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Kinetics of Drug Development Process

Flgure 1: The Drug Discovery, Development, and Review Process
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Road-Map From Candidate to Marketed Drug
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Development of a drug product

» Basic research

* Protection of IP

* Formulation development
» Toxicological studies

* Proc
* Prog

* Prog

uction process development
uction scale-up
uction of clinical trial material (CTM)
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Development of drug product- Cont.

* Development of analytical methods
 Stability studies

« CMC

 Distribution

* Clinical trials

 Statistical analyses of the results

* Bioanalysis

* Regulatory submission.
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What is the objective of drug formulation?

« Stable

» Soluble

* Delivered to the desired organ

* Released at the right pace and time
« Harmless to the patient

» Easily usable

 Sterile (or low bioburden)

* Acceptable to the patient
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WHAT IS RISK ASSESSMENT?

“This is negligible risk, though the hazard is high”




n(’.’jtar You invent, we make it a drug product

uuuuuuuuuuuuuuuuuuu

You are welcome to contact us

ornad@nextar.co.il

+972-73-2244440
Looking forward to work

with you
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