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PREFACE 

A Regulatory Affair is a one-of-a-kind collaboration between internal 

departments of an industry and regulatory bodies that begins with the 

conceptualization of the product to be developed by that industry and 

ends with the marketing of that product. It is a crucial and noticeable 

aspect of pharmaceutical product development. This chapter discusses 

the regulatory affairs, regulatory requirements for product approval, and 

documentation in the pharmaceutical industry, with a focus on the 

master formula record, drug master file, and distribution records. 

The book's chapters provide an overview of the regulatory affairs field, 

information about different regulatory authorities, how these 

professionals work, and the various roles and responsibilities of 

regulatory affairs professionals. This book also discusses the various 

skills required for a career in regulatory affairs, as well as the 

employment opportunities available in various sectors. We go over 

typical tasks, required skills, the ins and outs of the submission process, 

critical knowledge, and much more. Are you drowning in acronyms? 

We've got your back. Not sure how regulatory plays a role in 

pharmaceutical development? We describe the procedure. 

Following Chapters are including: 

1. Documentation in Pharmaceutical industry 

2. Regulatory requirement for product approval 

3. CMC, post approval regulatory affairs 

4. Nonclinical drug development 

5. Clinical trials  



 

 

SCOPE: 

Course designed to impart advanced knowledge and skills required to 

learn the concept of generic drug and their development, various 

regulatory filings in different countries, different phases of clinical trials 

and submitting regulatory documents: filing process of IND, NDA and 

ANDA  

• To know the approval process of  

• To know the chemistry, manufacturing controls and their 

regulatory importance  

• To learn the documentation requirements for  

• To learn the importance and  

OBJECTIVES:  

Upon completion of the course, it is expected that the students will be 

able to understand  

• The Concepts of innovator and generic drugs, drug development 

process  

• The Regulatory guidance’s and guidelines for filing and approval 

process  

• Preparation of Dossiers and their submission to regulatory 

agencies in different countries  

• Post approval regulatory requirements for actives and drug 

products  

• Submission of global documents in CTD/ eCTD formats  

• Clinical trials requirements for approvals for conducting clinical 

trials  

• Pharmacovigilance and process of monitoring in clinical trials. 
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