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SEMESTER II 
REGULATORY ASPECTS OF DRUGS & COSMETICS  

(MRA 201T) 
 

Scope 
This course is designed to impart the fundamental knowledge on the drug 
development process, regulatory requirements for approval of new drugs, drug 
products and cosmetics in regulated and semi-regulated countriesIt prepares 
the students to learn in detail on the regulatory requirements, documentation 
requirements, and registration procedures for marketing the drug products and 
cosmetics in regulated and semi-regulated countries.  

 
Objectives 

Upon completion of the course, the student shall be able to know 
 process of drug discovery and development and generic product 

development 

 regulatory approval process and registration procedures for API and 
drug products in US, EU  

 Cosmetics regulations in regulated and semi-regulated countries 
 A comparative study of India with other global regulated markets 

 
Theory                                                                                          60 Hrs 

1.  
 
 

USA & CANADA: Organization structure and functions of FDA. 
Federal register and Code of Federal Regulations (CFR), History 
and evolution of United States Federal, Food, Drug and Cosmetic 
Act (FFDCA), Hatch Waxman act and Orange book, Purple book, 
Drug Master Files (DMF) system in US, Regulatory Approval 
Process for Investigational New Drug (IND), New Drug 
Application (NDA), Abbreviated New Drug Application (ANDA), 
Supplemental New Drug Application (SNDA); Regulatory 
requirements for Orphan drugs and Combination Products, 
Changes to an approved NDA / ANDA. Regulatory considerations 
for manufacturing, packaging and labeling of pharmaceuticals in 
USA. Legislation and regulations for import, manufacture, 
distribution and sale of cosmetics in USA and Canada. 
 

12 
Hrs 

2 
 

European Union & Australia: Organization and structure of EMA 
& EDQM, General guidelines, Active Substance Master Files 
(ASMF) system in EU, Content and approval process of IMPD, 
Marketing Authorization procedures in EU (Centralized procedure, 

12 
Hrs 
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Decentralized procedure, Mutual recognition procedure and 
National Procedure). Regulatory considerations for 
manufacturing, packaging and labeling of pharmaceuticals in EU, 
Eudralex directives for human medicines, Variations & 
extensions, Compliance of European Pharmacopoeia (CEP)/ 
Certificate of Suitability (CoS), Marketing Authorization (MA) 
transfers, Qualified Person (QP) in EU. Legislation and 
regulations for import, manufacture, distribution and sale of 
cosmetics in European Union & Australia. 

3 Japan: Organization of the PMDA, Pharmaceutical Laws and 
regulations, types of registration applications, DMF system in 
Japan, drug regulatory approval process, Regulatory 
considerations for manufacturing, packaging and labeling of 
pharmaceuticals in Japan, Post marketing surveillance in Japan. 
Legislation and regulations for import, manufacture, distribution 
and sale of cosmetics in Japan 
 

12 
Hrs 

4 Emerging Market: Introduction, Countries covered, Study of the 
world map,study of various committees across the globe (ASEAN, 
APEC, EAC, GCC, PANDRH, SADC)  
WHO: WHO, GMP, Regulatory Requirements for registration of 
drugs and post approval requirements in WHO through 
prequalification programme, Certificate of Pharmaceutical Product 
(CoPP) - General and Country Specific (South Africa, Egypt, 
Algeria and Morocco, Nigeria, Kenya and Botswana) 
 

12 
Hrs 

5 Brazil, ASEAN, CIS and GCC Countries:  
ASIAN Countries: Introduction to ACTD, Regulatory 
Requirements for registration of drugs and post approval 
requirements in China and South Korea & Association of 
Southeast Asian Nations (ASEAN) Region i.e. Vietnam, Malaysia, 
Philippines, Singapore and Thailand.   
CIS (Commonwealth Independent States): Regulatory pre-
requisites related to Marketing authorization requirements for 
drugs and post approval requirements in CIS countries i.e. 
Russia, Kazakhstan and Ukraine GCC (Gulf Cooperation Council) 
for Arab states: Regulatory pre-requisites related to Marketing 
authorization requirements for drugs and post approval 
requirements in Saudi Arabia and UAE 
Legislation and regulations for import, manufacture, distribution 
and sale of cosmetics in Brazil, ASEAN, CIS and GCC Countries. 

12 
Hrs 
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