
Good Prac�ces (GxP) in Drug Development and Manufacturing

Approximate study �me: 30 minutes

Level: Introductory

Audience: All entry-level personnel in 
the pharmaceu�cal and biotechnology 
industries

Region: Europe, USA, Other

Module outline

Category: Good Manufacturing 
Prac�ce, clinical trials, nonclinical 
studies, drug safety, regulatory affairs 
& compliance

This short entry-level module introduces the 
learner to good prac�ces (GxP) in drug 
development and manufacturing. It outlines 
how the industry operates and how it is 
regulated. It iden�fies regulatory authori�es 
and other important sources of guidance on 
Good Manufacturing Prac�ce (GMP), Good 
Clinical Prac�ce (GCP), and Good Laboratory 
Prac�ce (GLP).

Drug development and manufacturing
This session outlines the process of drug 
development and manufacture, from the 
discovery of new molecules, through nonclinical 
studies and clinical trials, to marke�ng approval 
applica�on, manufacturing scale-up and quality 
management, and pharmacovigilance.

Regula�on of the industry
This session outlines the regula�on of the 
industry, introducing the learner to regulatory 
authori�es and other sources of guidance on 
GMP, GCP and GLP.

Assessment
Mul�ple-choice mastery assessment.
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Who will benefit from this module?

Learning objec�ves

All entry-level staff in the pharmaceu�cal and 
biotechnology industries will benefit from 
this module.

Outline the process of drug development 
and manufacture

Outline the regula�on of the industry

Iden�fy important sources of GxP laws and 
guidance
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