30-Hour Online, Industry-Oriented Training Program in Regulatory Affairs & Quality Systems

Covers essential topics: Regulatory Frameworks in India, QA, QC, GLP, GMP, GCP, Biosafety, Ethics &
Documentation

Designed for students, researchers, and professionals in life sciences, biotech, pharma, and clinical
research

Focus on practical learning through hands-on exercises, case studies, and mock audits

Provides real-world exposure to regulatory compliance and laboratory practices

Topics covered are not only critical for industrial roles but also essential for anyone aspiring to work in
research laboratory settings

Gain access to industry-relevant templates, documentation formats, and SOP practices

Develop job-ready skills required for working in regulated life sciences environments

Helps build a strong foundation for careers in QA/QC, Regulatory Affairs, Clinical Research, and Lah-Based
Roles

This workshop is ideal for B.Sc. / M.Sc. [ PhD students, faculties and professionals in:

Life Sciences
Biotechnology
Microbiology
Biochemistry
Pharmaceutical Sciences
Clinical Research

Allied Bioscience Fields




Module 1- Regulatory Framework in India
Overview of Indian regulatory authorities and drug regulations.

Module 2 - Quality Assurance (QA)
QMS, ICH guidelines, CAPA, deviation management, SOP drafting.

Module 3 - Quality Control (QC)
Analytical testing, stability studies, 00S investigations.

Module 4 - Good Lahoratory Practice (GLP)
GLP principles, raw data management, audit checklists.

Module 5 - Good Manufacturing Practice (GMP)
Cleanrooms, validation, BMR, data integrity, vaccine manufacturing compliance.

Module 6 - Good Clinical Practice (GCP)
Clinical trial phases, informed consent, SAE reporting.

Module 7 - Biosafety & Biosecurity
BSL levels, recombinant DNA guidelines, waste management.

Module 8 - Ethics in Life Sciences & Clinical Research
Research ethics, plagiarism, animal & human ethics committees.

Module 9 - Documentation, Audits & Regulatory Inspections
Internal audits, regulatory inspections, data integrity.

Module 10 - Capstone Project/Assignment

* Modules will feature invited guest sessions by industry experts and speakers from leading academic
institutions from India and abroad, providing valuable real-world and research insights.

**Recordings of the sessions will be shared with the participants after completion of each module.

Modern research laboratories, biotech, and pharmaceutical industries operate under strict regulatory and
quality compliance standards.

This workshop is essential for everyone working in or aspiring to work in research lab settings, including:

Academic research laboratories
Biotech & pharmaceutical R&D
Contract research organizations (CROs)
Diagnostic and testing laboratories
Vaccine & biologics manufacturing



Gain hands-on practical knowledge in QA/QC, regulatory frameworks, biosafety, ethics, and documentation - all
critical for a successful career.

Live Interactive Lectures

Case Studies from Academia and Industry *
SOP Drafting Exercises

Mock Regulatory Audits

Industry Guest Sessions
Real Regulatory Document Samples

» SOP Templates

» CAPA Template

» Deviation Report Format

» Batch Manufacturing Record Sample
» Informed Consent Template

» Audit Checklist

» Resume Guidance for QA/QC Careers

Participants can apply for roles such as:

» QA Executive

» C Analyst

» Regulatory Affairs Associate

» Clinical Research Coordinator
» Pharmacovigilance Associate
» Production Executive

» Biosafety Officer

Industries:
Pharmaceuticals | Biologics | Vaccine Manufacturing | CROs | Food Industry | Medical Devices | Diagnostics Labs

+ Industry and advanced research focused curriculum
+ Hands-on regulatory documentation training

* Real case studies from pharma & biotech sector

» Career guidance for QA/QC & Regulatory roles



Regular: 4808 33,000

Early Bird: 2,500 (register till 23 March 2026)

Dates: 30™ March - 12" April 2026

Time: 7:00 PM - 8:30 PM (Weekdays), 3:00 PM - 6:00 PM (Weekends)

5 hours Sessions for Capstone Project upon completion of the modules

SCAN QR FOR REGISTRATION

Email:

Contact: Dr Ankit Kumar - 9911811726

Website: www.eymlifesciences.com
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