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Dedication,


I would like to dedicate this book to my parents, my wife and my daughter.




 Preface





With over 17 years of experience in Pharmaceutical/Healthcare industry and about 16 years of experience in academics teaching a course on Pharmaceutical Marketing to the students of a Program on Pharmaceutical & Healthcare Management, I thought of writing this book on Pharmaceutical Marketing. Although there are few books in the market on Pharmaceutical Marketing, there is a need for a book focusing on marketing concepts, especially with respect to Pharmaceutical Industry and in Indian context.


The book is application oriented highlighting the new trends within Indian Pharmaceutical Industry, Challenges that Marketers are likely to face & the Strategies that they can adopt. It is also designed keeping in mind the Pharmaceutical & Healthcare management programs taught at various B-schools. This book serves as a reference book for pharma marketers and the students of Pharmaceutical & Healthcare Management Programs.


Highlights of the Book


• Covers marketing concepts which a pharma marketer needs to know


• It focuses on latest concepts and examples


• Provides frameworks that can be applied on-the-job


• A summary is given at the end of each chapter for quick reference


• It is backed by author’s Industry experience coupled with academic experience of teaching the subject to students undergoing management program in Pharmaceutical & Healthcare Management


Book is for whom?


• Pharma Industry Marketing Practitioners


• Students undergoing a Pharmaceutical /Healthcare Management Program


Chapters Structure


Chapter 1 Healthcare Scenario in India


This chapter deals with defining Health & describing the Indian healthcare industry, its segments, size, opportunity, and challenges.


Chapter 2 Indian Pharmaceutical Industry Landscape


This chapter deals with the Indian Pharmaceutical Industry landscape & an overview of the Indian Pharmaceutical Market.


Chapter 3 Understanding Pharmaceutical Customer


This chapter deals with the understanding of Pharmaceutical Customer (Doctor), Doctor’s decision-making process, factors influencing doctor’s prescription.


Chapter 4 Pharmaceutical Marketing – How is it different from Consumer Marketing


This chapter deals with the understanding of how pharmaceutical marketing is different from marketing consumer goods and the consumer goods marketing strategies that can be adopted by pharmaceutical marketers.


Chapter 5 Pharma 4.0


This chapter deals with the understanding of concepts of Industry 4.0, Pharma 4.0, patient centricity, tracking patient journey, patient-centered apps, and emerging technologies and their application.


Chapter 6 Marketing Research and MIS


This chapter deals with Marketing Information System - databases used in pharmaceutical industry & Marketing Research types, process and application.


Chapter 7 Identifying Market Segments, Targeting & Positioning


This chapter deals with Market Segmentation, Targeting, and Positioning, ways in which pharmaceutical market can be segmented, how to go about selecting target market and positioning a pharmaceutical brand.


Chapter 8 Pharmaceutical Brand and Branding Strategies


This chapter deals with product vs brand, brand identity, pharmaceutical brand naming, and branding strategies.


Chapter 9 New products - growth drivers in pharma


This chapter deals with the new product concept, new product development process in pharma, pharmaceutical product life cycle, and product strategies for growth.


Chapter 10 Pricing Strategies


This chapter deals with pricing, regulations regarding drug pricing, pricing methodologies, and pricing strategies.


Chapter 11 Pharmaceutical Distribution


This chapter deals with the understanding of the pharmaceutical value chain, distribution channel structure, assessing distribution channels, physical distribution and challenges, and omnichannel strategy.


Chapter 12 Importance of retail pharmacy & emergence of e-pharmacy


This chapter deals with the pharmaceutical retail universe, the growing importance of retail, the growing influence of e-pharmacy, e-pharmacy advantages, and challenges.


Chapter 13 Building Pharma Brands


This chapter deals with an understanding of brand equity, brand building process, tracking brand health, the role and responsibilities of a brand manager, and the brand planning process.


Chapter 14 Integrated Marketing Communications


This chapter deals with the concept of integrated marketing communications, Pharmaceutical promotional mix, promotional aides used in pharmaceutical marketing, designing of creative campaigns, application of emerging technologies (AR, VR, IoT), and allocation of promotional budget.


Chapter 15 Salesforce Effectiveness – key to pharmaceutical brand success


This chapter deals with an understanding of pharmaceutical selling, changing scenarios of pharmaceutical sales force requirements, sales force effectiveness in the pharmaceutical industry, and sales automation.


Chapter 16 Relationship Marketing


This chapter deals with building relationships, engaging with healthcare professionals, strategies for building relationships, sustaining and nurturing strategies & managing Key Opinion Leaders (KOLs).


Chapter 17 Medico Marketing


This chapter deals with the concept of medico marketing, the role of the medical services department, medico marketing tools, and evolving role of medico marketing.


Chapter 18 Digital Transformation in Pharmaceutical Industry


This chapter deals with the digital ecosystem, components of digital marketing, digital strategies for engaging with healthcare professionals & patients, measuring the effectiveness of digital marketing, and the near future digital outlook.


Chapter 19 Hospital (Institutional) Marketing


This chapter deals with the significance of hospital/institutional marketing, the process of institutional marketing, and institutional marketing strategies.


Chapter 20 Rural Marketing – its significance in the Indian context


This chapter deals with the rural healthcare scenario in India, the significance of rural marketing, rural marketing initiatives by pharmaceutical companies and rural marketing strategies in the pharmaceutical industry.


Chapter 21 International Marketing - exploiting the potential of generics


This chapter deals with international marketing and the international marketing environment, the global pharmaceutical market and role of the Indian pharmaceutical industry, global pharmaceutical market classification, selection of international market, internationalization of the Indian pharmaceutical industry, how the marketing mix for international marketing is different and registration of products in international markets.


Chapter 22 OTC Marketing - a growth strategy


This chapter deals with an understanding of the concept of OTC Marketing, its significance and challenges in the Indian context, the process of OTC Marketing, and Rx to OTC switch strategies.


Chapter 23 Marketing of specialty drugs for rare diseases


This chapter deals with the understanding of specialty drugs and rare diseases & marketing of specialty drugs for rare diseases.


Chapter 24 Biopharmaceuticals


This chapter deals with the understanding of biopharmaceuticals and biosimilars, market analysis, and strategies to be successful in this market.


This book can be a part of Brand Manager’s library – a book s/he can refer to whenever s/he has to clarify concepts. I would be more than delighted to see this book used at B-schools running a program on pharmaceutical and healthcare management. And would love to hear the reader’s feedback and correct any imperfections in future editions.


-Author
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Chapter 1


Healthcare Scenario in India


Learning Outcomes


After reading this chapter, you should be able to:


• Explain the concept of Health


• Understand different segments of the Indian Healthcare Industry


• Describe Healthcare scenario in India


• Understand the growth drivers and opportunities in Indian Healthcare Industry


• Understand challenges in Indian Healthcare Industry


Introduction


It is said that ‘Health is Wealth’. Good health is important to all of us to excel in whatever we do.


The Healthcare industry is truly putting into action the idea captured in the old saying ‘adding years to life and adding life to one’s years.


Let us first understand the meaning of the word ‘Health’.


What is ‘Health’?


According to World Health Organization (WHO) ‘Health’ is defined as follows:


Health is a state of complete physical, mental and social well-being and not merely the absence of disease or infirmity.


Indian Healthcare Industry


Healthcare in India comprises of following key segments:


Hospitals


Government hospitals including primary healthcare centers, district, and general hospitals and


Private hospitals include pursing homes, mid-tier, top-tier, and superspecialized establishments.


Pharmaceuticals: Include the manufacturing, extraction, processing, purification, and packaging of chemicals to be used as medication.


Diagnostic Services: Comprising of businesses and laboratories that offer diagnostic services


Medical Devices: Includes establishments engaged in manufacturing and maintaining medical equipment for surgical, dental, ophthalmic, laboratory, etc. use.


Medical Insurance: Comprises insurance to cover hospitalization expenses, reimbursements


Telemedicine: Comprises of online or teleconsultation and is driven by the growing adoption of technology-led solutions in healthcare


Over-The-Counter (OTC) medicines: This includes consumer healthcare products that do not need a prescription and are bought by consumers on their own.


Highlights of Healthcare Industry in India


The key highlights of the Indian Healthcare industry are as follows:


Indian Healthcare industry is estimated to reach US$ 193.83 billion by 2020 and US$ 372 billion (INR 27 trillion) by 2022 according to IBEF (INDIA BRAND EQUITY FOUNDATION) Healthcare Report, May 2021.
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Fig. 1.1 Indian Healthcare Sector Growth Trend


Source: IBEF (INDIA BRAND EQUITY FOUNDATION) Healthcare Report, May 2021




India is the world’s second-largest populated country. From 1 billion in 2000 to 1.35 billion in 2015, the rising population demands continuous growth and improvement in healthcare facilities.


The largest contributor to the healthcare industry is the hospital sector which stood at INR 4 trillion (US$ 61.79 billion) in 2017 and is expected to increase at a Compound Annual Growth Rate (CAGR) of 16-17 percent to reach INR 8.6 trillion (US$ 132.84 billion) by 2022 (IBEF Healthcare Report, Dec 2019).


Nearly 70 percent of expenditure on health has to be borne by the patients and this pushes about 60 million Indians into poverty each year according to the Finance Commission report (The New Indian Express, Feb 28, 2021).


The percentage of government spending (including current and capital expenditure) in the health sector to GDP increased from 1.19 percent in 2015-16 to 1.33 percent in 2017-18 (Sustainable Development Goals National Indicator Framework Progress Report, 2020).


In Budget 2021, India’s public expenditure on healthcare stood at 1.2% as a percentage of the GDP. The Government is planning to increase public health spending to 2.5% of the country's GDP by 2025 as shown in the chart below.
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Fig. 1.2 Government Health Expenditure


Source: IBEF (INDIA BRAND EQUITY FOUNDATION) Healthcare Report, May 2021




The Pharmaceutical industry (including drugs & medical devices) is around US$ 43 billion (Rs.3, 01,000 crores) and is currently having a growth rate of 7-8% in the drug sector and 15-16% in the medical device sector. Total exports (drugs and medical devices) are to the tune of US$20 billion (Rs.1,47,420 crore) of which drugs form around 90% of the total exports (Annual Report 2019-20, Department of Pharmaceuticals, Government of India).


According to Edelweiss's report (2017), the overall size of the diagnostics industry is INR 434 billion, of which diagnostic chains account for ~15%. Of this, while pan-India players’ share stands at 6%, that of standalone centers and hospitals constitutes 48% and 37%, respectively.


The medical devices market is expected to cross USD 11 billion by 2022(IBEF Healthcare Report, Dec 2019).


Growth in teleconsultation peaked after the pandemic-induced lockdown and reached a market size of $163 million in March 2021. According to a recent report by Praxis Global Alliance, a management consulting and advisory services firm, the online doctor consultation market is expected to be over $800 million by FY2024 growing at 72 percent CAGR (Business Standard, Aug 21, 2021).


The Covid-19 pandemic has put healthcare on priority boosting the OTC market in India. With increasing health consciousness, greater urbanization, and higher levels of education and awareness there is rising demand for OTC products. Indian OTC market has been valued at approx. Rs.30,000 crores and is growing at a CAGR of 9% (Nicholas Hall’s DB6 Global OTC Database – India, Dec 2020 MAT).


Health Parameters


According to United Nations Population Fund Annual (UNFPA) Report 2019, life expectancy has gone up to 69 years and 6 percent of the population (1368.7 million) that is 82 million is above 65 years. The elderly population is likely to be 173 million by 2026 is going to significantly contribute to growing healthcare spending. The key health parameters are given in the table below.


Table 1.1 Health Parameters






	Sr.No.

	Parameter

	2017





	1

	Crude Birth Rate (per 1000 population)

	20.2





	2

	Crude Death Rate (per 1000 population)

	6.3





	3

	Total Fertility Rate (Per woman)

	2.2





	4

	Maternal Mortality Ratio (Per 100,000 live births)

	122





	5

	Infant Mortality Rate (Per 1000 live births)

	33





	6

	The expectation of life at Birth(years)

	69





	(2013-17)





	Mid-year 2015









SRS, Registrar General & Census Commissioner, India


Source: HEALTH AND FAMILY WELFARE STATISTICS IN INDIA 2019-20, Ministry of Health and Family Welfare Government of India


Rise in Non-Communicable Diseases


In a recent report of the Indian Council of Medical Research (ICMR), titled India: Health of the Nation’s States: The India State-Level Disease Burden Initiative (2017), it is observed that the disease burden due to communicable, maternal, neonatal, and nutritional diseases, as measured using Disability-adjusted life years (DALYs), dropped from 61 percent to 33 percent between 1990 and 2016. In the same period, the disease burden from non-communicable diseases increased from 30 percent to 55 percent.


Healthcare Infrastructure


According to National Health Profile 2019, the total number of registered Allopathic Doctors (up to 2018) is 11, 54,686. The number of Dental Surgeons registered with Central/State Dental Councils of India up to 31.12.2018 was 2,54,283. The total number of registered AYUSH Doctors in India as of 01.01.2018 was 7,99,879. Given below is the latest data on the state-wise number of medical colleges and allopathic doctors.


Table 1.2 State-wise Medical Colleges (as on 23-3-2020)






	State

	Colleges





	Andaman & Nicobar Islands

	1





	Andhra Pradesh

	30





	Arunachal Pradesh

	1





	Assam

	6





	Bihar

	14





	Chandigarh

	1





	Chattisgarh

	9





	Dadra and Nagar Haveli

	1





	Delhi

	9





	Goa

	1





	Gujarat

	29





	Haryana

	12





	Himachal Pradesh

	7





	Jammu & Kashmir

	8





	Jharkhand

	6





	Karnataka

	60





	Kerala

	32





	Madhya Pradesh

	21





	Maharashtra

	55





	Manipur

	2





	Meghalaya

	1





	Mizoram

	1







	Orissa

	11





	Pondicherry

	8





	Punjab

	9





	Rajasthan

	22





	Sikkim

	1





	Tamil Nadu

	49





	Telangana

	32





	Tripura

	2





	Uttar Pradesh

	55





	Uttarakhand

	5





	West Bengal

	24





	INI’s

	16





	Total

	541









INIs (AIIMS Delhi + AIIMS at Bhopal, Bhubaneswar, Jodhpur, Patna, Raipur, Rishikesh, Manglagiri, Nagpur, Rae Bareli, Gorakhpur, Kalyani, Deoghar, Bhatinda, Bibinagar and PGIMER Chandigarh. JIPMER Puducherry)


Source: MoHFW (ME-I) / Medical Council of India, HEALTH AND FAMILY WELFARE STATISTICS IN INDIA 2019-20





Table 1.3 State-wise Number of Allopathic Doctors






	Name of State Medical Council

	Total Number of Allopathic Doctors





	Andhra Pradesh Medical Council

	104886





	Arunachal Pradesh Medical Council

	1246





	Assam Medical Council

	24083





	Bihar Medical Council

	45795





	Chattisgarh Medical Council

	10020





	Delhi Medical Council

	26685





	Goa Medical Council

	4035





	Gujarat Medical Council

	71348





	Haryana Dental & Medical Councils

	15679





	Himachal Pradesh Medical Council

	3406





	Jammu & Kashmir

	16648





	Jharkhand Medical Council

	6926





	Karnataka Medical Council

	131903





	Madhya Pradesh Medical Council

	42600





	Maharashtra Medical Council

	188540







	Medical Council of India

	52667





	Mizoram Medical Council

	118





	Nagaland Medical Council

	141





	Orissa Council of Medical Registration

	24780





	Punjab Medical Council

	51685





	Rajasthan Medical Council

	48230





	Sikkim Medical Council

	1414





	Tamil Nadu Medical Council

	148216





	Travancore Medical Council, Cochin

	65672





	Uttar Pradesh Medical Council

	84560





	Uttaranchal Medical Council

	9348





	West Bengal Medical Council

	77664





	Tripura Medical Council

	1945





	Telengana Medical Council

	7932





	Grand Total

	1268172









Source: GOVERNMENT OF INDIA MINISTRY OF HEALTH AND FAMILY WELFARE DEPARTMENT OF HEALTH AND FAMILY WELFARE, July 2021


This data is extremely important in pharmaceutical marketing as it gives an idea of the universe of customers (doctors), which will be explained in later chapters of this book.


Health Insurance


Health insurance in India is a growing segment. The advent of private insurers in India saw the introduction of many innovative products like family floater plans, top-up plans, critical illness plans, hospital cash, and top-up policies. Ayushman Bharat Mission- National Health Protection Mission or Pradhan Mantri Jan Arogya Yojana (PMJAY) world’s largest health scheme announced in the Union Budget 2018-19 is the latest initiative in expanding the health insurance net and targets 10 crores poor and deprived rural population. The Mission aims to provide a cover of Rs.5 lakh per family per year for secondary and tertiary care procedures.


CGHS - Categories of Beneficiaries


Central Government Health Scheme (CGHS) Central Government Health Scheme (CGHS) is a health scheme for serving/retired Central Government employees and their families.


Presently approximately 38.5 lakh beneficiaries are covered by CGHS in 74 cities all over India and the endeavor is to include more cities to improve the accessibility of the services (https://cghs.gov.in).


Employees’ State Insurance Scheme (ESIS)


The Employees' State Insurance Scheme is an integrated measure of Social Insurance embodied in the Employees' State Insurance Act and it is designed to accomplish the task of protecting 'employees' as defined in the Employees' State Insurance Act, 1948 against the impact of incidences of sickness, maternity, disablement and death due to employment injury and to provide medical care to insured persons and their families. The Act now applies to over 7.83 lakhs factories and establishments across the country, benefiting about 2.13 crores insured persons/ family units. As of now, the total beneficiary stands at over 8.28 crores (https://www.india.gov.in).


Growth drivers and opportunities in Indian Healthcare Industry





1. Demographic Trends: Demographic trends like rising income, growing middle class, increase in life expectancy, a growing number of senior citizens (60+ years) are likely to boost the demand for healthcare as well as influence the nature of health services demanded in the years to come.


2. Epidemiological Trends: Certain epidemiological trends like a dual burden of communicable as well as non-communicable diseases (NCDs) are presenting a huge opportunity for the healthcare industry.


India currently has around 60 million diabetics, a number that is expected to swell to 90 million by 2025(IBEF Healthcare report, July 2019). It is estimated that every fourth individual in India aged above 18 years has hypertension (KPMG-FICCI report on Healthcare, Jan10,2021 & PwC report on funding Indian Healthcare, Dec16,2020). Nearly 5.8 million Indians die from NCDs (heart and lung diseases, stroke, cancer, and diabetes) every year (PwC report on Financing and Funding Indian Healthcare, Dec16,2020 & IBEF Healthcare report, July 2019). The rising NCD burden is estimated to cost India USD 4.58 Trillion before 2030 (IBEF Healthcare report, July 2019).


3. Demand-supply gap: India currently has 8.6 doctors and 5 hospital beds respectively per 10,000 population (The Times of India, Dec17,2020). While 70 percent of the population lives in rural areas, 80 percent of doctors work in cities (Dimple Vij, Int J Multidisciplinary, Mar 2019) and 69 percent of hospital beds are concentrated in urban areas (The Economic Times, May 12, 2021). An additional 3 million beds will be needed for India to achieve the target of 3 beds per 1,000 people by 2025 and another 1.54 million doctors and 2.4 million nurses will be required to meet the growing demand for healthcare in India as per NITI Aayog’s report on Investment Opportunities in India’s Healthcare Sector, March 2021.


4. Medical Tourism: India is fast emerging as an attractive destination for medical value travelers from across the globe. In particular, wellness tourism is growing faster than global tourism, as an increasing number of consumers are incorporating wellness into their travel plans.


5. Telemedicine and adoption of digital technology: According to a study (survey of consumers, doctors, and stakeholders from pharma companies and global EY research) by EY, in collaboration with the Indian Pharmaceutical Alliance (IPA) in September 2020, the domestic telemedicine market is expected to reach US$ 5.5 billion by 2025. By April 2021, the Health Ministry’s eSanjeevani telemedicine service crossed 5 million (50 lakh) teleconsultations since its launch, enabling patient-to-doctor consultations, from the confines of their home, and doctor-to-doctor consultations (IBEF Healthcare Report, May 2021).


6. Government initiatives: Several policy measures taken by the government are likely to drive the growth of India’s healthcare sector. These include an increase in public health expenditure to 2.5% of GDP by 2025; implementation of several large-scale and ambitious initiatives like Ayushman Bharat; commitment from the Government to invest USD 200 Billion in medical infrastructure by 2024 as well as the roll-out of various schemes under the AatmaNirbhar Bharat Abhiyaan. The Performance-Linked Incentive (PLI) Scheme and the Scheme for Promotion of Medical Device Parks, in particular, offer significant financial incentives for investors to manufacture in India. A new PLI 2.0 scheme is also being prepared for the promotion of the in-vitro diagnostics market (NITI Aayog’s report on Investment Opportunities in India’s Healthcare Sector, March 2021).


Healthcare Challenges


Despite the tremendous growth opportunity, there are several challenges. India ranks 154 among 195 countries in the healthcare index as per a recent survey by the Global Burden of Disease Survey (Global Burden of Disease Survey, 2016). A staggering 70 percent of the Indian population (around 700 million) lives in rural areas with restricted access to medical care. The lack of quality infrastructure, limited access to qualified medical functionaries, basic medication, and medical facilities limit the quality of health care that this population receives. Although there are many beneficial programs, they have not yielded the expected results due to the lack of systematic processes for proper data management and gaps in the implementation.


Some other challenges as stated in the PwC report (2018) are as follows:


The Indian healthcare system is reactive


Patients don’t act proactively and often visit a hospital only when the disease has reached an advanced stage. This can be attributed to a lack of awareness about diseases, care, and services available.


Absence of a healthcare regulatory body


There is no healthcare regulatory body in India. In the absence of adequate regulations, there is concern among healthcare providers regarding the reliability of medical devices and thus practitioners prefer to use traditional medical devices. Although the Medical Devices Rules, 2017, became effective on 1 January 2018, their effectiveness is yet to be seen.


Summary


This chapter deals with defining Health & describing the Indian healthcare industry, its segments, size, opportunity, and challenges. Key points discussed in this chapter are as follows:


1. Indian Healthcare industry comprises of key segments like Hospitals, Pharmaceuticals, Diagnostic Services, Medical Devices, Medical Insurance, Telemedicine & OTC medicines.


2. Indian Healthcare industry is likely to grow from USD 160 billion in 2017 at a CAGR of 16 percent to reach USD 372 billion (INR 26 trillion) by 2022.


3. The hospital industry in India stood at INR 4 trillion (US$ 61.79 billion) in 2017 and is expected to increase at a Compound Annual Growth Rate (CAGR) of 16-17 percent to reach INR 8.6 trillion (US$ 132.84 billion) by 2022.


4. The Pharmaceutical industry (including drugs & medical devices) is around US$43 billion (Rs.3, 01,000 crores) and is currently having a growth rate of 7-8% in the drug sector and 15-16% in the medical device sector. Total exports (drugs and medical devices) are to the tune of US$20 billion (Rs.1, 47,420 crores) of which drugs form around 90% of the total exports.


5. The overall size of the diagnostics industry is INR 434 billion, of which diagnostic chains account for ~15%. Of this, while panIndia players’ share stands at 6%, that of standalone centers and hospitals constitutes 48% and 37%, respectively.


6. The medical devices market is expected to cross USD 11 billion by 2022.


7. The online doctor consultation market is expected to be over $800 million by FY2024 growing at 72 percent CAGR.


8. Indian OTC market has been valued at approx. Rs.30,000 crores and is growing at a CAGR of 9%.


9. Life expectancy is around 69 years and the elderly population is likely to be 173 million by 2026 which is going to significantly contribute to growing healthcare spending.


10. The percentage of government spending in the health sector to GDP increased from 1.19 percent in 2015-16 to 1.33 percent in 2017-18. Out-of-pocket expenditure (OOPE) constitutes more than 60% of all health expenses.


11. The disease burden from non-communicable diseases has increased from 30 percent to 55 percent during the period 1990 to 2016.


12. The number of registered Allopathic Doctors is 12,68,172, the number of Dental Surgeons is 2, 54,283 and the number of AYUSH Doctors is 7, 99,879.


13. Government schemes on healthcare expenditure include CGHS, ESIS, Ayushman Bharat Mission, etc.


14. The healthcare challenges are the lack of quality infrastructure, limited access to qualified medical functionaries, basic medication, and medical facilities, especially in rural areas.
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Chapter 2


Indian Pharmaceutical Industry Landscape


Learning Outcomes


After reading this chapter, you should be able to:


• Get an insight into Indian Pharmaceutical Industry


• Get an overview of the Indian Pharmaceutical Market


• Understand the Policy & Regulatory Landscape


• Gain knowledge about the Strengths & Weaknesses of the Indian Pharmaceutical Industry


• Understand the Opportunities & Threats for Indian Pharmaceutical Industry


• Understand the impact of the Covid-19 pandemic on the pharma industry


Introduction


Indian pharmaceutical industry is the third-largest in the World in terms of volume and tenth largest in terms of value according to the annual report 2019-20 of Government of India, Ministry of Chemicals & Fertilizers, Department of Pharmaceuticals. The total size of the industry (including drugs & medical devices) is around INR 3, 01,000 crores (US$43 billion) and is growing at the rate of 7-8% in the drug sector and 15-16% in the medical device sector. Total exports (drugs and medical devices) are to the tune of INR 1, 47,420 crores (US$20 billion) of which drugs form around 90% of the total exports (Annual report 2019-20 of Government of India, Ministry of Chemicals & Fertilizers, Department of Pharmaceuticals).


According to EY-FICCI Indian Pharma Report, Feb 2021, the Indian pharma industry is about 41.7 billion USD and comprises a domestic market worth 21 billion USD and exports worth 20.7 billion USD. The domestic market is dominated by Indian companies with an 80 percent (16.9 billion USD) share whereas global multinational companies have a share of 20 percent (4.1 billion USD). In terms of exports, the US is the largest contributor with 30.4% followed by the UK, South Africa, Russia, and Brazil as is evident from the figure below.
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Fig. 2.1 Indian Pharma Industry


Source: EY – FICCI Indian Pharma Report, Feb 2021




India is the largest provider of generic drugs globally. Access to affordable HIV treatment from


India is one of the greatest success stories in medicine. India is one of the biggest suppliers of low-cost vaccines in the world. Because of low price and high quality, Indian medicines are preferred worldwide, thereby rightly naming the country “the pharmacy of the world”. The Pharmaceutical sector currently contributes around 1.72% to the country’s GDP.


The Indian pharmaceutical industry has a strong network of 3000 drug companies and about 10,500 manufacturing units. Out of these, more than 2,000 units are World Health Organization (WHO) good manufacturing practice (GMP) approved; 253 are European Directorate of Quality Medicines (EDQM)-approved plants; 1,105 have Europe’s Certificate of Suitability (CEPs); more than 950 match therapeutic goods administration (TGA) guidelines; and 584 sites are approved by the US Food and Drug Administration (US FDA) (India Briefing, April 13, 2021).



Indian Pharmaceutical Industry & Global Health



Indian Pharmaceutical Industry has significantly contributed to global health outcomes. Estimates suggest that the industry, directly and indirectly, employs over 2.7 million people, in high-skill areas like R&D and manufacturing (Indian life sciences: Vision 2030, FICCI June 2015). The industry generates over USD 11 billion of trade surplus every year and is amongst the top five sectors contributing to the reduction of India’s trade deficit (PHARMEXCIL, IDMA report on “Journey towards Pharma 2020 & beyond”).


The Indian pharmaceutical industry is one of the top 10 sectors attracting Foreign Direct Investment (FDI) and the FDI inflow in FY 2020-21 was INR 11,015 crores (Fact sheet on FDI from April 2000 to June 2021, Department of Industrial Policy & Promotion).


Globally, Indian pharma has contributed to improved public health outcomes. India accounts for 60 percent of global vaccine production, contributing 40 to 70 percent of the WHO demand Diphtheria, Tetanus and Pertussis (DPT) and Bacillus Calmette–Guérin (BCG) vaccines, and 90 percent of the WHO demand the measles vaccine (“Affordable Efficacious Medicines – All Roads Leads to India”, 2013 report by IDMA). Estimates suggest that one in every three pills consumed in the United States is produced by an Indian generic manufacturer (IQVIA 2019 report). In the UK, approximately 25 percent of the medicines used are made in India (India Brand Equity Foundation, Indian Pharmaceuticals Industry Report, Aug 2021). In Africa, the availability of affordable Indian drugs contributed to greater access to treatment for AIDS, with 37 percent of AIDS patients receiving treatment in 2009 compared to just two percent in 2003(African Businesses Magazine, 19 January 2012).


Indian Pharmaceutical Market Overview


Indian Pharmaceutical Market is valued at INR 145,354 crores according to AIOCD AWACS MAT (Moving Annual Total) Dec 2020 data and has registered the growth of 3.1 % over the same period the previous year. The decline in growth rate is due to the Covid-19 pandemic.
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Fig. 2.2 Indian Pharma Market Revenue Trend Source: AIOCD AWACS Pharma Industry Report, MAT Dec 2020




Indian Pharmaceutical Market is one of the fastest-growing markets globally. The market has been consistently growing as evident from the revenue trend for five years shown in the chart above.
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Fig. 2.3 Indian Pharma Market Growth Trend


Source: AIOCD AWACS Pharma Industry Report, MAT Dec 2020




The market growth had dipped in 2017 due to demonetization and GST roll-out but picked up in 2018 and 2019. In the year 2020, the growth rate again dipped significantly due to the Covid-19 pandemic.


The table below gives the top 50 pharmaceutical companies by sales revenue along with their market share and growth percentage.




Table 2.1 Top 50 Pharma Companies
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Source: AIOCD AWACS Pharma Industry Report, MAT Dec 2020




The top 20 companies contribute about 61.3 % to the total pharmaceutical market whereas the top 50 companies’ contribution is about 82.8%.


Glenmark, USV, Aristo, Ipca, and Cipla are among the fast-growing companies in the Top 20.


Other fast-growing companies in the Top 50 are Apex, Boehringer Ingelheim, Himalaya, Eris Lifesciences, Cadila, Franco Indian, Ajanta, JB Chemicals & Medley.


The top 10 Therapeutic segments in Indian Pharmaceutical Industry, their growth rates, and their contribution to the total market are given in the table below.




Table 2.2 Top 20 Therapeutic Categories
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Source: AIOCD AWACS Pharma Industry Report, MAT Dec 2020




The top 10 Therapeutic Categories contribute about 88% to the total pharmaceutical market.


Cardiac, Anti-infective, Gastrointestinal, Anti-Diabetic & Vitamins/ Minerals/Nutrients are the Top 5 Therapeutic Categories and they contribute about 57% to the total pharmaceutical market.


Cardiac & Anti-Diabetic are the fast-growing Therapeutic Categories.


The top 20 Pharmaceutical Brands by their sales value, their subgroup, the company marketing these brands, and their sales value are given in the table below.




Table 2.3 Top 20 Pharma Brands
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Source: AIOCD AWACS Pharma Industry Report, MAT Dec 2020




Mixtard is the biggest brand with a MAT value of INR 550.7 crores followed by Glycomet GP (547.7 crores), Lantus (542.9 crores), and Janumet (468.6 crores). All top 4 brands are from the Anti-Diabetic category.


Zincovit is the fastest-growing brand in the Top 20 brands, primarily due to the Covid-19 pandemic as zinc supplements were recommended for enhancing immunity.



Policy & Regulatory Landscape



The Central Drugs Standard Control Organization (CDSCO) under the Directorate General of Health Services, Ministry of Health & Family Welfare, Government of India is the National Regulatory Authority (NRA) of India. The Drugs & Cosmetics Act, 1940 and rules 1945 have entrusted various responsibilities to central & state regulators for regulation of drugs & cosmetics ensuring the safety, rights, and well-being of the patients by regulating the drugs and cosmetics.


Important pharma regulations in India are listed in the table below.


Table 2.4 Important Pharma regulations in India






	CDSCO

	Central Drugs Standard Control Organization (CDSCO), Ministry of Health & Family Welfare, Government of India provide general information about drug regulatory requirements in India.





	NPPA

	
Drugs (Price Control) Order 1995 and other orders enforced by National Pharmaceutical Pricing Authority (NPPA), Government of India.





	Drugs & Cosmetics Act

	The Drugs & Cosmetics Act, 1940 regulates the import, manufacture, distribution, and sale of drugs in India.





	Schedule M

	
Schedule M of the D&C Act specifies the general and specific requirements for factory premises and materials, plant and equipment, and minimum recommended areas for basic installation for certain categories of drugs.





	Schedule T

	Schedule T of the D&C Act prescribes GMP specifications for the manufacture of Ayurvedic, Siddha, and Unani medicines.





	Schedule Y

	The clinical trials legislative requirements are guided by specifications of Schedule Y of the D&C Act.





	

Good Clinical Practice (GCP)



	The Ministry of Health, along with the Drugs Controller General of India (DCGI) and the Indian Council for Medical Research (ICMR) has come out with draft guidelines for research in human subjects. These GCP guidelines are essentially based on the Declaration of Helsinki, WHO guidelines, and ICH requirements for good clinical practice.





	Pharmacy Act

	
The Pharmacy Act, 1948 is meant to regulate the profession of Pharmacy in India.





	Drugs and Magic Remedies (Objectionable Advertisement) Act

	The Drugs and Magic Remedies (Objectionable Advertisement) Act, 1954 provides to control the advertisements regarding drugs; it prohibits the advertising of remedies alleged to possess magic qualities.





	The Narcotic Drugs and Psychotropic Substances Act

	
The Narcotic Drugs and Psychotropic Substances Act, 1985 is an act concerned with control and regulation of operations relating to Narcotic Drugs and Psychotropic Substances.









Source: Adapted from The Indian Pharmaceutical Association (IPA) website


Drug Approval Process in India


(Adapted from Sawant et al., Pharmaceut Reg Affairs, 2018 & www.cdsco.gov.in)


Under the Drugs and Cosmetics Act, CDSCO is responsible for approval of Drugs, Conduct of Clinical Trials, laying down the standards for Drugs, control over the quality of imported drugs in the country, and coordination of the activities of State Drug Control Organizations by providing expert advice with a view of bringing about the uniformity in the enforcement of the Drugs and Cosmetics Act. Further CDSCO along with state regulators, is jointly responsible for the grant of licenses of certain specialized categories of critical Drugs such as blood and blood products, I. V. Fluids, Vaccine, and Sera.
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