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Objective: 

● To provide knowledge on GMP ‘s and elucidating their impact on production quality. To 

introduce the concept of quality standards in terms of ISO-9000 and quality audit. To enlighten 

the issues in relevance to Hazard analysis and critical points. 

About the session  

cGMP refers to the Current Good Manufacturing Practice regulations enforced by the US Food and Drug 

Administration (FDA). cGMP provides for systems that assure proper design, monitoring, and control of 

manufacturing processes and facilities. Adherence to the cGMP regulations assures the identity, strength, 

quality, and purity of drug products by requiring that manufacturers of medications adequately control 

manufacturing operations. This includes establishing strong quality management systems, obtaining 

appropriate quality raw materials, establishing robust operating procedures, detecting and investigating 

product quality deviations, and maintaining reliable testing laboratories. This formal system of controls at 

a pharmaceutical company, if adequately put into practice, helps to prevent instances of contamination, 

mix-ups, deviations, failures, and errors. This assures that drug products meet their quality standards. 

FDA ensures the quality of drug products by carefully monitoring drug manufacturers' compliance with 

its Current Good Manufacturing Practice (CGMP) regulations.  The CGMP regulations for drugs contain 

minimum requirements for the methods, facilities, and controls used in manufacturing, processing, and 



packing of a drug product.  The regulations make sure that a product is safe for use, and that it has the 

ingredients and strength it claims to have. 

The approval process for new and generic drug marketing applications includes a review of the 

manufacturer's compliance with the CGMPs. FDA assessors and investigators determine whether the firm 

has the necessary facilities, equipment, and ability to manufacture the drug it intends to market. 

The webinar highlights the necessity of GMPs. They will know how to maintain the quality through the 

audits and allow them to maintain homogenous quality throughout the production line. 
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