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The Indian pharmaceuticals market is estimated to be the third largest in the 
world in terms of volume, and one of the largest in terms of value created 
(Economics Division, 2017). This industry is also a key player not just within 

India but also across the globe; the Indian pharmaceutical companies produce 
bulk drugs that are exported to several countries, including the Organisation for 
Economic Co-operation and Development (OECD) nations. When compared to the 
other pharmaceutical sectors in the world such as the mature markets in the OECD 
countries, the Indian pharmaceutical market is unique due to several reasons: a 
changing patent regime (from product patents to only process patents and then back 
to product patents), unique nature of competition (for example, branded generics 
as against pure generics), etc. Given this exceptional nature of the pharmaceutical 
market, it is important to understand this sector from a public policy angle.

In this article, we provide a perspective from the point of view of two important 
aspects of public policy: competition policy and intellectual property. With the 
enactment of the Indian Competition Act in 2002, India has become one of the 
newer countries that have a robust competition regime in place. In this context, 
some pertinent issues emerge: (1) How do various firms (domestic and interna-
tional) compete in India? (2) What role does the practice of branded generics (more 
prevalent in India than elsewhere) play, etc. At the same time, the Indian patent 
regime has also undergone a series of changes. The Patents Act of 1970 allowed for 
only process patenting; however, with India signing the Trade-Related Intellectual 
Property (TRIPS) agreement, product patenting had to be implemented from 2005. 
Given the short time span since its implementation, one could say that the current 
patent policy followed in India is still nascent. In this context, several questions 
such as why patents are important, how firms react to various policy changes in this 
space, etc., become important to understand.

BRIEF HISTORY OF PHARMACEUTICAL INDUSTRY IN INDIA

The history of the Indian pharmaceutical industry can be divided into three distinct 
phases. In the first phase, immediately after independence, global multinational 
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manufacturers dominated the Indian pharmaceutical 
industry. The Patents and Designs Act (1911) enacted 
in the British era governed the sector and ensured 
strong product patent protection regime (Center for 
Trade and Development, 2010). Entry into the Indian 
market was easy for the global manufacturers who 
had the technological capabilities to bring new medi-
cines to the market, but at a very high cost. There were 
very few indigenous manufacturers of consequence 
during this time, and 8 of the top 10 pharmaceutical 
firms were subsidiaries of multinational corporations 
(MNCs; Greene, 2007). Most of the patents originated 
from foreign countries, a consequence of underdevel-
opment of India. Thus, while the price of products was 
very high, access to such products was not guaranteed 
even if someone was willing to pay such high prices 
(Weekly Notes, 1964). India was severely dependent on 
the import of pharmaceutical products. Lack of afforda-
bility, coupled with lack of domestic competition, had 
led to a sub-optimal equilibrium.

Concerned about such state of affairs, the Government 
of India (GOI) formed a one-man committee of Justice 
N. Rajagopala Ayyangar in 1957 to revise the laws of 
patents and design. In 1970, GOI adopted the recom-
mendations of the Ayyangar Committee and formu-
lated the Patents Act (1970), which allowed only 
process patent protection for pharmaceutical prod-
ucts for a period of seven years from the date of patent 
filing. The Patents Act (1970) can be considered a 
watershed moment in the evolution of the pharmaceu-
tical industry in India. It led to the development of a 
domestic pharmaceutical industry, which now special-
izes in reverse engineering bulk drugs. Moreover, the 
Foreign Exchange Regulation Act (1973) limited foreign 
ownership of Indian companies to 40 per cent, except 
for some exceptional cases, and they were required to 
produce most of the bulk drugs (active pharmaceutical 
ingredients) that go into formulations (products sold to 
retail customers) in India rather than importing them. 
In addition to this, price controls in the form of Drug 
Price Control Orders (DPCOs) under the framework of 
National Drug Policy (1978) were introduced. This legal 
framework created opportunities for the domestic phar-
maceutical companies to specialize in manufacturing of 
generic versions of patented pharmaceutical drugs. The 
domestic companies were supported by research and 
development (R&D) activities undertaken by the GOI. 

Two public sector companies, Hindustan Antibiotics 
Ltd. (HAL) and Indian Drugs and Pharmaceuticals Ltd. 
(IDPL), engaged in significant R&D, and their R&D 
efforts spilled over to the private sector through various 
means—often through movement of scientists. In addi-
tion, research efforts of laboratories such as Central Drug 
Research Institute (CDRI), Indian Institute of Chemical 
Technology (IICT), and National Chemical Laboratory 
(NCL) have been established.

The next phase in the Indian pharmaceutical industry 
began when India became a signatory to the World 
Trade Organization (WTO) in 1995. India was required 
to offer a product patent regime, which extended 
to the pharmaceutical companies as well. Thus, the 
Indian Patents Act was amended in 2005 to accommo-
date WTO regulations. An immediate consequence of 
this is that the previous strength of the Indian phar-
maceutical industry of reverse engineering a patented 
drug through a different process (to sell in countries 
that allowed it) was rendered moot, and the industry 
had to look for a different competitive strategy  
(Greene, 2007).

It was hoped that the introduction of product patent 
will encourage both domestic and foreign firms to 
engage more in  R&D activities in India. While that 
did not necessarily happen, the domestic industry 
found another source of growth: a large number of 
drugs coming off patent protection in the USA that 
permitted the Indian companies to sell generic drugs 
in the USA, provided they were able to obtain regula-
tory approval. The industry continued to grow, mostly 
fuelled by exports of global generics. For instance, in 
2000–2001, Dr. Reddy’s Laboratories, one of the leading 
pharmaceutical companies in India, had roughly equal 
shares of sales of global generics (50 per cent) and 
active pharmaceutical ingredients (44 per cent) (Dr. 
Reddy’s Laboratories, 2002). In 2014–2015, the sale of 
global generics was nearly 4 to 5 times that of Active 
Pharmaceutical Ingredients (APIs) for Dr. Reddy’s 
Laboratories (Dr. Reddy’s Laboratories, 2015). For the 
same company, the domestic revenue was approxi-
mately 13 per cent of its overall sales in 2014–2015, 
whereas, in 2000–2001, the domestic revenue was 54 
per cent of the total sales. For the current market leader, 
Sun Pharmaceutical Industries Ltd., APIs constituted 
almost 35 per cent of the revenues earned in 1999–2000 
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(Sun Pharmaceuticals, 2001–02), whereas in 2014–2015, 
the APIs constitute less than 4 per cent by revenue 
(Sun Pharmaceuticals, 2015). By 2009–2010, the Indian 
pharmaceutical industry became the 3rd largest in the 
world by volume of production having 10 per cent of 
the global share and 14th by value having 1.4 per cent 
of global share (Ministry of Finance).

The expectation that the companies would invest 
heavily in R&D was not met, and this is especially 
true of multinational corporations operating in India 
(Chaudhuri, 2014). The Indian companies, on the other 
hand, have stagnated in R&D, spending as low as only 
a percentage of its total sales, perhaps daunted by some 
high profile failures (Joseph, 2011). Only a handful of 
Indian companies spend more than 10 per cent of their 
revenue on R&D; a possible reason could be the uncer-
tainty surrounding the intellectual property regime.

Firms that derive a lot of their sales revenue from bulk 
drugs are mostly small and medium enterprises that 
are perhaps new entrants. India currently imports 
close to 80 per cent of its bulk drug requirements from 
China (Dey, 2014). Thus, Indian firms now face signifi-
cant competition from Chinese firms in the bulk drugs 
segment, which poses a significant threat to small and 
medium scale enterprises in this segment that derive a 
higher percentage of their revenue from the APIs. The 
Katoch Committee was set up to ‘…formulate a long 
term policy and strategy for promoting domestic manu-
facture of APIs/Bulk Drugs in the country…’ (Kumar, 
2015, Para 3). It recommended providing appropriate 
infrastructure, creation of manufacturing clusters, 
revival of public sector units, and providing economic 
incentives to the players in this field.

Thus, the Indian companies that exist today are a 
combination of many different types of enterprises that 
specializes in different aspects of the pharmaceutical 
industry.

UNIQUENESS OF THE PHARMACEUTICAL 
INDUSTRY

The most important aspect of the pharmaceutical 
industry is that it affects every human’s life and well-
being, and therefore ensuring access to end users 

is of critical importance. For most other products 
and services that consumers buy in a marketplace, 
a consumer might choose to not use a product or 
service that is beyond their means, but this often does 
not apply to pharmaceutical products. This results in 
highly inelastic demand for certain life-saving pharma-
ceutical products, and if left entirely to market forces, 
might result in prices for a product that will be inac-
cessible to a large number of consumers. Thus, in most 
jurisdictions, the pharmaceutical industry is heavily 
controlled with an aim to ensure access of live-saving 
drugs to a wide segment of the population.

The pharmaceutical industry invests in R&D for devel-
opment, and oftentimes the success rate for any given 
R&D project is rather low. It is estimated that out of 
10,000 molecules that pass the stage of basic research 
and are patented, only about one is marketed success-
fully; and the cost of bringing in a successful product 
to the market is estimated at more than USD 2.5 billion 
(DiMassi, Grabowski, & Hansen, 2014). In the absence of 
any protection, an intellectual property once developed 
is available to all for commercial production. Given the 
costs and risks involved, sufficient incentive needs to 
be provided to the manufacturer to engage in the R&D 
activity in the first place. Thus, original inventions are 
rewarded in the form of product patents, which allows 
a manufacturer/inventor to enjoy monopoly profits on 
a product for a certain period of time. However, once 
a successful drug is approved to be sold in the market, 
the production costs of such drugs are relatively low. 
Thus, there is scope for static inefficiency, which raises 
prices of drugs in the short to medium term making 
them inaccessible to a large number of people in the 
absence of any mechanism to offer public support 
(Chaudhuri, Goldberg, & Jia, 2006). But without this 
patent protection, it is unlikely that the pharmaceutical 
industry will actually invest in R&D to invent new and 
better pharmaceutical drugs for future.

This tension between the two concerns is referred 
to as the dynamic efficiency of the pharmaceutical 
industry. The regulatory architecture governing the 
pharmaceutical industry must find a balance between 
the need to provide cheap access to medicines to the 
population at large and also incentivizing innovating 
pharmaceutical companies to continue to invest in 
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high risk R&D, so that better quality drugs and drugs 
for treatment of hitherto untreated diseases could be 
developed. This trade-off between the current and 
future market conditions is what governs the structure 
of regulatory policy for the pharmaceutical industry.

Another important aspect that differentiates the phar-
maceutical industry from the other industries is that the 
end users do not exercise any choice in the medicines 
they purchase. Except for the over-the-counter (OTC) 
segment, the choice is made by physicians, which 
potentially creates an agency problem in the sense that 
the physicians may not be motivated by the best inter-
ests of their patients when prescribing pharmaceutical 
drugs. Significant efforts are expended by the pharma-
ceutical companies to generate awareness of their prod-
ucts among the physicians through maintaining a sales 
force. We discuss the implications for competition of 
this particular aspect later.

Pharmaceutical Industry and the Nature of its 
Market in India

The pharmaceutical industry is one of the most impor-
tant industries in India, with quite a few Indian firms 
becoming large global players in the generic formula-
tions market. The size of the pharmaceutical market in 
India is estimated to be USD 34 billion as of 2013–2014, 
including exports (Organisation of Pharmaceutical 
Producers of India, 2014). The Indian market is domi-
nated by generics with 72 per cent market share in 
terms of revenues. Patented drugs cover only 9 per 
cent of the overall market, supplied almost entirely 
by MNCs, whereas OTC market is 19 per cent. India is 
also the largest exporter of generic drugs in the world, 
accounting for 20 per cent of the worldwide exports 
(India Brand Equity Foundation, 2015).

While it is common to speak of a pharmaceutical 
industry, it is somewhat naïve to speak of a pharma-
ceutical market. Because a specific drug belonging to 
a pharmaceutical industry cannot be a substitute of 
another drug unless it is in the same therapeutic class, 
markets need to be defined in terms of therapeutic 
categories. Thus, there are many different fragmented 
markets in the pharmaceutical industry. Moreover, 
because of patent protection, a firm bringing a new 
drug to the market will have very few or no substitutes. 

Thus, for patented drugs, markets will be highly concen-
trated and prices tend to be very high. For formulations 
without any patent protection, much cheaper generic 
substitutes exist, and competition among the generic 
producers generally ensures a very low and affordable 
price. Given that generics constitute the majority of the 
market in India along with OTCs, drug prices in India 
are among the cheapest in the world.

Nature of Price Competition: Price competition among 
generics is an important feature of the Indian phar-
maceutical industry. While generally this leads to low 
prices, instances of high prices and high dispersion of 
prices for a particular molecule may exist even when 
the number of suppliers of the same drug is high.  
A specific feature of the Indian market is prevalence 
of branded generics, which is not found in most devel-
oped markets. Thus, there is inter-brand competition at 
the intra-molecule level. This sometimes creates arti-
ficial differentiation, and firms spend advertising and 
marketing resources to increase consumer expenditure 
on their products (Bhattacharjea & Sindhwani, 2014), 
and are thus able to charge high prices for their prod-
ucts even when they have high market shares. The 
phenomenon of branded generics dilutes price compe-
tition. Firms have also traditionally used combination 
of drugs (drug cocktails) to differentiate themselves 
from the competition. This product differentiation has 
the potential to keep the prices high. Almost 50 per cent 
of the total drugs sold in India are fixed-dose combina-
tion drugs. While such combination therapies improve 
patient compliance, the health outcomes are question-
able (Mahr & Siddiqi, 2015). In the recent past, the GOI 
banned 344 such drugs. However, the Delhi High Court 
quashed this ban (The Economic Times, 2016).

Price competition coexists with price controls. Since 
1970, the pharmaceutical prices have been controlled 
through the DPCOs under the Essential Commodities 
Act, 1955. While initially, prices of a large number of 
drugs were controlled (370 through the DPCO, 1979), 
this was brought down systematically to 74 through 
DPCO, 1995. However, the DPCO, 2013 brought a large 
number (348) of domestic generic formulations under 
the ambit of price regulation covering an estimated 
30 per cent of the overall domestic market (Yes Bank 
–Assocham, 2015). Thus, a significant portion of the 
market is now regulated through direct pricing rather 
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than competition policies. The DPCO, 2013 (paragraph 
19) was also interpreted by National Pharmaceutical 
Pricing Authority (NPPA) in May 2014 to allow them to 
bring a large number of drugs outside of National List 
of Essential Medicines (NLEM) under price control for 
reasons of extraordinary circumstances or public interest.  
In implementing this, the NPPA brought 108 formu-
lations under price control in July 2014. Due to oppo-
sition from pharmaceutical companies, this order was 
withdrawn in September 2014; however, the NPPA 
submitted to Delhi High Court that while this order 
will not be in effect going forward, the pricing of the 
formulations brought under control in July will not 
be changed as the central government’s notification 
applies prospectively and not retrospectively. This 
implies that all those 108 drugs remain under price 
control (Moneycontrol, 2014). This mostly affected the 
MNCs operating in India, as a large number of these 
medicines were marketed by such companies. It is 
somewhat common wisdom that pricing is the driver of 
revenue for the foreign companies, whereas volume is 
the larger driver of revenue for domestic companies in 
India, who also increasingly rely on the export market 
for their growth. In September 2016, a news article 
stated that the number of drugs under price control is 
467. The article further claimed that there are several 
other drugs that are classified as essential, and hence 
are likely to come under price regulation soon (The 
Indian Express, 2016). While some reduction and addi-
tion might happen to the final list, it is clear at the time 
of writing this article that the number of such drugs is 
still likely to be large.

Perhaps due to such extensive price control measures 
and threat of use of other TRIPS-allowed tools such 
as compulsory licensing and parallel imports, a recent 
study by Duggan, Garthwaite, and Goyal (2016) found 
that there has been a very modest increase of 3–6 per 
cent in prices of pharmaceutical drugs receiving patents 
in India. Another possible reason for this finding could 
be the limited purchasing power of an average Indian 
consumer. Since majority of prescriptions are not 
covered by any form of insurance, the demand for new 
drugs tends to be highly elastic even for patented prod-
ucts (without much direct competition) for afforda-
bility reasons. We discuss the affordability issue later 
in the article.

There has been a change in policy of pricing of phar-
maceutical drugs by the NPPA. Earlier, the prices 
used to be computed according to a cost-plus formula 
that allowed companies a fixed margin above various 
costs. From 2013 onwards, the NPPA has decided on 
a pricing formula that calculates the simple average 
of market prices of different products with more than 
1 per cent market share in the same therapeutic cate-
gory (available from IMS Health, a private data vendor 
that collects information on pharmaceutical prices), 
and adds a 16 per cent margin to arrive at retail prices 
(DPCO, 2013).

Theoretically, price competition can also take place at 
the point of sale, where pharmacists and retailers may 
compete for consumers buying medicines. This price 
competition from retailers may lead to price competi-
tion among pharmaceutical firms trying to sell their own 
products in a particular therapeutic category. Because of 
trade associations, it is generally understood that such 
form of competition has not happened all that much in 
India. However, recently a few state governments have 
taken initiatives for sourcing the drugs: (1) procure drugs 
for sale in government hospitals and primary health care 
centres through centralized tendering (e.g., Tamil Nadu 
through Tamil Nadu Medical Services Corporation Ltd); 
or (2) opening fair price medicine shops in the public–
private partnership (PPP) mode facilitating purchase of 
drugs through the hospital and other government outlets 
in West Bengal. In addition, the GOI has also created Jan 
Aushadhi Schemes that intend to make generic medi-
cines affordable through special outlets. All these are 
likely to have a bearing on price competition even for 
branded companies.

Beyond price controls, there are also numerous issues that 
arise in competition, such as trade practices, marketing 
practices, mergers and acquisitions by companies, and 
the Competition Commission of India (CCI) is the appro-
priate regulatory authority for those industry-related 
matters. Thus, the pharmaceutical industry is a highly 
regulated market, with different regulatory authorities 
controlling different aspects of this industry.

Cost Advantages: One of the primary advantages 
enjoyed by the Indian producers is low-cost but high 
quality manufacturing of drugs. According to Greene 
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(2007), the cost advantages stem from lower labour costs 
(approximately one-seventh of that in the USA), lower 
infrastructure costs and fixed costs when compared to 
the USA and Western Europe. While some bulk drug 
producers have been able to maintain the cost advan-
tage and thrive with process innovations that usher in 
greater efficiency (Sharma, 2014), Indian bulk drugs 
manufacturers are increasingly facing competition in 
this segment from the Chinese producers of bulk drugs, 
who have greater cost efficiency in production of bulk 
drugs. While most of the established Indian phar-
maceutical companies have moved away from bulk 
drugs production to formulations, where the pharma-
ceutical companies enjoy higher profit margins, other 
bulk drugs producers have targeted regulated markets 
where the margins are somewhat protected (Dey, 2012; 
Reddy, 2004). However, Indian firms continue to enjoy 
cost advantages in formulations, and thus are able 
to sell a lot of off-patent generic drugs. Other areas 
where firms operating in India potentially enjoy cost 
advantages are contract research and clinical trials. 
Thus, there exist incentives for many domestic firms 
to partner with multinational firms to conduct clinical 
trials, which would lead to reduction in costs.

Product Innovation:1 Indian firms have historically 
specialized in process innovation, and not neces-
sarily product innovations. This is due to the fact that 
the Indian pharmaceutical industry developed in a 
protected environment where product patent was not 
recognized from a period of 1970 to 2005. It is estimated 
that of 10,000 molecules that receive a product patent, 
only about one is successfully marketed (DiMassi et al., 
2014). This makes the pharmaceutical industry a high 
technology and a high fixed-cost industry with very 
high entry barriers for firms in new product devel-
opment. Indian firms’ capability of development of 
new drugs is limited by the R&D budget. DiMasi et 
al. (2016) estimates that the cost of developing and 
successfully marketing a new drug in the USA costs $ 
2.58 billion in 2013 prices. The largest R&D spent by 
an Indian firm in 2015 is about USD 300 million by 
the Sun Pharmaceuticals (that merged with Ranbaxy 
Laboratories), which falls far short of the annual 
expenditure by global new drug developing compa-
nies. In addition, India lacks the infrastructure and the 
technical skills in chemistry and biology to sustain an 
environment of R&D excellence.

Due to the high risk of product development, compara-
tively low investment in R&D and somewhat uncertain 
regulatory environment that involves unethical prac-
tices, and delays in approval and uncertainty regarding 
the conduct of clinical trials, it has become challenging to 
establish India as an innovation hub. Thus, Indian firms 
have looked at strategies that require them to only take 
up innovation partially. One clear strategy adopted by 
the Indian pharmaceutical manufacturers is the ‘out-li-
censing strategy’ wherein they develop the chemical 
compound up to a point and leave the late stage develop-
ment and marketing of the drug to other firms in exchange 
for payments and royalty. Some other Indian companies 
are following a strategy of in-licensing products devel-
oped by other companies wherein Indian firms fund 
the clinical trials and market the product and pay royal-
ties to the out-licensing firm. There have been instances 
where a new drug developer like Merck has entered 
into an agreement with Sun Pharmaceuticals, giving the 
latter worldwide marketing rights for Tildrakizumab in 
exchange for an upfront payment of USD 80 million and 
royalty payments at a later stage, in case the product is 
successfully marketed (BS Reporter, 2014). This can be 
understood in the context of risk-sharing in an envi-
ronment of increasing R&D costs and restricted budget 
for the Big Pharma (pharmaceutical companies whose 
business model centre around bringing new, innovative 
‘blockbuster’ drugs to the market).

Indian pharmaceutical companies have also part-
nered with other multinational companies to under-
take R&D activities under outsourcing arrangements 
such as Contract Research and Manufacturing Services 
(CRAMS) or Collaborative Research Projects (CRPs). 
CRAMS purports to take advantage of India’s low cost 
manufacturing capabilities and large number of existing 
Food and Drug Administration (FDA)-approved facil-
ities, which will help MNCs bring down their drug 
development costs. The CRAMS market in India was 
USD 7.6–7.8 billion in 2013 and is expected to grow at a 
fast rate (DNA, 2015). This partnership not only happens 
in the manufacturing activities but also in product devel-
opment activities such as pre-clinical and clinical trials. 
However, these partnerships, especially for conducting 
clinical trials have recently come under the scanner of 
regulatory authorities. In 2013, the Supreme Court of 
India responded to a series of public interest litigations 
(PILs) alleging unethical practices—such as lack of 
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informed consent and payment of money to volunteers 
enrolled in clinical trials—by first putting all clinical 
trials on hold, and afterwards by imposing a stringent 
three-tier control system. Subsequently, legislation was 
amended to improve regulatory oversight, but lack of 
clarity in policy and resulting delay in registration and 
approval of clinical trials have resulted in a lot of compa-
nies moving clinical trials out of India (Nair, 2015).

While there are procompetitive benefits to the part-
nerships in drug development between Indian and 
multinational companies, it does appear that R&D and 
product innovation in Indian companies are not up to 
the desired level, and the clinical trials that are taking 
place are not trying to innovate new drugs. More worri-
some is the fact that the R&D efforts, even of domestic 
firms, are geared towards diseases in developed coun-
tries and not necessarily towards diseases that mostly 
affect Indians. The reason for this could be the small size 
of any such market, as Indian consumers’ purchasing 
power remains low (Ferranti, 2012).

Marketing Practices: In India and in most parts of 
the world, most pharmaceutical products (except for 
the OTC ones) cannot be directly advertised or sold 
by a pharmaceutical company to the end user or the 
consumer. Rather, it is a physician who prescribes a 
particular drug to the consumer/patient, who buys it 
from a pharmacy. This phenomenon essentially makes 
the physician the agent of the consumer, and thus the 
advertising and marketing efforts of pharmaceutical 
companies target the physicians. According to a joint 
study by IMS Consulting Group and Organisation 
of Pharmaceutical Producers of India (OPPI) in 2011, 
most companies maintain a sales force that accounts 
for the highest share in promotional expenditure of 
the company, with the physician as the primary focus 
(Udeshi & Bahri, 2011). The final consumer, thus, may 
not have a choice that he/she can exercise. This itself 
may dilute price competition. The market failure on 
account of asymmetric information may have adverse 
effect on price competition, leading to further market 
failure which results in greater market power.

This can potentially lead to subversion of competition. 
The doctors may (and is usually alleged, do) prescribe 
a branded medicine that has no or inconsequential 
therapeutic benefit over other brands selling the same 

compound but carries a higher price in exchange for 
inducements. This is a scenario that is peculiar to India 
because of the existence of branded generics, as we 
discussed before. In the USA and the UK, the doctors 
are encouraged to prescribe only the name of the mole-
cule for a generic drug, and not the brand name; phar-
macists are also incentivized to steer the consumers to 
the cheapest available option. However, strict quality 
controls are in place to ensure that all the drugs sold by 
different companies meet the required quality stand-
ards, which make these restricted markets. Insurance 
coverage of medicines and inclusion of medicines 
in formularies then ensures that the incentives of 
the patients and insurance companies are aligned to 
keep the medicine prices down because the insurance 
companies insist on the lowest priced generic avail-
able, and thus, patients in these jurisdictions receive 
low-cost generic medicines. In India, public provi-
sioning and insurance coverage of health care is very 
low, and in most cases, insurance coverage is limited to 
inpatient care, leaving medicines purchased for outpa-
tient care out of the purview of insurance. In fact, the 
out-of-pocket expenditure for health in India is rather 
high: more than 60 per cent of all expenditure on health 
in India as of 2011 is out-of-pocket (Bhattacharjea & 
Sindhwani, 2014), and expenditure on medicine consti-
tutes 72 per cent of the out-of-pocket expenditure, 
among the highest in the world (Mehta, 2015).

There is some evidence that the doctors do not neces-
sarily prescribe medicine that will be the cheapest for 
the patient without compromising on quality. A study 
by Nguyen (2011) finds evidence of higher-priced 
prescription drug incidence by private providers 
compared to public providers for similar illness and 
patient profile in Vietnam. In India, such studies are 
hard to come by, but studies by CUTS International in 
1995 and 2010 have found evidence of a tendency for 
irrational prescription involving unnecessary medi-
cines, and that only 20 per cent of patients visiting 
public hospitals were prescribed medicines that they 
could obtain from the hospitals for free, while the rest 
were prescribed medicines by companies that could be 
obtained from pharmacies close to the hospital. The 
study also showed that in contravention of Medical 
Council of India’s guidelines, the acceptance of gifts in 
cash and kind by Indian doctors from pharmaceutical 
firms is rampant.
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In many states, the government regulations require doctors 
working in government hospitals to prescribe only the 
generic name of the drug in their prescriptions and govern-
ment dispensaries in hospitals provide the drugs free 
of cost, which is likely to alleviate the situation. It can be 
argued that a similar stipulation be enforced on private 
physicians as well. However, in the current scenario, 
there is a serious possibility that this may not have the 
desired effect, and may in fact exacerbate matters. Firstly, 
in the absence of a strong quality control regime, spurious 
drugs of low quality may be sold to the patients. Secondly, 
without a serious prescription audit system in place, such a 
requirement may not have any impact, and doctors could 
simply ignore the stipulation. Thirdly, the sales force of 
companies will shift focus from doctors to pharmacists and 
try to influence the sale of their brand by targeting the phar-
macist rather than (or in addition to) the doctor. The key 
is to ensure common application of Good Manufacturing 
Practices (GMP) and strict control of drug quality, and 
growth of a strong public provisioning and private health 
insurance system that will also cover medicine purchases. 
This will align the interest of the end user with that of the 
insurer or formulary. Additionally, growth of retail phar-
macy chains might also help with price reduction: At 
least theoretically, pharmacy chains are likely to put pres-
sure on the drug companies to be able to stock medicines 
at a cheaper cost, and this will result in price competition 
among companies leading to price reductions.

In 2015, GOI had asked for voluntary compliance 
of pharmaceutical companies and physicians with 
Uniform Code of Pharmaceutical Marketing Practices 
(UCPMP). In the UCPMP, Section 7 deals with 
‘Relationship with Healthcare Professionals’, which 
prohibits companies to extend travel facilities (usually 
in the guise of foreign travel for conferences), hospi-
tality, and cash or monetary grants to physicians or 
their families. It was to be reviewed after a period six 
months, and if compliance was found to be unsatis-
factory, it would be made a statutory law. So far, the 
government is still reviewing compliance and has 
extended the period of voluntary compliance to 12 
months. Anecdotal evidence suggests that the volun-
tary uptake of this is not forthcoming from the phar-
maceutical companies, and the government may look 
to enforce this legally (Jagdale, 2015).

With the penetration of Internet in India, one would 
expect that the power a doctor currently possesses 

in terms of determining the brand of the molecule 
prescribed would erode. Several websites (for example, 
www.drugs.com, www.drugsupdate.com, etc.) provide 
the names of various brands for each molecule and the 
associated price. Ideally, patients would be able to look 
up the prescribed medicine and figure out the brand 
that is cheaper, and if the manufacturer is of good 
repute. There are also mobile phone applications like 
Drugs Dictionary which help the patients in comparing 
brands for a given molecule. Simple economic intuition 
suggests that such availability of information reduces 
the incentive for pharmaceutical companies to influ-
ence doctors’ prescription behaviour. That said, while 
one would expect this to cease being a concern in the 
long run, it remains a major issue currently.

Distribution Channel: In India, medicines are distrib-
uted through retail pharmacies to patients upon produc-
tion of a prescription from a doctor (for any medicine 
other than the OTCs). However, the medicines need to 
be transported from the place of production (plants and 
pharmaceutical companies) to the place where they are 
sold (retail pharmacies). As described in Jeffrey (2007), 
due to peculiarities in Indian tax system where inter-
state sale of goods is taxed by the central government 
but inter-state movement of goods is not, Indian phar-
maceutical companies maintain Carrying (or Clearing) 
and Forwarding Agents (CFAs) to maintain stocks of 
their products in every state they intend to sell. This 
replaced an earlier arrangement prior to mid-1990s, 
where companies themselves maintained depots and 
warehouses in each state. The CFA earns a percentage 
margin of total revenue.

The stockists or wholesalers form the next level in 
the supply chain procuring medicines from the CFAs.  
A pharmaceutical company may have relationship with 
multiple stockists, and a stockist might in turn maintain 
stocks of medicines produced by many pharmaceutical 
companies. Once again, a stockist earns a margin on 
the maximum retail price (MRP) of the product, which 
is typically a discount. As per Jeffrey (2007) estimates 
on these discounts range from 2 per cent to 10 per cent 
for CFAs on the turnover, and the margin obtained by 
wholesalers is close to 8 per cent for price-controlled 
drugs and around 16 per cent for other drugs. Stockists 
may pass along some of the discount they get (either 
in the form of formal discounts or free packs) to the 
retailers, the next in the supply chain.



VIKALPA •  VOLUME  42 •  ISSUE 2 •  APRIL-JUNE 2017 69

The final point of contact between the pharmaceutical 
companies and the end users are the retail pharmacists, 
or any other entity that is authorized to sell drugs such 
as hospitals or dispensaries. As mentioned before, they 
make money through discounts that they obtain from 
the wholesalers.

The wholesalers/stockists and retailers/pharmacists 
are organized through a trade association called All 
India Organisation of Chemists and Druggists (AIOCD). 
AIOCD has state chapters, as well as associations at 
district levels, which are affiliated to AIOCD. In the 
recent past, the AIOCD strictly controlled the entry of 
wholesalers and pharmacists, and used to lay down 
strict rules for a pharmaceutical company to avail of 
the services of a stockist/retailer through granting No 
Objection Certificates (NOCs) and Letter of Consent/
Cooperation (LOC). AIOCD used to mandate that any 
new drug being sold to any state needs to be approved 
by it, before any wholesaler can stock them or it is sold by 
a retailer. They also charged pharmaceutical companies 
product information services (PIS) charges for each new 
drug launched for every state. They also had a practice of 
fixing margins for uncontrolled drugs through a memo-
randum of understanding (MoU) with Indian Drug 
Manufacturers’ Association (IDMA) and Organization 
of Pharmaceutical Producers of India (OPPI), two asso-
ciations representing drug manufacturers in India. And 
in case any pharmaceutical company did not comply 
with these directives, AIOCD would allegedly boycott 
those pharmaceutical companies. Thus, AIOCD was 
(and probably still is) a very powerful association that 
allegedly restricted trade in a significant way until the 
CCI repeatedly found its practices unlawful in a series 
of cases. A cease and desist (C&D) order and a Public 
Notice was passed by the CCI to ensure that all parties 
understood the anti-competitive nature of these issues. 
Needless to say, this has been the most publicly visible 
and noted aspect of competition regulation in India by 
the CCI in the pharmaceutical sector.

COMPETITION COMMISSION OF INDIA AND 
THE PHARMACEUTICAL INDUSTRY

In this section, we review the recent regulatory efforts 
in India in terms of competition laws, and how the CCI 
attempts to fulfil its mandate with respect to competi-
tion issues in the pharmaceutical sector in India.

Assessment of Anti-competitive Conduct-defining 
Market and Measuring Market Power

To understand the nature of competition in any market, 
it is important to identify what the relevant market 
is. While in some cases market definition tends to be 
straightforward, in some other cases it is more nuanced. 
When it comes to the market for pharmaceuticals, the 
definition of appropriate market tends to be more 
complicated. An obvious way to define the appropriate 
market is to define the market at a molecular level. 
Therefore, all the brands associated with that molecule 
become part of the relevant market. It is also realistic 
to assume that for a small increment in the price of a 
brand for a given molecule, the consumer moves to 
alternative brands of that molecule. However, such an 
approach is likely to define markets very narrowly. This 
is because of two nuances that are specific to the phar-
maceutical market.

The first pertinent issue is the competition between the 
innovators ( MNCs) and the generic manufacturers. 
Do consumers perceive a molecule manufactured by 
a generic manufacturer as a perfect substitute for the 
molecule manufactured by the innovator? Some recent 
research shows that it is not necessarily the case in 
India—everything else being equal, consumers prefer 
innovators’ brands (multinational manufacturers) 
over the domestic brands (Chatterjee, Kubo, & Pingali, 
2015). There could be several reasons for this consumer 
perception such as media reports about drugs manufac-
tured in India being of lower quality (Clarke & Berkrot, 
2014). Anecdotal evidence apart, even some recent 
empirical research has highlighted this issue (Bate, Jin, 
Mathur, & Attaran, 2014). Given this, it is quite possible 
that everything else being equal, consumers treat pharma-
ceuticals from multinationals different from the equiv-
alent ones produced in India.

Second, the difference between inter-molecular compe-
tition and intra-molecular competition needs to be 
clearly differentiated, especially in the Indian context. 
This is because, unlike the more mature pharma-
ceutical markets, India adopts a practice of branded 
generics. That is, in India, even the generic medicine 
requires a brand name, unlike in the USA, where the 
generic medicine sells purely on the molecular name. 
While intra-molecular competition refers to compe-
tition between various brands of a same molecule, 
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inter-molecular competition refers to competition across 
various molecules. For example, several manufac-
turers in India produce and sell Famotidine, a common 
antacid, under various brand names: Acredin (Nicholas 
Piramal India), Topcid (Torrent Pharmaceuticals), 
Facid (Intas Laboratories), etc. The competition 
among various brands of famotidine is an example of 
intra-molecular competition. At the same time, famoti-
dine itself competes for a doctor’s attention with other 
H2-receptor antagonist molecules such as Ranitidine, 
Cimetidine, etc., and proton pump inhibitors (PPI) 
such as Omeprazole, Lansoprazole, etc. This can be 
termed as inter-molecular competition. As this example 
clearly suggests, there is evidence of substitution not 
just within various brands within a single molecule but 
also among various molecules.

Intra-molecular competition has become more impor-
tant in the recent times with the emergence of biolog-
ical drugs like vaccines. Since these drugs are sensitive 
to manufacturing process, substitution with the inno-
vator drugs is not straightforward (Wang & Chow, 
2012). Inter-molecular competition is also pertinent in 
the Indian context, especially given that most of the 
population is not insurance covered and pay for the 
expenses out of pocket. Consider the following hypo-
thetical situation where the most suitable drug for 
a patient is A, which is patent protected and hence, 
expensive. However, suppose drug B is not the most 
efficacious for the patient, but is genericized, and 
hence inexpensive. Given the financial condition it is 
not improbable that the doctor would prescribe drug 
B and not drug A. Even in some mature markets like 
USA, there is some evidence of insurance companies 
insisting on compensating only a substitutable generic 
molecule, and not the prescribed molecule. Probably, 
technological interventions via the Internet, discussed 
previously, can provide some solution here, but it is still 
a pertinent issue currently.

Given these confounding factors, how does one define 
appropriate market in order to apply small but signif-
icant non-transitory increase in price (SSNIP) test?2 
Research in empirical economics has developed several 
techniques that can be applied in order to estimate this 
cross-price elasticity. One of the popular econometric 
tools to measure elasticity of demand is the discrete 
choice models such as multinomial logit and nested logit 
models. In all these models, consumer’s mean utility is 

estimated as a function of the drug’s characteristics, indi-
vidual’s characteristics (to the extent data is available), 
and substitutable products. From there on, cross-price 
elasticities of various drugs (brands within the same 
molecule and brands across molecules) are estimated. 
In the Indian pharmaceutical markets too, several 
research papers have employed such techniques; for 
example, Dutta (2011) in case of drugs across various 
therapeutic categories, and Chatterjee et al. (2015) in 
case of oral anti-diabetics market. Another technique 
that is commonly used to estimate cross-price elastici-
ties is Almost Ideal Demand System (AIDS) developed 
in Deaton and Muellbauer (1980). In the Indian context, 
Chaudhuri et al. (2006) have applied this model to study 
floroquinolones market.

Assessment of Merger and Acquisition Activities 
by the CCI–the Sun–Ranbaxy Merger Case

Some of these issues regarding the market definition 
and market power have come to the forefront in the 
recently concluded merger of Sun Pharmaceuticals and 
Ranbaxy. The details of the investigation by director 
general and the decision of the CCI are available on 
the CCI website. The examination of combinations 
or mergers and acquisitions are undertaken under 
Section 29 of the Competition Act. The CCI had initially 
raised objections to this merger citing the reason that 
the merger may hurt competition (DNA, 2014). The 
Commission subsequently cleared the merger with a 
rider stating that the companies have to divest eight 
drugs altogether: Tamlet (Sun Pharma) and Eligard, 
Terlibax, Rosuvas, Raciper, Terlibax, Triolvance, and 
Olanex for Ranbaxy (Mishra & Patel, 2014). This is 
ostensibly being done to ensure that the merger does 
not lead to an increase in the concentration for the 
markets of the respective molecules.

Based on the publicly available documents, it is clear 
that intra-molecular competition was seriously consid-
ered when defining the appropriate market. For various 
reasons described above, defining market at molecular 
level restricts the market definition to be rather narrow, 
because it ignores inter-molecular competition. That 
said, perhaps, the CCI is being conservative in defining 
the appropriate market! After all, if there is no market 
power concentration at a molecule level, it is difficult 
to argue that there is market concentration even if the 
market definition is extended. In fact, even if there is 
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market concentration at a molecular level, the market 
concentration may not be exploitable by the manufac-
turer if there is a significant inter-molecular competition. 
It is possible that some of these molecules act as substi-
tutes in other markets. As to what repercussions the 
merger would have on other molecular markets need 
to be considered as well. It is also worth noting that the 
analysis is conceptually similar to the one undertaken 
by US Federal Trade Commission (FTC), regarding 
the harm to competition for Minocycline tablets in  
the USA.3

Asking Sun Pharmaceuticals and Ranbaxy Laboratories 
to divest some molecules before the merger is osten-
sibly done in order to ensure that the competition at 
a molecular level is preserved. The implementation of 
such practices can lead to certain nuances that ought 
to be seriously considered. (These arguments reflect 
the practice of divesting the molecules itself, and not 
in reference to Sun Pharmaceuticals and Ranbaxy 
Laboratories.) The sale of molecules, common across 
the two merging parties, is likely to be a distress sale, 
and they would like to sell these molecules at the 
earliest. Next, it is well known in oligopoly theory that 
n firm oligopoly is weakly less profitable than n-1 firm 
oligopoly. Therefore, both merging parties would have 
an incentive to keep competition low. This implies that 
both of them have an incentive to divest the molecule to 
competitors who are not that significant—be it in terms 
of the size, market presence, etc. Therefore, as to who 
acquires these molecules, and what the terms of sale 
are need to be verified so that there is no possibility of 
increased market concentration in the future as well.4,5

Another thing that needs to be considered in a merger 
case is the realization of economies of scale and scope. 
Especially in pharmaceutical markets, where cost 
of maintaining marketing and operations channels 
is quite high and R&D expenses are quite substan-
tial, mergers can sometime result in substantial cost 
savings. These cost savings can be passed on to the end 
consumers in the form of reduced prices. For example, 
the Sun Pharmaceuticals and Ranbaxy Laboratories 
merger would enable both pharmaceutical compa-
nies access to each other’s networks (marketing, ware-
housing, etc.), thereby reducing set-up costs. Therefore, 
the trade-off in any merger and acquisition is to look 
at the potential for reduced costs (and hence reduced 
prices) with increase in concentration. The bottom line 

is that rigorous empirical exercise needs to be carried 
on a case-by-case basis in order to determine the 
appropriate market and subsequent consequences of a 
merger.

Some Recent Cases on Horizontal Agreements in 
Supply Chain and Bid Rigging

In this segment, we examine some of the cases that the 
CCI has adjudicated with regards to the pharmaceu-
tical sector. A large majority of these cases fall under 
the horizontal agreements among members of the trade 
association: AIOCD. All these cases share a common 
theme: that AIOCD, through its subsidiary state and 
other regional associations of chemists and druggists 
(stockists, wholesalers, and retail outlets), engaged in 
restricting competition through a series of anti-com-
petitive acts to the detriment of consumers. These acts 
include fixation of profit margins for drugs whose 
prices are not determined by the NPPA, restriction on 
appointment of distributors, issuance of NOC, boycott 
of pharmaceutical companies that did not comply with 
their policies, and charging of product information 
service fees on a mandatory basis. The fines imposed 
by the CCI ranged from USD 800 to USD 3 million. 
In each of these cases, the informants were aggrieved 
retailers that were not part of AIOCD, or public author-
ities, and in one case it was a suo moto case. In a few 
of these cases, it is mentioned that drug manufacturing 
associations such as IDMA and OPPI had an agreement 
with the AIOCD with regard to fixation of margins, but 
the agreement was terminated before 2011.

In at least three of such cases, even though all members 
of CCI found instances of anti-competitive behaviour, 
all of them were not in agreement, and dissenting 
orders were submitted. For instance, the majority 
opinion of CCI contended that in the M/s Sandhya 
Drug Agency case (2011) OPPI and IDMA are victims 
of the practices of AIOCD, basically agreeing with the 
contentions of the drug associations. The majority order 
also mentioned that the office bearers of AIOCD are 
not liable for any anti-competitive acts. However, few 
CCI members disagreed with IDMA and OPPI being 
viewed as victims and felt that they were culpable for 
actions as well. A segment of CCI members also felt 
that fixing the margins does not result in price fixing 
itself (as per the order by Geeta Gouri, member CCI). 
Similar disagreements in opinion also were seen in  
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M/s Santuka Associates Pvt. Ltd. v. AIOCD (2013), the 
Varca Druggist and Chemist case (2009), and the Vedant 
Bio Sciences case (2012). The most recent case that we 
could find was of M/s Maruti & Company, Bangalore 
v. Karnataka Chemist & Druggist Association and 
Lupin Ltd., where the CCI members unanimously 
held the defendants guilty of misconduct in August 
2016. Significantly, Lupin Ltd. was also found guilty of 
suppressing competition, and was fined around USD 
11.25, the first time a pharmaceutical company has been 
held guilty for refusing to supply drugs to a retailer in 
the absence of a NOC. In addition, employees of Lupin 
Ltd. were also found guilty and fined.

Other cases dealing with horizontal agreements relate 
to bid rigging in public procurement. One such case 
was Bio-Med Pvt. Ltd. vs. Union of India and two multina-
tional companies, namely GlaxoSmithKline (GSK) and 
Sanofi for procurement of Quadrivalent Meningococcal 
Meningitis vaccines (QMMV) for Hajj pilgrims (2013). 
The Government of India floats a tender for procure-
ment of QMMV each year. In this instance, Bio-Med 
is an indigenous producer competing against GSK 
and Sanofi. Bio-Med alleged that the GOI arbitrarily 
changed the qualifying criteria for bidding, which 
resulted in Bio-Med being disqualified from bidding. 
Bio-Med also alleged that GSK and Sanofi indulged in 
collusive practices of bid rotations and geographical 
allocations. The director general did not find anything 
wrong in the policies adopted by the GOI, based on an 
order by the Delhi High Court. However, it did find 
instances of anti-competitive behaviour based on anal-
ysis of price bids by the two pharmaceutical companies.

INTELLECTUAL PROPERTY AND THE 
PHARMACEUTICAL SECTOR

Wikipedia defines patent as a 

set of exclusive rights granted by a sovereign state to 
an inventor or assignee for a limited period of time in 
exchange for detailed disclosure of an invention. An 
invention is a solution to a specific technological problem, 
and is a product or a process. (Patent, n.d, para 1)

While R&D is a risky activity involving a lot of sunk 
expenditure, mimicking the innovation can be a rela-
tively costless exercise. Entry of competition forces 
the price to go down, making the recovery of sunk 

expenses difficult. This also implies that there is no 
monetary reward for innovation. Therefore, a patent is 
granted in the short run in order to enable the inno-
vator to obtain a reasonable profit; once the patent 
has expired, competition is free to enter, with gains in 
consumer surplus. As pointed out earlier, subsequent 
to signing the TRIPS agreement with the WTO in 1995, 
India had to adopt more liberal intellectual property 
laws. These laws became effective 10 years later—since 
2005, when product patents (and not just the process 
patents) were also allowed. However, there are several 
claims that the Indian patent laws are not as stringent 
as those of the West.

In the context of pharmaceutical markets too, the above 
concerns are valid. Innovation in pharmaceuticals is 
an expensive and risky investment, whereas replica-
tion need not be. The trade-off between the twin objec-
tives of improving innovation and increasing consumer 
surplus is characterized in Hughes, Moore and Snyder 
(2002). Their argument is better understood through a 
hypothetical scenario. Imagine in Period 1, a drug is 
invented and subsequently enjoys patent status for that 
period. The firm employs monopoly pricing and makes 
profits in that period. In Period 2 the patent expires and 
competition enters, thereby reducing the price closer 
to marginal cost. As a result of this, consumer surplus 
and total welfare increase. The profits earned in the first 
period provide sufficient incentive for the innovator 
to invest in R&D, which improves the probability of 
discovering new drugs, with the same cycle repeating 
itself. If, on the other hand, Period 1 is characterized 
with lax patent laws, then price is closer to marginal 
cost in Period 1. This improves consumer surplus in 
Period 1 itself. However, since there is no incentive for 
R&D, firms refuse to invest in R&D. This leads to no 
new drug entering the market from Period 2 onwards, 
thereby harming future consumer surplus and, perhaps, 
overall long-term surplus as well (Rockett, 2007).

How true is this conjecture in the real world? Filson 
(2012) provides an answer. Using a dynamic equi-
librium model, which endogenizes the firms’ R&D 
expenditure, he argues that had the USA followed price 
control mechanisms that exist elsewhere, the innova-
tion in pharmaceutical industry would have reduced 
by more than 40 per cent. Research also shows that lack 
of innovative medicine could result in adverse health 
outcomes. For example, Lichtenberg (2005) argues that 



VIKALPA •  VOLUME  42 •  ISSUE 2 •  APRIL-JUNE 2017 73

new drugs add up to one week in terms of increased 
life expectancy, suggesting that improved welfare in 
the short run does indeed lead to loss in consumer 
surplus in the long run. The loss in consumer surplus 
is not limited to reduced innovation alone–even refusal 
to launch (or delay in launching) in the markets with 
lesser protection to intellectual property by the inno-
vators is well documented in the literature.6 More 
specifically, some industry players in the pharmaceu-
tical markets have echoed the similar sentiments when 
they said that ‘not respecting IP norms’ has led to India 
losing several lucrative investment deals in the phar-
maceutical space (Rajagopal, 2015).

Way Forward: The Indian Patent Scenario

With becoming a signatory of TRIPS agreement, 
India has formally recognized the validity of patents 
through the new Patent Act. However, a few pertinent 
issues remain, both in the law and at the level of prac-
tice. In a recent court judgment, the Supreme Court of 
India has disallowed Glenmark Pharmaceuticals from 
selling copies of Merck Sharp and Dohme’s (MSD) 
drug, Januvia (Sitagliptin Phosphate) (Reuters, 2015). 
However, the judgment also stipulates that Glenmark 
Pharmaceuticals is allowed to sell the existing stocks 
that have already been manufactured. Even if, at a later 
stage, MSD’s patent for Sitagliptin Phosphate is upheld, 
it is not clear as to what penalties would be imposed on 
Glenmark Pharmaceuticals for the breach of patent in 
the first place. At the same time, if the patent is indeed 
invalidated, it is not clear as to what penalties would be 
imposed on MSD for false patenting. In a more mature 
market, the mechanism of damage claims by the inno-
vator (in case of patent infringement), or damage claims 
by the consumer (in case of false patenting), are well 
established. This incident also highlights another regu-
latory disconnect: The body that approves new drugs 
in India (Drug Controller General of India, [DCGI]) 
and the patent office are not working together. That 
is, approval for launching a drug is provided without 
ascertaining whether or not a valid patent exists for the 
product. For any patent law to be effective, these loose 
ends have to be tied up.

Another consideration is innovation for medicines 
pertaining to India-specific diseases or orphan indica-
tions that only affect small fraction of people. Given 
the lower demand (in terms of volume or affordability 

or both) associated with such medicines, it may take 
longer to recover the sunk R&D expenses. Therefore, 
it may require additional incentives—in terms of 
subsidizing R&D, extending patent protection, etc.—
for firms to invest in such medicines. Further, meas-
ures such as encouraging pooled R&D across various 
firms so that the risk is sufficiently diversified and 
strengthening public research initiatives (e.g., Council 
of Scientific & Industrial Research [CSIR]) might be the 
other ways through which innovation can be fostered 
while keeping drug prices relatively low. Recent 
research has also discussed differential pricing (Danzon 
& Towse, 2003), where prices are different in India 
when compared to the developed economies, and local 
licensing (where marketing of drug is licensed to local 
pharmaceutical manufacturers in order to take advan-
tage of superior outreach) as some of the ways in which 
developing countries can balance encouraging innova-
tion and promoting access (Pingali & Chatterjee, 2015).

Competition Policy and Intellectual Property

Another issue that is important to take note of is how 
intellectual property is related to competition. Benefits 
of innovations notwithstanding, the nature of exclu-
sivity associated with patents implies that it is a barrier 
to entry. Further, without appropriate competition law 
in place, it is possible that such exclusivity can easily 
be extended to other markets, especially in produc-
tion processes involving several layers. For example, if 
a firm holds a patent for an upstream product, it has 
exclusivity in the upstream market. If the firm refuses 
permission to other firms (or charges exorbitant prices 
to the other firms) to make use of the upstream product 
in order to manufacture the final product, then its domi-
nance is extended to the downstream market as well. 
Without appropriate restrictions in place, the upstream 
firm has every incentive to impose such restrictions, 
and such practice can result in lower consumer surplus 
as well. (Refer to Rey and Salant [2012] for theoretical 
modelling of this issue.)

In the pharmaceutical context too, there is a scope for 
violation of competition laws through exploiting intel-
lectual property. For instance, the innovator could 
collude with a generic and stop the generic from 
entering the market by sufficiently compensating the 
generics manufacturer. Popularly, this kind of behav-
iour is known as pay for delay, or reverse payment patent 
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settlement. Obviously, such practices lead to violation of  
competition law.7 In the USA, the Supreme Court passed 
a landmark judgment in the Actavis case in 2013, where 
it held that Solvay Pharmaceuticals’ agreements with 
Actavis Inc., Paddock Inc., and Par Pharmaceuticals 
Cos. could be challenged by FTC. Here, Solvay 
Pharmaceuticals, the producer of AndroGel, entered 
into an agreement with the three aforementioned 
companies to delay the entry of their FDA-approved 
generic substitute for a specified number of years 
in exchange for monetary payments (Federal Trade 
Commission vs. Actavis, Inc., 2013). Another way in which 
the competition laws are violated is through misrepre-
senting of patents, thereby artificially extending the life 
of the patent. For example, in 2012, the Court of Justice 
of the European Union (CJEU) has ruled that among 
other charges, AstraZeneca has abused its dominant 
position in the PPI markets through misrepresentations 
to various patent offices in the EU (Eccles, 2013).

A main theme that emerges in this context is that the 
intellectual property and competition in the market 
are interrelated entities. Major jurisdictions all over the 
world have adopted several ways to curb entry barriers 
arising out of intellectual property. For example, in the 
USA, the drug price competition and patent term resto-
ration act, popularly known as the Hatch–Waxman Act 
of 1984, lays down the rules in which pharmaceutical 
firms compete. There is a provision within the act to 
discourage false patenting. If a generic believes that the 
patent is invalid, it can launch the drug ‘at risk’. (Such 
entry is referred to as an entry through a Paragraph IV 
challenge.) If the courts find the patent to be valid, the 
generic firm will have to pay three times the damages 
incurred by the innovator (called treble damages). For 
taking the risk, the generics are rewarded through 
an exclusivity period of six months, where no other 
generic is allowed to enter the market. Bulow (2004) 
discusses the economics of Paragraph IV challenges in 
his research.

Empirical evidence suggests that the generics are chal-
lenging the patents of the innovators more frequently, 
and reasonably early in the product life cycle. Research 
also shows that this act has been successful in fostering 
competition—generics have an incentive to chal-
lenge the patent, if patents are filed on non-standard 
grounds. For example, line extensions (e.g., new route 
of administration, extended releases, and alternative 

dosage strengths of existing molecules) of the existing 
medicines that have been patented seem to be the 
main targets of Paragraph IV challenges (Hemphill 
& Sampath, 2010). Therefore, it is clear that this law 
has tried to balance encouraging innovation while 
ensuring fair competition, and serves as an example of 
how competition can be fostered through market based 
solutions itself.

Ostensibly, Section 3(d) of the Indian Patents Act (2005) 
is created in order to curb some such anti-competi-
tive practices like filing patents for frivolous benefits. 
The section rules that a mere discovery of a new form of a 
known substance which does not result in the enhance-
ment of the known efficacy of that substance or the 
mere discovery of any new property or new use for a known 
substance or of the mere use of a known process, machine, 
or apparatus unless such known process results in a new 
product or employs at least one new reactant is not quali-
fied as an invention, and thus is not patentable. As an 
explanation, the act further states that 

for the purposes of this clause, salts, esters, ethers, poly-
morphs, metabolites, pure form, particle size, isomers, 
mixtures of isomers, complexes, combinations and other 
derivatives of known substance shall be considered to 
be the same substance, unless they differ significantly in 
properties with regard to efficacy.

The purpose of this section is to ensure that the life of 
existing patents is not artificially extended due to some 
frivolous reasons (a practice commonly referred to as 
evergreening). However, since what constitutes as 
differ significantly is not fully articulated, the section has 
attracted significant debate. In the recent times, Section 
3(d) has come into focus because of the case involving 
a blood cancer drug by the Swiss pharmaceutical giant, 
Novartis called Glivec® (Imatinib Mesylate). While 
Novartis filed a patent for Imatinib Mesylate, the 
Supreme Court ruled that Glivec could not be patented 
because the cancer-curing properties of Imatinib were 
widely known before the introduction of Glivec itself, 
citing Section 3(d). The argument was that the novelty 
of Glivec lies in making Imatinib more absorbable by 
the human body to fight cancer. (While Imatinib is not 
absorbable, Imatinib Mesylate is more absorbable, and 
hence more effective.)

In sum, it is clear that the intellectual property 
and competition are completely intertwined with 
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each other. Therefore, as we move to a more robust  
competition regime, the CCI ought to be more vigi-
lant in the intellectual property domain as well; as the 
Bulow (2004) study shows, the chances of harming 
competition via possession of intellectual property are 
high. The concerns raised therein are very much valid 
even today!

CONCLUSION

The Indian pharmaceutical industry is one of the major 
pharmaceutical industries in the world, both in terms 
of volume of consumption and value of production. 
Further, given its critical importance, this industry has 
attracted significant policy attention. Given the ever-
changing policy environment, it is only appropriate to 
assume that the firms also adapt their strategies as per 
the policy environment, thereby altering the industry 
dynamics itself. We conclude by discussing some 
important questions that need to be addressed in this 
market both from research and public policy point of 
view, with a developing countries’ perspective (more 
specifically, India).

The first issue that needs to be resolved is the trade-off 
between availability of medicine at cheaper price and 
availability of innovative modern medicine. Differential 
pricing or negotiated pricing between the inno-
vator and the government might be the way forward. 
Further, incentivizing pharmaceutical companies to 
produce drugs that are meant for India-specific prob-
lems (through patent extensions, subsidizing R&D, etc.) 
might be a way forward. Further, encouraging innova-
tors to invest in R&D and manufacturing within India 
for indigenous consumption could be another way in 
which prices for innovative medicines can be lowered.8 
For such initiatives to succeed, a more robust intellec-
tual property regime is important. In India currently, 
it is not clear as to what the damages would be, if a 
patent violation is found. In fact, it is not even clear if 
patent status is taken into consideration when a drug 
is approved!

Another issue that needs to be addressed is the price-
quality paradox. Ensuring highest quality requires huge 
investments, which is often reflected in the price. Given 
that majority of India does not have prescription insur-
ance, this high price drastically reduces affordability. 

On the other hand, lack of quality medicines involves 
other side effects from spurious medicines, which could 
be difficult to control. Therefore, whether the answer 
to this debate is universal, or therapeutic area specific, 
becomes a relevant question to be answered. This ques-
tion becomes even more pertinent with regards to 
expensive and complicated medicines like biological 
drugs. A related area where the policy needs to focus on 
is advertising.9 While informative advertisement can be 
useful, persuasive advertising can be modelled as pris-
oners’ dilemma. Moreover, these expenses are recov-
ered through higher drug prices, thereby harming total 
welfare. As long as branded generics exist, persuasive 
advertising is likely to continue as various pharmaceu-
tical companies vie for doctors’ attention. But can India 
afford to move from branded generics to pure generics 
market (as is the case in the USA, for example)? Given 
that there are significant quality differences across 
brands, the answer is not straightforward.

There is a substantial difference in affordability of 
medicines in India across geographies, income classes, 
etc. A major question that arises in this case is whether 
or not innovative pricing mechanisms can be used as a 
means through which this gap can be addressed. One 
could, for example, consider negotiated pricing for 
government hospitals across various geographies. For 
such differential pricing to work, markets have to be 
plugged so that arbitrage opportunities that arise from 
difference in pricing are not prevalent. In such cases, 
government listed price controls (like the DPCO 2013 
list discussed earlier) sounds like an attractive propo-
sition. However, this might lead to several unintended 
consequences. For example, the price control might 
provide an artificial coordination point for firms to 
tacitly collude. Moreover, firms have an incentive to 
withdraw cheaper drugs from the market and reintro-
duce them in a different form closer to the price control. 
Therefore, a regulatory authority like CCI ought to be 
vigilant about these laws that could harm competition.

Increased use of technology may provide solutions 
to some of these issues; however, some others require 
careful planning involving all relevant stakeholders. 
Moreover, these questions are not just important from 
the Indian standpoint alone. Any developing country 
that aims at a robust pharmaceutical industry that aims 
at fostering competition, innovation, and welfare needs 



76 COMPETITION AND INTELLECTUAL PROPERTY POLICIES IN THE INDIAN PHARMACEUTICAL SECTOR

to contemplate on these issues. Therefore, the policies 
adopted by the Indian authorities are being keenly 
watched in the international arena; this may provide 
India with an opportunity to exhibit thought leader-
ship to countries such as China, Russia, Brazil, etc. The 
Competition Commission of India, the Indian Patent 
Office, the Department of Health, and the Department 
of Pharmaceuticals should work on addressing these 
questions and provide a roadmap for these issues.
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NOTES

1.  This segment borrows heavily from Joseph (2011).
2.  small but significant and non-transitory increase in price 

(SSNIP) test is widely used in the antitrust literature to 
identify relevant market. Imagine X is a manufacturer of 
a molecule A. Suppose X increases the price of molecule 
A by (say) 5 per cent. All those molecules whose demand 
is affected as a result of this non-transitory price change, 
comprise the relevant market for A.

3.  ‘In the Matter of Sun Pharmaceutical Industries Ltd., 
Ranbaxy Laboratories Ltd., and Daiichi Sankyo Co., Ltd.’ 
(Docket No. C-4506). Retrieved from https://www.ftc.
gov/system/files/documents/cases/150130sunranbaxy-
cmpt.pdf 

4.  To our knowledge, Sun Pharmaceuticals and Ranbaxy 
Laboratories merger was the most prominent merger in 
the pharmaceutical market where such detailed divesti-
ture measures were ordered. Divestitures in other mergers 
may not have been followed so stringently because either: 
(a) the merging parties are small; or (b) have no molecules 
in common. 

5.  It should also be noted that brown field investments 
(Indian firms acquired by foreign firms) first come under 
the purview of Foreign Investment Promotion Board 
(FIPB) of India before they come under CCI’s lenses. 
The recent acquisition of India operations of Kemwell by 
Recipharm and China’s Shanghai Fosun Pharmaceuticals’ 
acquisition of majority stake in Gland Pharmaceuticals 
are some such examples. While the former was approved 
by all fronts as of 2 January 2017, the latter is, to our  

knowledge, still pending subject to approval at FIPB, and 
then CCI.

6.  For example, Berndt and Cockburn (2014) show that out 
of 184 molecules approved by the FDA, only 90 have 
been marketed in India. For a detailed review of literature 
pertaining to delayed/refusal to launch, please see Pingali 
and Chatterjee (2015). A recent paper by Cockburn, 
Lanjouw, and Schankerman (2016) has also argued that 
innovator companies delay the introduction of new drugs 
to countries which do not offer strong patent protection.

7.  The FTC of the USA maintains a website where recent 
cases involving pay for delay are listed (retrieved from 
https://www.ftc.gov/news-events/media-resources/
mergers-competition/pay-delay). For the economic argu-
ments behind this practice and some of the earlier inci-
dences of pay for delay, see Bulow (2004).

8.  An interesting point to note is that India has several high 
quality manufacturing units within the country. In fact, 
India has the largest number of FDA- (of the US govern-
ment) approved manufacturing units outside the USA 
(retrieved from http://www.business-standard.com/
article/companies/drug-makers-should-learn-to-appre-
ciate-fda-needs-better-say-experts-114112000926_1.html). 

9.  In India, pharmaceutical companies are not allowed to 
advertise prescription drugs directly to the consumers. 
Therefore, pharmaceutical companies stick to advertising 
only to the doctors. In the pharmaceutical jargon, such 
practice is referred to as detailing. For expositional clarity, 
we stick to advertising.
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