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INTRODUCTION

drug is can be any substance which can change an organism’s physiology
when taken. It can cause beneficiary effects along with side effects.
They can be consumed by inhaling, injecting and absorbing processes. The
chemical substance present in the drug consists of a particular mechanism of
action, chemical structure and mode of action to treat a disease or disorder.

Drug Development process involves bringing a novel drug into the market
after finishing the process of drug discovery. To complete the process of drug
discovery a drug must be processed through preclinical research on animals,
filling regulatory status and further followed by clinical trials on animals and
human beings. After this the drug needs a regulatory approval to market the
drug.

PROCESS OF DRUGDEVELOPMENT

To develop a particular drug, researchers need to conduct tests on various
molecular compounds. They identify the applications and clinical use of
several molecular compounds and further test them to know the medicinal
efficiency of the raw material. The acceptance is given only to the beneficiary
compounds compared to the less efficient compounds [1]. The development
of a drug starts with the process of absorption, distribution, metabolism and
excretion. So, how the drug works in all the stages is tested. The different
stages of drug development include: Drug discovery, Characterization of the
product, Drug formulation, Drug delivery, Packaging, Pharmacokinetics,
Drug disposition, Preclinical toxicology testing, Bioanalytical testing, Clinical
trials, Regulatory review and Post marketing surveillance [2].

Drug discovery starts by choosing a chemical compound followed by targeting
a disease or disorder. The mechanism of action of the drug is further studied
by conducting several lab tests. Then finally it is tested for drug interactions if
any. After qualifying every test the drug is finalized for the next process. Then
the product id sent for characterization [3]. The size, color, shape, toxicity and
bioavailability of the drug are characterized. After validating everything the

drug is checked for formulation. The drug which has the ideal formulation
and which has proper drug delivery parameter is selected. At this stage only
the stability of drug such as effect of heat, light, time and toxicity is tested.
The packaging is also done as per the reactions of the drug to avoid the
drug interactions with the packaging material. The pharmacokinetic process
is undergone before the drug disposition. The potency and safety of the drug
is done by preclinical toxicology testing. It consists of genetic toxicity and
reproductive toxicity [4].

The final process of testing the drug is clinical trials, which has three
phases. Phase I study used to assess the pharmacokinetic properties, Phase
II evaluates the side effects of the drug and the Phase III involves diseased
patients on which the drug is tested for effective results. The time period for
all the phases of clinical trials were conducted is three months. After positive
response of the drug, it has to be registered for the approval to release in the
market. A license is approved for the drug which can be marketed further [5].
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