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New drug development and approval 
process
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• New medicines can take upwards of 12 years and costs $2.6 billion
(Phrma, 2015). The first milestone for any new drug occurs during the
research and discovery phase. Some form of experimentation in an
R&D lab leads to the development of an active pharmaceutical
ingredient (API) that may have therapeutic activity in the human
body. If the active ingredient is believed to have real potential, the
drug moves into the development stage.

• This early stage of development involves what is known as "preclinical
testing," and is carried out in laboratories and animal testing facilities.
If the drug performs well during this stage, the company can file an
Investigational New Drug Application (IND) with the FDA to request
permission to begin testing on human subjects. There are three major
phases a drug must pass through during human subject testing
(clinical studies). If the drug passes through clinical studies
successfully, the company can then submit a New Drug Application
(NDA) to the FDA seeking approval to market the new
product.
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An example of Organizational Chart for a 
Jordanian Pharmaceutical manufacturing company

Manufacturing process
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Questions? 
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