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Fundamentals of 
Regulatory Affairs
3 Months Certification Program



LEARN

GROW

SUCCEED

www.lscope.org

LONDONSCHOOL OF PHARMACEUTICAL EDUCATION
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Prepare for your Regulatory Career In Just 4 Steps 



About School
Welcome to LSCOPE, your gateway to premier pharmaceutical 

education and training. We believe in lifelong learning and strive 

to prepare the next generation of pharmaceutical professionals 

through advanced technology and accessible education. Our 

globally recognized, flexible courses, available online and offline, 

cater to both aspiring students and experienced professionals. 

We offer training in pharmaceutical research, drug development, 

regulatory affairs, and more, ensuring you stay at the forefront of 

industry trends and innovations. 

We are members of CPD Certification Services, UK Established 

in 1996, The CPD Certification Service is the world’s leading 

and largest independent CPD accreditation organization working 
across all industry sectors. We are partnered with Academic 
institutes, universities and pharmaceutical industries across 
multiple regions to offer best possible experience to our 
candidates. 

Membership & Accreditation:

Shaping the Future of Pharmaceutical Education
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https://cpduk.co.uk/


WHY LSCOPE ?

Globally Entitled Program Industry Experts

Dual CertificationOn Job Training

Tech Driven Learning
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Virtual Interactive Classes

eStudy Material
Academic Calendar 

Networking Opportunities
Industry Placement 

Opportunity
Choice & Flexibility



3 Months Program Structure

• Introduction to 
Pharmaceutical Regulatory 
Affairs and Role of a 
Regulatory Affairs 
Professionals

Module 1

• Introduction to Global 
Health Authorities(HA’s)

Module 2 

• Medicinal Product Life cycle 
Introduction to Clinical 
Trials,  Clinical Trial 
Applications  

Module 3

• (CTA) and Investigational 
New Drug (IND)

Module 4

• Marketing Authorization 
Applications (MAA)

Module 5

• Overview to Chemistry, 
Manufacturing and control 
(CMC)

Module 6 

• Post approval management 
(Variations, Renewals, 
Withdrawals, sun set clause)

Module  7 

• Soft skill - CV building and 
LinkedIn profile enhancement

Module  8

Practical 
Learning

Assignments

Certification 

Month 1 Month 2 Month 3
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M1

• The history and evolution

• Major Regulations of USA and EU

• Major Rules and Act of India

• Regulatory Network

• Roles of Regulatory Affairs 

M2

• WAuthority?

• Role of Regulatory Authority.

• Introduction to some key 

• Regulatory Authorities that currently exist ho is 
Regulatory.

M3

• Pre-clinical & Clinical Research 

• Regulatory Review & Approvals

• Commercialization of Medicines, and various post-
approval activities.

• What is post-marketing surveillance, what it involves and 
why it is necessary.

M4

• EU Clinical Trials Directive

• EU Clinical Trials Regulation 

• Impact of the Regulation

• Post-Brexit Considerations

• CTA Process in the UK

M5

• Regulatory Affairs Marketing Authorization Application

• Centralized Procedure (EU)

• Decentralized Procedure (EU)

• Mutual Recognition Procedure (EU)

• National Procedure (EU/UK)

• Medical device approval.

M6

• CMC in NDA / ANDA / MAA submissions

• CTD & eCTD structure

• API development process

• Formulation optimization

• In-process controls

M7

• Definition of Post-Approval Lifecycle Management

• Definition of Variation

• Line extension

• CBE-30 

• Manufacturing site changes

M8

• Presentation skills

• Email Etiquettes 

• Communication

• Personality Development & Grooming

Curriculum

M # - Module Number



Our Alumni Works With
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Get in Touch

Headquarter 71-75 Shelton Street, Covent Garden, 

London, United Kingdom, WC2H 9JQ India Office 

6th Floor, CC & Co, Cornerstone Premises, Prabhat 

Road, Deccan, Pune, Maharashtra 411 004

www.lscope.org

Get in Touch
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