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a. REGULATORY AFFAIRS  

1 Legislation to regulate the profession of pharmacy – The Pharmacy Act 1948.  
  

2 Legislation  to  regulate,  import,  manufacture  distribution  and  sales  of  drugs,  cosmetics- 
The Drugs & Cosmetic Act 1940 & rules 1945 with amendments.  

  
3 Regulatory  aspects  of  pharmaceutical  and  bulk  drug  manufacture  and  biotechnology derived 

product.  
 
4 Quality safety and legislation for cosmetic and herbal products.  
 
5 Aims,  objects  and  salient  features  of  following  legislations  governing  Pharmaceutical Industry-   

Pollution Control Act   
Prevention of Food Adulteration Act 1954   
Industrial Development & Regulation Act 1951   
Consumer Protection Act   
 

6 Standard institutes & certification agencies like  ISI,  BSS, ASTM,  SO,  WHO, US-FDA, UK-MCA, 
TGA   

 
7 Drug Master File (Case Study-3 examples)  
 
8 Material Safety Data Sheet (MSDS) preparation  
 
9 Industrial Safety & Health   
 
10 Guide lines for filing in countries like US & EU  
 
11 Drug  Regulatory  Agencies-Historical  perspectives,  organization  structure  activities  & 

responsibilities: India, US, EU, Japan, ICH  
 
12 Study  of  compendia  –  Evolution,  Study  of  parts  of  compendia  like:  Policies,  General notices, 

Monographs, Comparative picture of IP, USP, BP, EP&GP  
 

b. Approval of New drugs:  
   

Investigational New Drug (IND) submission, format & content of IND, content of Investigator 
Brochure, general consideration of New Drug Approval (NDA), specific requirements, content 
& format of NDA, manufacturing control requirement of NDA.   
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