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Course Code BP803ET
Course Title Pharma Marketing Management – Theory 
 
Scope: 
The pharmaceutical industry not only needs highly qualified researchers, chemists and, 
technical people, but also requires skilled managers who can take the industry forward by 
managing and taking the complex decisions which are imperative for the growth of the 
industry. The Knowledge and Know-how of marketing management groom the people for 
taking a challenging role in Sales and Product management. 
 
Objectives: 
The course aims to provide an understanding of marketing concepts and techniques and their 
applications in the pharmaceutical industry. 
 
Course Learning Outcomes (CLO): 
At the end of the course, students will be able to - 

1. Understand the concepts of marketing environment and competitive analysis with 
respect to pharmaceutical market 

2. Describe product life cycle and product management in pharmaceutical industry  
3. Discuss budget and various promotional methods for pharmaceutical product 
4. Select channel for pharmaceutical marketing and distribution management  
5. Manage the strategies for pricing in pharmaceutical industry and propose new concepts 

in marketing 
  

Syllabus:             Teaching hours: 45 Hours 
 
UNIT I  10 Hours  
Marketing: 
Definition, general concepts and scope of marketing; Distinction between marketing & 
selling; Marketing environment; Industry and competitive analysis; Analyzing consumer 
buying behavior; industrial buying behavior. 

Pharmaceutical Market: 
Quantitative and qualitative aspects; size and composition of the market; demographic 
descriptions and socio-psychological characteristics of the consumer; market 
segmentation& targeting. Consumer profile; Motivation and prescribing habits of the 
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physician; patients' choice of physician and retail pharmacist. Analyzing the Market; 
Role of market research. 

 
UNIT II                                                                                                                 10 Hours 
Product Decision: 
Classification, product line and product mix decisions, product life cycle, product 
portfolio analysis; product positioning; New product decisions; Product branding, 
packaging and labeling decisions, Product management in pharmaceutical industry. 

 

UNIT III                                                10 Hours 
Promotion: 
Methods, determinants of promotional mix, promotional budget; An overview of 
personal selling, advertising, direct mail, journals, sampling, retailing, medical 
exhibition, public relations, online promotional techniques for OTC Products. 
 
UNIT IV                                               10 Hours 
Pharmaceutical marketing channels: 
Designing channel, channel members, selecting the appropriate channel, conflict in 
channels, physical distribution management: Strategic importance, tasks in physical 
distribution management, Product recalls and its impact.  
Professional sales representative (PSR): 
Duties of PSR, purpose of detailing, selection and training, supervising, norms for 
customer calls, motivating, evaluating, compensation and future prospects of the PSR. 
 

UNIT V                                                       10 Hours  
Pricing: 
Meaning, importance, objectives, determinants of price; pricing methods and strategies, 
issues in price management in pharmaceutical industry. An overview of DPCO (Drug 
Price Control Order) and NPPA (National Pharmaceutical Pricing Authority).  
Emerging concepts in marketing: 
Vertical & Horizontal Marketing; Rural Marketing; Consumerism; Industrial Marketing; 
Global Marketing.  
 

Tutorials                                                                                   Teaching hours: 30 Hours 
Tutorials will be based on above syllabus 

 
Suggested Readings^: (Latest Edition) 
1. Philip, K. and Kevin, L.K., Marketing Management, New Delhi, India: Prentice Hall of India.  
2. Walker, B. and Larreche, Marketing Strategy - Planning and Implementation, New Delhi, India: 

Tata MC GrawHill. 
3. Dhruv, G. and Michael, L., Marketing, India: Tata MC Graw Hill 
4. Arun, K. and Menakshi, N., Marketing Management, India: Vikas Publishing 
5. Rajan, S., Marketing Management, India: Tata MC Graw-Hill 



 
 
6. Ramaswamy, U.S and Nanakamari, S, Marketing Managemnt: Global Perspective, Indian Context, 

New Delhi, India: Macmilan 
7. Shanker, R., Service Marketing, New Delhi, India: Excell Books 
8. Subba, R.C., Pharmaceutical Marketing in India, Excel Publications. 
 
L= Lecture, T= Tutorial, P= Practical, C= Credit 
^this is not an exhaustive list 
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Course Code BP804ET  
Course Title Pharmaceutical Regulatory Science 
 
Scope: 
This course is designed to impart the fundamental knowledge on the regulatory requirements 
for approval of new drugs, and drug products in regulated markets of India & other countries 
like US, EU, Japan, Australia, UK etc. It prepares the students to learn in detail on the 
regulatory requirements, documentation requirements, and registration procedures for 
marketing the drug products. 
 
Objectives: 
Upon completion of the course, the student shall be able to- 

1. Know about the process of drug discovery and development 
2. Know the regulatory authorities and agencies governing the manufacture and sale of  

pharmaceuticals 
3. Know the regulatory approval process and their registration in Indian and international 

markets 
 
Course Learning Outcomes (CLO): 
At the end of the course, students will be able to – 

1. Discuss about the process of drug discovery and development 
2. Understand the regulatory authorities and agencies governing the manufacture and sale 

of  pharmaceuticals 
3. Discuss the regulatory approval process and their registration in Indian and international 

markets 
4. Explain the requirement to conduct clinical trials along with safety monitoring  
5. Describe basic regulations, laws and documents like orange book, Code of Federal 

Regulatory, Purple book 
 
Syllabus:             Teaching hours: 45 Hours 
UNIT I                                                                                                                     10 Hours 

 New Drug Discovery and development 
Stages of drug discovery, Drug development process, pre-clinical studies, non-clinical 
activities, clinical studies, Innovator and generics, Concept of generics, Generic drug 
product development. 
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UNIT II                                                                                                               10 Hours  

 Regulatory Approval Process 
Approval processes and timelines involved in Investigational New Drug (IND), New 
Drug Application (NDA), Abbreviated New Drug Application (ANDA). Changes to an 
approved NDA / ANDA. 

 Regulatory authorities and agencies 
Overview of regulatory authorities of India, United States, European Union, Australia, 
Japan, Canada (Organization structure and types of applications) 
 

UNIT III                                                                                                                  10 Hours  

 Registration of Indian drug product in overseas market 
Procedure for export of pharmaceutical products, Technical documentation, Drug 
Master Files (DMF), Common Technical Document (CTD), electronic Common 
Technical Document (eCTD), ASEAN Common Technical Document (ACTD)research. 

 
UNIT IV                                                                                                                  08 Hours  

 Clinical trials 
Developing clinical trial protocols, Institutional Review Board / Independent Ethics 
committee - formation and working procedures, Informed consent process and 
procedures, GCP obligations of Investigators, sponsors & Monitors, Managing and 
Monitoring clinical trials, Pharmacovigilance – safety monitoring in clinical trials 

 
UNIT V                                                                                                                    07 Hours  

 Regulatory Concepts 
Basic terminology, guidance, guidelines, regulations, Laws and Acts, Orange book, 
Federal Register, Code of Federal Regulatory, Purple book 
 

Suggested Readings^: (Latest edition) 
1. Vyawahare, Ns. & Itkar, S.C. Drug regulatory affairs, Nirali Prakashan. 
2. Berry, I. R., & Martin, R. P. The pharmaceutical regulatory process. CRC Press. 
3. Guarino, R. A., & Guarino, R. (Eds.). New drug approval process. CRC Press. 
4. Weinberg, S. Guidebook for Drug Regulatory Submissions. John Wiley & Sons. 
5. Pisano, D. J., & Mantus, D. S. FDA regulatory affairs: a guide for prescription drugs, medical 

devices, and biologics. CRC Press. 
6. Shargel, L., & Kanfer, I. Generic drug product development: solid oral dosage forms. CRC 

Press. 
7. Rozovsky, F. A., & Adams, R. K. Clinical trials and human research: A practical guide to 

regulatory compliance. John Wiley & Sons. 
8. Gallin, J. I., & Ognibene, F. P. (Eds.). Principles and practice of clinical research. Academic 

Press. 
9. Ng, R. Drugs: from discovery to approval. John Wiley & Sons. 

 
L= Lecture, T= Tutorial, P= Practical, C= Credit 
^ this is not an exhaustive list 
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Course Code BP805ET 
Course Title Pharmacovigilance-Theory 

 
Scope:  
This paper will provide an opportunity for the student to learn about development of pharmacovigilance 
as a science, basic terminologies used in pharmacovigilance, global scenario of Pharmacovigilance, train 
students on establishing pharmacovigilance programme in an organization, various methods that can be 
used to generate safety data and signal detection. This paper also develops the skills of classifying drugs, 
diseases and adverse drug reactions. 
 

Objective: At the end of the course, the student shall be able to 
1. Why drug safety monitoring is important? 
2. History and development of pharmacovigilance 
3. National and international scenario of pharmacovigilance 
4. Dictionaries, coding and terminologies used in pharmacovigilance 
5. Detection of new adverse drug reactions and their assessment 
6. International standards for classification of diseases and drugs 
7. Adverse drug reaction reporting systems and communication in pharmacovigilance 
8. Methods to generate safety data during pre clinical, clinical and post approval phases of 
drugs’ life cycle 
9. Drug safety evaluation in paediatrics, geriatrics, pregnancy and lactation 
10. Pharmacovigilance Program of India (PvPI) requirement for ADR reporting in India 
11. ICH guidelines for ICSR, PSUR, expedited reporting, pharmacovigilance planning 
12. CIOMS requirements for ADR reporting 
13. Writing case narratives of adverse events and their quality. 

 
Course Learning Outcomes (CLO): 
After successful completion of the course, student will be able to - 

6. Explain basics of adverse drug reactions and pharmacovigilance. 
7. Illustrate drug and disease classification, drug dictionaries, coding, information 

resources and establishment of pharmacovigilance programme. 
8. Outline pharmacovigilance methods, vaccine safety surveillance and communicate with 

stakeholders in pharmacovigilance. 
9. Summarize ICH guidelines for pharmacovigilance and safety data generation 
10. Discuss about drug safety evaluation in special population, Pharmacogenomics of 

adverse drug reactions, CIOMS and CDSCO. 
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Syllabus:             Teaching hours: 45 Hours 
UNIT I                  10 Hours 
Introduction to Pharmacovigilance 

 History and development of Pharmacovigilance 
 Importance of safety monitoring of Medicine 
 WHO international drug monitoring programme 
 Pharmacovigilance Program of India(PvPI) 

Introduction to adverse drug reactions 
 Definitions and classification of ADRs 
 Detection and reporting 
 Methods in Causality assessment 
 Severity and seriousness assessment 
 Predictability and preventability assessment 
 Management of adverse drug reactions 

Basic terminologies used in pharmacovigilance 
 Terminologies of adverse medication related events 
 Regulatory terminologies 

UNIT II                                                                                                                   10 Hours 
Drug and disease classification 

 Anatomical, therapeutic and chemical classification of drugs 

 International classification of diseases 

 Daily defined doses 

 International Nonproprietary Names for drugs 
Drug dictionaries and coding in pharmacovigilance 

 WHO adverse reaction terminologies 

 MedDRA and Standardized MedDRA queries 

 WHO drug dictionary 

 Eudravigilance medicinal product dictionary 
Information resources in pharmacovigilance 

 Basic drug information resources 

 Specialised resources for ADRs 
Establishing pharmacovigilance programme 

 Establishing in a hospital 

 Establishment & operation of drug safety department in industry 

 Contract Research Organisations (CROs) 

 Establishing a national programme 
UNIT III                                                                                                                  10 Hours  
Vaccine safety surveillance 

 Vaccine Pharmacovigilance 

 Vaccination failure 

 Adverse events following immunization 
Pharmacovigilance methods 

 Passive surveillance – Spontaneous reports and case series 

 Stimulated reporting 

 Active surveillance – Sentinel sites, drug event monitoring and registries 



 
 

 Comparative observational studies – Cross sectional study, case control study and 

 cohort study 

 Targeted clinical investigations 
Communication in pharmacovigilance 

 Effective communication in Pharmacovigilance 

 Communication in Drug Safety Crisis management 

 Communicating with Regulatory Agencies, Business Partners, Healthcare facilities & 

 Media 
UNIT IV                                                                                                                  08 Hours  
Safety data generation 

 Pre clinical phase 

 Clinical phase 

 Post approval phase (PMS) 
ICH Guidelines for Pharmacovigilance 

 Organization and objectives of ICH 

 Expedited reporting 

 Individual case safety reports 

 Periodic safety update reports 

 Post approval expedited reporting 

 Pharmacovigilance planning 

 Good clinical practice in pharmacovigilance studies 
UNIT V                                                                                                                    07 Hours  
Pharmacogenomics of adverse drug reactions 

 Genetics related ADR with example focusing PK parameters. 
Drug safety evaluation in special population 

 Paediatrics 

 Pregnancy and lactation 

 Geriatrics 
CIOMS 

 CIOMS Working Groups 

 CIOMS Form 
CDSCO (India) and Pharmacovigilance 

 D&C Act and New Drugs and clinical trials rules 2019 

 Differences in Indian and global pharmacovigilance requirements 
 
Tutorials           Teaching Hours: 15 Hours 
Tutorials will be based on above syllabus. 

 
Suggested Readings^: (Latest edition) 

1. Gupta, S. K. "Textbook of Pharmacovigilance." Jaypee Brothers medical publishers (P) Ltd., 
New Delhi, India 

2. Cobert, B., and Pierre B. Practical drug safety from A to Z. Jones & Bartlett Publishers, USA. 
3. Andrews, Elizabeth B., Nicholas M., eds. Mann's pharmacovigilance. John Wiley & Sons, USA. 



 
 

4. Talbot, J., Patrick W. Stephens’ Detection of New Adverse Drug Reactions. Wiley Publishers, 
USA. 

5. Waller, P., Mira Harrison-Woolrych. An introduction to pharmacovigilance. Chichester: Wiley-
Blackwell, USA. 

6. Cobert, B. Cobert's manual of drug safety and pharmacovigilance. Jones & Bartlett Publishers,  
USA. 

7. Strom, B.L., Kimmel S., Hennessy S., eds. Textbook of pharmacoepidemiology. John Wiley & 
Sons, USA. 

8. Parthasarathi, G., Karin Nyfort-Hansen, and Milap C. Nahata, eds. A Text Book of Clinical 
Pharmacy Practice: Essential Concepts and Skills. Orient Blackswan, Hyderabad, India. 

9. National Formulary of India, India 
10. Munjal, Y.. API Textbook of Medicine (Volume I & II). JP Medical Ltd, India. 
11. Mohanta, G.P., Manna, P.K. Text book of Pharmacovigilance: concept and practice. 

PharmaMed Press/BSP Books, India. 
 
L= Lecture, T= Tutorial, P= Practical, C= Credit 
^ this is not an exhaustive list 
 






































