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Low-cost, quality and generic medicines will 
play a critical role, if governments are to 
realise the sustainable development goal 
(SDG) of universal access to health care. 
Access to quality generic treatment is 
particularly important for households that 
pay for medicines out-of-pocket. When poor 
households lack access to affordable 
generics, they forego treatment, sell precious 
assets, or make difficult choices between 
paying for medicines and other basic 
necessities.

The presence of multiple generic 
competitors in India has reduced the cost of 
cancer and HIV treatments by as much as 90 
to 1,000 per cent. For instance, first-line HIV 
treatment in the U.S. that costs over Rs.16 
lakh annually for just one patient will work 
out to be approximately Rs.7,000 in the 
National AIDS Control programme 
(NACP).

India’s crucial role

India is at the centre of the world’s generic 
drug production as it is one of the few 
countries with the technical capacity to 
produce raw materials, also known as active 
pharmaceutical ingredients. When generic 
substitutes are not available in India —due to 
patent monopoly — they lead to high drug 
prices as only the proprietary companies can 
manufacture them.

The Ministry of Commerce must be cautious 
of Free Trade Agreements being negotiated 
with the European Union as well as the 
Regional Comprehensive Economic 
Partnership that further strengthen or extend 
intellectual property (IP) monopolies. These 
will subsequently delay generic competition 
and the associated drop in prices, which will 
have a negative impact upon access to 
affordable medicines from domestic 
producers. Parliament’s inclusion of public 
health safeguards in its patent law through an 
amendment in 2005 set a progressive 
precedent. It substituted Section 3(d) of the 
Patents Act such that frivolous changes 
which did not increase the efficacy of a 
medicine would not make it eligible for a 
patent. Thus, it protected generics from the 
practice of “evergreening”. Use of these 
safeguards by patient groups, courts and the 
patent office has now become a target of the 
multinational pharmaceutical lobby.

The U.S. Trade Representative’s (USRT) 
“Special 301 Report” has, once again, placed 
India on a ‘Priority Watch List’ — of 
countries whose intellectual property laws it 
dislikes. This move is to create pressure on 
the Ministry of Commerce and Industry. Not 
satisfied with this move, the U.S. Trade 
Representative now has an “action plan” for 
India with benchmarks to hold India 
“accountable” for IP-related trade practices 
that disadvantage American companies. The 
Indian government should reject such 
blatant interference in our internal policies 
on intellectual property. Commerce Minister 
Nirmala Sitharaman is right in pointing out 
that the Special 301 Report is inconsistent 
with World Trade Organisation (WTO) 
norms which clearly state that any dispute 
between two countries needs to be referred 
to its Dispute Settlement Body and unilateral 
actions such as the report are untenable.

India must reject IP laws which the U.S. is 
trying to force on us. These have led to an 
unprecedented health crisis in the U.S. itself, 
with spiralling prices of medicines. The issue 
of affordable health care has dominated the 
primaries in the ongoing American 
presidential elections. This failed model, 
which has allowed companies to profit from 
misery and rejected even in its own country, 
is not worthy of our consideration.

Compliant laws

India’s laws and policies are compliant with 
the WTO Agreement on Trade-Related 
Aspects of Intellectual Property Rights 
(TRIPS), promote generic competition and 
limit abusive pharmaceutical industry 
practices. They follow a middle path between 
granting monopoly patent rights and public 
health imperatives.

The new pharma FDI policy undermines Indian 
generics, which may make drugs more expensive

B.Vinod Kumar, Member of  Parliament

Standing up to patent bullying

The Union government’s decision to allow up 
to 74% foreign direct investment in 
pharmaceutical companies through the 
automatic route could threaten competition in 
the pharmaceutical sector and India’s role as a 
supplier of  low cost, life-saving drugs across 
the developing world.
In 2013, the Department of  Industrial Policy 
and Promotion, which is the nodal body for 
FDI policy in India, sought to restrict FDI in 
brownfield pharmaceutical projects (those in 
which a government or private entity buys or 
leases existing production facilities to start 
new production activity) to discourage 
multinational drug corporations from taking 
control of  Indian generic companies that 
produced critical drugs and vaccines at prices 
lower than brand-name drugs. The decision to 
roll back on this policy now could mean that 
the majority stake in key generics 
manufacturers, like Cipla, can be easily 
transferred to multinational drug 
corporations.
Blow to world’s pharmacy
Cipla is a symbol across the world of  all that 
India has achieved with its policy of  self  
reliance in technology, domestic production 
and the provision of  life-saving drugs to its 
people. It represents the aspirations of  the 
country and its lawmakers who invested and 
built a generic industry to ensure that it had 
the technology to manufacture affordable 
essential medicines for its people.
Indians should be concerned about the recent 
decision to allow 74% brownfield FDI in 
pharma under the automatic route as this will 
speed up the ongoing pincer strategy to take 
over the pillars of  the Indian generic industry, 
which is known as the pharmacy of  the 
developing world. Companies like Cipla that 
contributed not only to employment, 
development of  indigenous technologies and 
innovation but also significantly to the 
availability of  medicines to tackle public health 
challenges, could be taken over with no prior 
approval.
Generic companies like Cipla are now at great 
risk of  being merged and acquired, becoming 
a part of  multinational pharmaceutical 
corporations like Pfizer, GlaxoSmithKline, 
Merck or Bristol-Myers Squibb. They might 
no longer play a role in meeting the public 
health needs of  the developing world, but 
simply be cogs of  the multinational 
pharmaceutical industry whose sole aim seems 

to be to generate supra-normal profits for its 
CEOs and shareholders.
Affordable healthcare hit
It is important to distinguish between 
brownfield investments that are basically 
mergers and acquisitions, and greenfield 
investments in which the parent company 
builds the business up from scratch. 
Greenfield FDI in the pharma sector will have 
a stronger and long-term impact on growth as 
foreign investors will have to build new 
manufacturing units and/or research and 
development facilities from the ground up, 
contributing to jobs and technology transfer 
to the country.
Unfortunately, government policies over the 
last decade have increasingly encouraged 
brownfield investments, which work like this: 
A Japanese or US pharmaceutical corporation 
purchases a Indian generic company, resulting 
in a transfer of  the controlling stake, with 
huge profits accruing to the firm’s previous 
owners without resulting in major investment 
in the country.
Ranbaxy is a classic example. In 2008, the 
owners of  the company, the Singh brothers, 
sold their stake in the company, which 
consisted of  brands, production units and 
research and development facilities. The 
owners earned huge profits, but the company 
itself  has all but disappeared. Ranbaxy’s 
phenomenal growth stagnated after it was 
acquired by the Japanese company Daiichi, 
and it was finally resold to Sun Pharma in 
India, which was one of  its competitors. From 
one of  the leading generic manufacturers that 
took pride in leading the production and 
supply of  affordable HIV and cancer 
medicines like Zidovudine and Imatinib at the 
beginning of  the century, Ranbaxy today exists 
only as a subsidiary for Sun Pharma’s branded 
business.
Relaxing the norms on brownfield FDI in 
pharma will not contribute to technology 
transfer or new research and development 
facilities. It will only allow capital flow from 
India to developed countries whose 
pharmaceutical industry is taking over key 
Indian companies to enter the generic branded 
business in high and middle income countries. 
In the process, India will lose an independent 
generic industry that fiercely competes with 
patent-holding multinational pharmaceutical 
corporations to bring low cost essential 
medicines to the market.

By relaxing brownfield pharma FDI norms, the government is making way for
multinational corporations to take over 'Make in India' generics companies
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When generic substitutes 
are not available in India 
— due to patent 
monopoly — they lead to 
high drug prices as only 
the proprietary companies 
can manufacture them.

India must reject IP laws 
which the U.S. is trying to 
force on us. These have 
led to an unprecedented 
health crisis in the U.S. 
itself, with spiralling 
prices of medicines. 
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Why India is the ‘Pharmacy of the Developing World’?

Sky high prices of  patented drugs in the US vs low cost Indian generics
The prices of  medicines in the United States are one of  the highest in the world because US laws and 
policies blindly favour pharmaceutical companies over generic competition, allowing in multiple and 
extended monopolies on the same medicine leading to exorbitant prices for lengthy periods of  time. 
On the other hand, India’s policy and lawmakers have identified generic competition as the strongest 
and most effective force to reduce drug prices. Having fewer patents in India means more generic 
competition, which means more affordable medicines for people and governments in developing 
countries.  In contrast to India’s stricter patentability criteria, the U.S. has patent standards which 
allow for the granting of  secondary patents for very obvious modifications of  existing medicines. 
This practice, known as ‘ever-greening,’ acts to delay generic competition and keep prices high, and 
is a common tactic by which the pharmaceutical industry extends their monopoly on drugs beyond 
the original patent’s 20 years. Long monopolies to a single company in the US  keeps prices high 
because generic competition is blocked. The infographic highlights the sky high prices of  patented 
drugs in the US vs low cost Indian generics 
   

Millions of people around the world rely on affordable medicines ‘made in 
India’ to stay alive
Before 2005, India did not grant product patents on medicines. This allowed for the production of  low-cost 
generic versions of  medicines that were patented in other countries. Thus, Indian manufacturers with their 
reverse engineering skills were the first to market low-cost versions of  life-saving cancer (imatinib) and HIV 
drugs (zidovudine) within two-three years of  their US launch. Robust competition among generic producers 
in India has resulted in more than 99 per cent price reductions in medicines across different therapeutic areas, 
including hepatitis C, HIV/AIDS, malaria, tuberculosis and non-communicable diseases that are critical for 
public health programmes. 

Access to affordable HIV treatment from India is one of  the greatest success 
stories in medicine
In the year 1999, WHO announced HIV/AIDS to be the No.1 killer in Africa. Big pharmaceutical 
corporations with patent monopolies were charging over $10,000 per patient per year for antiretrovirals 
(HIV medicines), thereby blocking treatment for millions across the developing world.  
Dr. Yusuf Hamied from India electrified the world by announcing that the generic company Cipla could 
manufacture and supply the triple fixed dose combination of HIV antiretrovirals at $1 a day, a 99.99 per cent 
price cut. Today, India is the world’s primary source of affordable HIV medicines, as it is one of the few 
countries with the capacity to quickly produce newer HIV as generics. All major donors, and procurers like 
the Global Fund, U.S. President's Emergency Plan for AIDS Relief (PEPFAR), UNITAID, rely on quality 
affordable generic antiretrovirals for the programs they support. Using generically produced medicines from 
India, developing country governments have initiated HIV treatment programmes that currently reach over 
15 million people living with HIV/AIDS.

India is one of  the biggest suppliers of  low cost vaccines in the world  
The importance of  availability of  competing products from Indian manufacturers to significantly bring down prices 
has worked well in the area of  vaccines. The recombinant Hepatitis B vaccine is an excellent example. Large 
multinational pharmaceutical companies held monopolies on the vaccine and kept prices high. At prices as high as 
USD$23 a dose, an Indian manufacturer in India, saw an unmet need, and in the absence of  patent barriers developed 
a Hepatitis B vaccine to reduce prices to less than $1/dose. Today, India is a main supplier of  vaccines to Ministries 
of  Health and the UNICEF. 

India prevents ‘evergreening’ and makes affordable generics possible 
Evergreening’ or ‘secondary’ patents are routinely granted in the US and other jurisdictions, but India 
chose to prioritise access to medicines over multinational pharmaceutical industry interests. In 2005, 
India adopted a strict medicines patent law that, while allowing patent protection for new 
pharmaceutical compounds, makes it tougher to get a patent on new forms of  existing medicines. The 
law was designed with the social objective of  stopping drug giants from indulging in “evergreening,” 
a common abusive patenting practice in the pharmaceutical industry aimed at filing and then obtaining 
separate patents relating to different aspects of  the same medicine. This public health approach to 
setting strict patent standards is in line with international trade rules and encourages timely entry of  
affordable generics into the market driving prices down. How the law works is borne out by the patent 
decision in 2005 which rejected the Swiss pharmaceutical company Novartis attempt to patent the 
salt/crystalline form of  imatinib, a life saving medicine for treating chronic myeloid leukemia. Filing 
and obtaining patents covering salt and crystal forms of  existing pharmaceutical compounds is a 
lucrative game for pharmaceutical companies and Novartis tried to do the same in India but failed due 
to public health safeguards in the patent law. As a result the drug - imatinib mesylate –produced 
generically costs US$790 per patient per year in India compared to US$106, 322 per patient per year


