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Course Title: PHARMACEUTICAL REGULATORY AFFAIRS
Course Type: FELLOWSHIP

Duration: 360 Hours (can be structured as 24 Credits)
Mode: Lectures, Practicals/Hands-on, Project

Overview

The Fellowship in Pharmaceutical Regulatory Affairs is an intensive, short-term
postgraduate program designed to develop practical regulatory competencies required
for global pharmaceutical product approval and compliance. The program emphasizes
understanding of global regulatory frameworks, dossier preparation (CTD/eCTD),
GMP/GCP/GLP systems, and hands-on documentation exercises aligned with real-world
industry regulatory expectations.

Objectives:

After successful completion of the course fellow students can able to

e Understand global and national pharmaceutical regulatory frameworks and
compliance systems.

e Prepare and review regulatory dossiers for drug products across major
submission pathways.

e Apply GMP, GCP and GLP principles for regulatory documentation and audits.

e Develop competency in CTD/eCTD module preparation, labeling compliance, and
lifecycle management.

e Execute practical regulatory documentation tasks using regulatory publishing
tools and templates.

Course Outcome:

CO No. Course Outcome

Explain global and Indian pharmaceutical regulatory frameworks,

€O} authority roles, and compliance systems.

Prepare regulatory submissions including CTD/eCTD, drug product

CO2 N :
applications, and labeling documents.

Co3 Apply GMP, GCP, GLP, and QMS principles to regulatory documentation,
audits, and inspections.

CO4 Analyze regulatory pathways for biologics, devices, nutraceuticals, and

emerging therapies.

Teaching & Learning Methods:

The program emphasizes hands-on, case-based learning combining lectures, regulatory
document drafting, industry seminars, software-based dossier preparation, and
supervised capstone project work.
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Syllabus
Theory - 10 Credits (150 Lecture Hours)

Module 1: Global & Indian Regulatory Frameworks (45 hours)
» Introduction to Regulatory Affairs, global authority structures (US FDA, EMA,
MHRA, PMDA, TGA, WHO).
» Indian regulatory bodies (CDSCO, DCGI, State FDA) and NDCT Rules (2019).
» Legal basis for regulation, Acts, Rules, Schedules, GRP principles.

Module 2: Dossier Preparation & Submission Pathways (45 hours)
» CTD/eCTD structures, NDA, ANDA, BLA, MAA submissions.
» Administrative, quality (CMC), non-clinical and clinical modules.
» Labeling, SmPC, PIL, artwork, lifecycle management and variations.

Module 3: GxP & Quality Systems (30 hours)
» GMP, GCP, GLP, ICH Q-series, E-series, S-series.
» Data Integrity (ALCOA+), QMS, inspections, audits, Part 11 compliance.

Module 4: Emerging Product Regulation & Trends (30 hours)
» Biologics, biosimilars, ATMPs, devices, nutraceuticals and herbal regulations.
» Accelerated pathways, orphan drugs, digital health and regulatory convergence.

Practical/Hands-on Component: 8 Credits (120 Lab/Attachment Hours)

1. Regulatory Documentation Lab
» CTD/eCTD mock module compilation.
» Administrative forms, labeling & packaging compliance files.
2. Regulatory Software & Tools
» Regulatory publishing tools and intelligence databases.
» Document formatting, validation and checklist preparation.
3. GxP Documentation & QA
» SOP writing, deviation/CAPA, change control, batch record review.
4. Industry/Clinical Attachment
» Regulatory/QA division exposure at pharma, CRO or consultancy (subject to
availability).

Project: 6 Credits (90 Self Study/Research Hours)

In project the fellow must work on the preparation of a regulatory documentation dossier
or strategic analysis. Deliverables include a written report, compiled regulatory file and
presentation.
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