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Objective: 
To provide MBA students with a strategic understanding of the global regulatory landscape and ICH guidelines, 
enabling them to integrate regulatory considerations into key business decisions to accelerate market access and 
ensure sustained compliance. 

Course Outcome: 
CO 1: The students will be able to explain the strategic role of regulatory affairs and the fundamental principles of ICH 
in harmonizing global drug development. 
CO 2: The students will be able to analyze the regulatory requirements and strategic pathways for clinical 
development leading to a harmonized marketing application. 
CO 3: The students will be able to evaluate the regulatory processes for marketing authorization and the critical 
importance of post-approval lifecycle management and pharmacovigilance. 
CO 4: The students will be able to formulate a high-level global regulatory strategy, considering risk management, the 
impact of emerging technologies, and the role of regulatory intelligence. 

Theory syllabus 

Unit Content Hrs 

1 Foundations of Global Regulatory Affairs, The Role of Regulatory Affairs in Business Strategy, Major 

Global Regulatory Agencies: FDA, EMA, PMDA, The International Council for Harmonisation (ICH): 

Mission & Purpose, The Three Pillars of Drug Approval: Quality, Safety, Efficacy, Introduction to GxP: 

GMP, GCP, GLP (Conceptual), The Pharmaceutical Product Lifecycle: A Regulatory View. 

6 

2 Pre-Market Strategy and Clinical Development, The Investigational New Drug (IND/CTA) Application, 

Clinical Trial Phases (I, II, III): A Strategic Perspective, Good Clinical Practice (GCP) for Managers, 

Expedited Regulatory Pathways: Fast Track, Breakthrough, Orphan Drug Designation & Its Business 

Impact, The Common Technical Document (CTD/eCTD) Format, Health Authority Meetings & 

Interactions. 

8 

3 Marketing Authorization and Post-Approval Management, The Marketing Authorization Application 

(NDA/BLA/MAA), The Agency Review & Approval Process, Good Manufacturing Practice (GMP) & 

Facility Inspections, Pharmacovigilance & Post-Market Safety Surveillance, Strategic Product Labeling 

& Promotion Compliance, Post-Approval Changes & Lifecycle Management, Generics & Biosimilars: 

8 



 

Abbreviated Pathways. 

4 Global Strategy, Compliance, and Future Trends, Formulating a Global Regulatory Strategy, ICH 

Guidelines in Practice (Q, S, E, M Categories - Overview), The Role of Regulatory in M&A Due Diligence, 

Managing Regulatory Risk: Recalls & Warning Letters, Impact of Emerging Tech: AI, SaMD, Real-World 

Evidence (RWE), The Future of Harmonization & Regulatory Convergence, Regulatory Intelligence as 

a Competitive Tool, The Regulatory Function as a Strategic Business Partner 

8 

Practical content 
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