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Abstract: 

Robust Product Development. 

From a patient compliance perspective, the dosage forms to have a 

clear and acceptable preference and several char- acteristics 

need to be considered while developing the drug product’s 

formulation. The formulation development can be considered as 

an amalgamation and incorporation of core concepts in 

chemistry, pharmacokinetics, engineering tech- nologies, and 

manufacturing practices to produce a product that is bioavailable, 

stable, manufacturable, and economical- ly feasible to ensure 

affordable, high quality medicines with stable supplies. 

Robust Product Registration 

The drug product registration process involves the compila- tion of 

the information in the form of investigational new drug 

submissions or new drug applications for final registra- tion. The 

robust product registration process refers to formu- late the 

strategy for interacting with the regulatory authorities in various 

countries as well as the tactics of securing responses to questions dealing 

with submissions and maintaining com- munication post registration. 

The drug regulatory affairs are involved with nearly every as- pect 

of drug development through to commercialization and involved 

in post commercialization activities. For example, activities that 

involve an expansion of information to modify a current label on a 

marketed product, submissions for new indications, or new 

formulations and post marketing surveil- lance of safety 

(pharmacovigilance) are part of regulatory. 

Sound scaleup and commercialization 

In an engineering environment, experiments are often con- 

ducted to explore, estimate, or confirm. These experiments 

become the basis for ensuring quality of the product as the 

process is scaled-up. The formulators should realize the re- 

strictions that scale-up and tech transfer places on their prod- uct and 

should proactively work with their manufacturing team to address 

these limitations. 
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