic mostly to obtain a clear molecule profile. Further could 

be done by building metrics on mathematical methods by bioinformatic 
models to assess (DMPK) drug metabolism and pharmacokinetics test as 
also all the other necessary tests though in silicio screening. 
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