
SECTOR OVERVIEW 

 

PHARMACEUTICAL SECTOR 

 

The Indian pharmaceuticals industry has gained significant global presence in the last few 

years and has been competing with China, Brazil, major African countries like South Africa, 

etc.on equal terms. Its remarkable growth can be attributed to its ability to rapidly access 

and adopt new technologies and also to its success in evolving an effective mechanism to 

strengthen research and development. The industry's advanced manufacturing facilities have 

earned laurels from global regulatory authorities. As a result, the world today turns to the 

Indian pharma industry not only for high-quality and low-cost generic drugs, but also for ‘in-

licensing’ and ‘out –licensing’ of drugs. The robust Indian pharma industry today produces a 

range of formulations, has the expertise for active pharmaceutical ingredients (APIs) and sees 

significant opportunities for value-creation.  

 

India ranks third in the manufacture of pharma products, by volume and 14th in value terms, 

globally. The Indian industry produces around 20 to 24% of the global generic drug production. 

Significant changes in the global pharma market offer immense opportunity for the Indian 

pharma industry. Patents of blockbuster drugs valued at around US$ 13 billion in revenues 

expired in 2007 and patents worth US$ 60 billion will expire by 2012. As a result, there will be 

a newly available market for generics worth US$ 73 billion. 

 

The estimated turnover of the Indian pharmaceutical industry is Rs. 84,000 crores or US$ 21 

billion, with an annual growth rate of 13%.The country is a leading global provider already, 

with an export turnover of over Rs. 40,000 crores or US$ 10 billion, spread across 200 

countries. India has strong manufacturing infrastructure with approximately 161 US Food and 

Drug Administration, 90 Medicines and healthcare Products Regulatory Agency and 1,000 

World Health Organisation Good manufacturing Practice approved world-class manufacturing 

facilities. Almost 25% of the global Abbreviated New Drug Application (ANDA) filings are from 

India. There is also an abundance of scientific manpower in the country. It is proving to be an 

excellent centre for clinical trials in view of the diversity of population. 

 

With a stable economy and 10 to 13% growth rate of the industry as compared to four to five 

per cent in the developed countries, India can become a pharma power house and can look 

forward to being a global destination for manufacturing, R&D and clinical studies of generic 

formulations as well as new molecule pharmaceuticals. 

 

FINANCE/ ASSISTANCEThe Department of Pharmaceuticals has prepared a "Pharma Vision 2020" 

for making India one of the leading destinations for end-to-end drug discovery and innovation. 

In order o do so it provides requisite support by way of world class infrastructure, 

internationally competitive scientific manpower for research and development (R&D) in 

pharma, venture fund for research in the public and private domain and such other facilities. 

The Drugs and Pharmaceuticals Manufacturers Association has received an in-principle approval 



for its proposed special economic zone (SEZ) for pharmaceuticals, bulk drugs, active 

pharmaceutical ingredients (APIs) and formulations to be located at Nakkapalli mandal in the 

Visakhapatnam district. 

The government plans to open 3,000 Jan Aushadhi stores, which sell unbranded generic drugs at 

heavy discounts as compared to branded drugs, in the next two years. 

100% foreign direct investment (FDI) is allowed under the automatic route in the drugs and 

pharmaceuticals sector, including those involving the use of recombinant technology. The 

Government plans to set up a US$ 639.56 million venture capital (VC) fund to give a boost to 

drug discovery and strengthen the pharma infrastructure in the country. 

The drugs and pharmaceuticals sector has witnessed major merger and acquisition and 

attracted FDI worth US$ 1,825.43 million between April 2000 and September 2010. 

 

The following mergers and acquisitions have taken place from 2006 to 2010: 

Year  Indian 

Company 

 

 

Multinational 

Company 

Value 

($Mn) 

Type 

 

2006  Matrix Labs   
 

Mylan 736 Acquisition 

 

2008 
 

 

Ranbaxy Labs 
 

 

Daiichi Sankyo 
 

 

4,600 
 

Acquisition 

2008  

Dabur Pharma 
 

 

Fresenius Kabi 
 

 

219 
 

Acquisition 

 

2009  

Shantha Biotech 
 

 

Sanofi-aventis 
 

 

783 
 

Acquisition 

 

2010  

Orchid Chemicals 
 

 

Hospira 
 

 

400 
 

 

Business Buyout 
 

2010  

Piramal Healthcare 
 

 

Abbott 
 

 

3,720 
 

 

Business Buyout 
 

2010  

Paras Pharma 
 

 

Reckitt Benkiser 
 

 

726 
 

Acquisition 

 

 

The increase in FDI inflows to Drugs and Pharmaceuticals industries in India has helped in the 

expansion, growth, and development of the industry leading to an improvement in the quality 

of the products of the industry. 

The pharmaceuticals industry in India is a highly formulated sector. It plays an important role 

in promoting and sustaining development in the field of global medicine. India's homegrown 

pharma industry turning towards the world's generic medicines, is expected to grow at a 

Compounded Annual Growth Rate of 14.2 percent to Rs.230,000 Cr by 2015-16.  

 

 



Industry Trends 

 The pharma industry generally grows at about 1.5-1.6 times the growth rate of the 

Gross Domestic Product. 

 In the recent past, India exported drugs worth US$7.2 billion to the US and Europe 

followed by Central and Eastern Europe, Africa and Latin America. 

 The Indian vaccine market which was worth US$ 665 million in 2007-08 is growing at a 

rate of more than 20%. 

 The retail pharmaceutical market in India is expected to cross US$ 12-13 billion by 

2012. 

 

RESEARCH & DEVELOPMENT 

 

India has emerged as one of the world’s leading Contract Research and Manufacturing 

Services provider for MNC innovator companies and accounts for 6 to 7% of the global market 

share. The the Patents (Amendment) Act 2005 has had significant implications for both Indian 

and multinational pharma companies competing in the Indian market. 

Leading Indian companies are now gradually moving away from generic production to 

development of new drugs, exports to regulated markets and cooperative agreements with 

global MNCs. 

 

Lagging sales of patented drugs in their home markets, declining R&D revenues and rising 

costs, have forced many MNCs to turn to contract manufacturing and research services 

(CRAMS), co-marketing alliances, outsourcing of research and clinical trials to reduce costs, 

increase development capacity and trim the ‘time to market’ new drugs. 

 

These strategies permit MNCs to focus on their core profit making activities, such as drug 

discoveries and marketing, rather than on manufacturing. Thus India has emerged as the 

principal destination for global pharmaceutical companies, across the pharmaceutical value 

chain. 

 

Although CRAMS is still in its nascent stages in India, it represents a significant opportunity for 

medium-sized Indian pharmaceutical companies. 

 

The Indian market for contract outsourcing is driven by the need of leading MNC 

pharmaceutical companies to reduce production costs and increase revenues. These 

companies have shifted portions of their production, research & development, clinical trials, 

packaging, labeling, stability testing, and other types of drug development and discovery 

activities, to India. 

REGULATIONS 



The principal regulatory bodies entrusted with the responsibility of ensuring the approval, 

production and marketing of quality drugs in India at reasonable prices are: 

The Central Drug Standards and Control Organization (CDSCO), under the aegis of the Ministry 

of Health and Family Welfare: The CDSCO prescribes standards and measures for ensuring the 

safety, efficacy and quality of drugs, cosmetics, diagnostics and devices in the country; 

regulates the market authorization of new drugs and clinical trials standards; supervises drug 

imports and approves licences to manufacture the above-mentioned products.  

The National Pharmaceutical Pricing Authority (NPPA): Instituted in 1997 under the 

Department of Chemicals and Petrochemicals, it fixes or revises the prices of decontrolled 

bulk drugs and formulations at judicious intervals; and periodically updates the list under 

price control through inclusion and exclusion of drugs in accordance with established 

guidelines. It maintains data on production, exports and imports and market share of 

pharmaceutical firms; and enforces and monitors the availability of medicines. It also 

provides inputs to the Parliament on issues pertaining to drug pricing. 

The Department of Chemicals and Petrochemicals also oversees policy, planning, 

development and regulatory activities pertaining to the chemicals, petrochemicals and 

pharmaceuticals sectors. The responsibilities assumed by this body are relatively broader and 

varied in comparison to the other two bodies. The main aspects of pharmaceuticals regulation 

are thus divided between the above two ministries. The Ministry of Health and Family Welfare 

examines pharmaceutical issues within the larger context of public health while the focus of 

the Ministry of Chemicals and Fertilizers is on industrial policy. However, other ministries also 

play a role in the regulation process. These include the Ministry of Environment and Forests, 

Ministry of Finance, Ministry of Commerce and Industry and the Ministry of Science and 

Technology. The process for drug approval entails the coordination of different departments, 

in addition to the Drugs Controller General of India (DCGI), depending on whether the 

application in question is for a biological drug or one based on recombinant DNA technology. 

Issues related to industrial policy such as the regulation of patents, drug exports and 

government support to the industry are governed by the Department of Industrial Policy and 

Promotion and the Directorate General of Foreign Trade, both under the aegis of the Ministry 

of Commerce and Industry and the Ministry of Chemicals and Fertilizers. With respect to 

licensing and quality control issues, market authorization is regulated by the Central Drug 

Controller, Ministry of Health and Family Welfare, Department of Biotechnology, Ministry of 

Science and Technology (DST) and the Department of Environment, Ministry of Environment 

and Forests. State drug controllers have the authority to issue licenses for the manufacture of 

approved drugs and monitor quality control, along with the Central Drug Standards Control 

Organization (CDSCO). 

Prevailing Mechanisms  

This sub-section primarily focuses on major regulatory policies and mechanisms in relation to 

drug pricing and development of standards for ensuring safety and efficacy. 

http://www.cdsco.nic.in/
http://www.cdsco.nic.in/
http://nppaindia.nic.in/index1eng.html
http://cdsco.nic.in/html/CDSCO%20Contact%2025-9-08.htm
http://www.dst.gov.in/
http://www.cdsco.nic.in/


In India, drug manufacturing, quality and marketing is regulated in accordance with the Drugs 

and Cosmetics Act of 1940 and Rules 1945. This act has witnessed several amendments over 

the last few decades. The Drugs Controller General of India (DCGI), who heads the Central 

Drugs Standards Control Organization (CDSCO), assumes responsibility for the amendments to 

the Acts and Rules. Other major related Acts and Rules include the Pharmacy Act of 1948, 

The Drugs and Magic Remedies Act of 1954 and Drug Prices Control Order (DPCO) 1995 and 

various other policies instituted by the Department of Chemicals and Petrochemicals.  

In accordance with the Act of 1940, there exists a system of dual regulatory control or control 

at both Central and State government levels. The central regulatory authority undertakes 

approval of new drugs, clinical trials, standards setting, control over imported drugs and 

coordination of state bodies’ activities. The State authorities assume responsibility for issuing 

licenses and monitoring manufacture, distribution and sale of drugs and other related 

products. 

  

CHALLENGES 

Over the past decade, pharmaceutical companies have witnessed a difficult phase where 

shareholders, the market and regulators have created significant pressures for change within the 

industry. The core issues for most drug companies are declining productivity of ‘in-house’ R & D, 

patent expiration of a number of block buster drugs, increasing legal and regulatory concerns, 

and pricing issues. As a result some of the larger pharmaceutical companies are shifting to a 

new business model with greater outsourcing of discovery services, clinical research and 

manufacturing. 

The current global financial conditions, the threat of recession along with lower corporate stock 

prices and an increasingly cost-averse customer have accelerated the time frame for 

implementing transformational changes in global pharma organizations. Leaders of the largest 

global pharmaceutical companies now recognize the need for transformational change in their 

organizations, but will need to move swiftly to ensure sustained growth. 

Transformations in the business model of the larger pharmaceutical industry spell more 

opportunities for Indian pharmaceutical companies. Pharmaceutical production costs are almost 

50 percent lower in India than in the western nations, while overall R&D costs are about one-

eighth and clinical trial expenses around one-tenth of western levels. 

The Indian stock market may be dreading a possible recession but Indian pharma companies 

seem unfazed by slowdown fears. Riding on better sales in the domestic and export markets, 

the Indian pharmaceutical industry is expected to continue with its good 

performance. Today this industry can look forward to the years to come, with great 

expectations. There are profitable opportunities in traditional plays such as in expanding the 

range of generic products (as more molecules come off patent), outsourcing, and above all, in 

http://cdsco.nic.in/html/CDSCO%20Contact%2025-9-08.htm
http://www.cdsco.nic.in/
http://www.pharmaceutical-drug-manufacturers.com/pharmaceutical-policies/drugs-price-control-order.html


focusing on drug discovery. At the same time, the Indian Pharma Industry would have to contend 

with several challenges particularly the 

• Effects of new product patents 

• Drug price controls 

• Regulatory reforms 

• Infrastructure development 

• Quality management and 

• Conformance to global standards. 

 

FUTURE PROSPECTS 

 

With several companies slated to make investments in India, the future prospects of the 

pharmaceuticals industry in India looks quite promising. The country's pharmaceutical industry 

has tremendous potential for growth, considering all the projects that are in the pipeline. 

Some of the future initiatives are:  

 According to a study by FICCI-Ernst & Young, India will open a probable US$ 8 billion 

market for MNCs selling expensive drugs, by 2015. 

 The study also says that the domestic pharma market is likely to reach US$ 20 billion 

by 2015. 

 The Ministry of Commerce estimates that US$ 6.31 billion will be invested in the 

domestic pharmaceutical sector by 2015. 

 Public spending on healthcare is likely to rise from 7% of GDP in 2007 to 13% of GDP by 

2015. 

 Due to the low cost of R&D, the Indian pharmaceutical off-shoring industry is expected 

to turn out to be a US$ 2.5 billion opportunity by 2012. 

 Innovation, not original research alone, is the order of the day. 

 MNCs will make an aggressive bid for the Indian market, as India moves towards trade-related 

aspects of intellectual property rights 

 TRIPS, and international companies register their new drugs for patenting after 10 

years. 

 Generics will have a huge demand. 

 International companies could set up their own R&D labs in India and develop drugs for 

tropical diseases. 

 Indian pharma companies are expected to move up the value chain from merely being 

reverse engineers to developers of proprietary products in the US market. 


