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Compulsory Licensing of Pharmaceutical Patents

It is scandalous that India is yet to issue a single compulsory licence for a drug after the 2005 amendment.

Five years have gone by since the reintroduction of the 
product patent regime for pharmaceuticals and it is time 
public policy reckoned with the implications of local firms 

being debarred from producing and selling a patented drug even 
if they develop the processes of manufacturing the same, unless 
they are granted a compulsory licence (CL). The latter is a right 
granted by the government that allows parties other than the 
patent holder to produce and sell a patented product or use a pat-
ented process, without the consent of the patent holder. Even the 
Government of the United Kingdom, where neoliberalism was 
first conceived, takes advantage of CLs in order to reduce costs in 
the National Health Service, but the Government of India, which 
can also avail of CLs for non-commercial purposes, for example, 
to authorise the production of patented medicines for free or sub-
sidised distribution in government hospitals, has not done so. 
The interests of the transnational pharmaceutical companies 
holding the patents seem more important than the public interest. 

Indeed, in the aftermath of the “Doha Declaration on the TRIPS 
[Trade-Related Aspects of Intellectual Property Rights] Agree-
ment and Public Health” of November 2001, a number of coun-
tries have issued CLs, some of them in the context of the HIV/AIDS 
crisis. For instance, Brazil, Ecuador, Kenya, Malaysia, South Africa, 
and Thailand have issued CLs for anti-HIV/AIDS drugs. India has 
around 25 lakh persons suffering from HIV/AIDS, but only 12% of 
them are being treated. The first generation drugs are now less 
effective, and it is time they are all administered the second and 
third generation drugs. The National AIDS Control Organisation can 
distribute these patented drugs to many more of those affected if 
the government takes advantage of CLs for non-commercial use. 
(Of course, a CL can also be granted for commercial purposes 
upon a potential licensee not being able to obtain a voluntary  
licence on reasonable terms and within a definite time frame.) 

Surprisingly, it is still not sufficiently clear, though there should 
have been no ambiguity on this count after the Doha Declaration 
(mentioned above), that “Each member has the right to grant com-
pulsory licences and the freedom to determine the grounds upon 
which such licences are granted”. The government now seems to 
be waking up to the implications of this Section 5(b) of the Doha 

Declaration and has put up a Discussion Paper on “Compulsory 
Licensing of Patents” on the web site of the Department of Industrial 
Policy and Promotion of the Ministry of Commerce and Industry, 
soliciting views/suggestions of the public by 30 September 2010. 
The paper highlights the fact that “No CLs have been issued in India 
under the amended Patents Act”, this despite the fact that “65% 
of the Indian population still lacks access to essential medicines”. 

The paper draws the attention of the readers to two significant 
cross-border acquisitions –Ranbaxy Laboratories by the Japanese 
transnational Daiichi Sankyo and Piramal Health Care by the US 
transnational Abbot Laboratories, both of which are in the list of 
the top 10 pharmaceutical companies operating in India. The  
authors of the paper are concerned that “If large Indian generic 
companies with the capability to manufacture drugs based upon 
a CL ... are themselves taken over, then the regime of cheap and 
effective drugs may be threatened...” The paper goes on to discuss 
what it calls the “flexibilities” incorporated in the Patents Act, 1970 
as amended in 2005 in its Chapter XVI entitled “Working of Patents, 
Compulsory Licences and Revocation”, which deals with the issue of 
CLs. We need not go over this ground, but a few comments are 
called for. Why cannot the government put in place a CL system 
which is simple and easy to administer and implement? Has the 
government really taken full advantage of all the “flexibilities” 
that the TRIPS Agreement post-the-Doha-Declaration provides? 
What are of practical importance are the grounds for grant of a CL 
and the procedure. The grounds of “reasonable requirements of the 
public” or “reasonably affordable price” can be legally challenged 
and such a process can be lengthy and its outcome uncertain. So 
such grounds need to be clearly and unambiguously elaborated 
upon. As regards the question of a “reasonably affordable price”, 
the discussion paper has some suggestions, among which are the 
very reasonable guidelines of the Japanese Patent Office.  

What then seems to be holding back the government from tak-
ing advantage of the instrument of the CL in the public interest? 
Frankly, the government seems more bothered about the interests 
of the large transnational pharmaceutical companies. We are  
reminded of the top priority the then Indian Prime Minister Atal 
Behari Vajpayee gave to resolving the issue of “data exclusivity” 

GDP growth. While aggregate employment in the primary sector 
declined in absolute terms, the growth rate of employment in 
the secondary sector and services was only 1% per annum.  

The NSS numbers are nowhere close to the claims of employ-
ment creation made in the Mid-Term Appraisal of the Eleventh 
Plan of the Planning Commission. These also betray the tall 
claims made by the Economic Advisory Council of the Prime  
Minister which said a few years ago that a growth rate of  
9-10% would be sufficient to absorb the annual addition of 
around 12 million to the labour force purely as a result of the  
demographic dividend. 

But more than the issue of employment estimates, the lack of 
employment generation in the first three years of the UPA government 
is a serious question mark on its commitment to inclusive growth. 
Available evidence also points to an increasing inequality in in-
comes and opportunities. Not only has the intersectoral productivity 
gap widened, the share of wages in value added has continued to 
show a decline with that of profits rising. The 64th round of the 
NSS also suggests a widening of the wage gap between the skilled 
and unskilled labour force at a faster rate than before. Clearly, 
the challenge of decent employment creation will prove to be a 
stumbling block in realising any measure of inclusive growth. 
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Ever since France began expelling the Roma migrants, Europe 
has had to confront once again its unspoken antipathy  
towards ethnic minorities. The Roma or Romani peoples – 

who number somewhere between 4 and 10 million, now live 
mainly in eastern Europe. The Romas are seen as “different” be-
cause of their refusal to be “settled” in any one place and most of all 
because of their refusal to be assimilated into European society. 
This has tested European society which takes pride in its professed 
tolerance and even respect for diversity but has occasionally shown 
streaks of racism. According to current scholarship, the Romas, 
who were earlier derogatorily referred to as “gypsies”, originally 
migrated from north-west India in the 11th century. The Romas 
have always been discriminated against – because their skin col-
our is different, because they have always lived akin to nomads 
(in “caravans”), because they are associated with crime and most 
important because even in the 21st century they are insistent on 
retaining their distinctive non-mainstream lifestyle.

The discrimination against the Romas reached its “final solution” 
when somewhere between 2,50,000 and 1.5 million Romas were 
exterminated as part of a Nazi genocide during the 1930s. While 
the mass extermination of the Jews of Europe has been recorded 
and acknowledged, the equally shameful secret of Europe is the 
genocide of the Romas. But this to date has not been fully ac-
knowledged in the same measure and is as dark an event as the 
other one in European history. Indeed, if the Romas are now 
found mainly in central and eastern Europe, it is because those 
who lived in western Europe were subjected to mass murder by 
the Nazis, not without silent support from the local population.

It is France’s decision to evict the 2,000+ Roma migrants back 
to Romania that has attracted attention, but other countries in 
west Europe have not behaved differently. Denmark, Sweden 
and Germany have all implemented eviction policies targeted at 
the Romas. Italy had earlier come down on the Romas.

The justification in all cases is that the Romas, who have recently 
migrated from central and eastern Europe – mainly from Bulgaria, 
Hungary and Romania – after the expansion of the European 
Union and consequent removal of immigration controls, come 
with very low education, negligible skills and live socially, eco-
nomically and geographically apart in their new countries of  
residence. This, it is claimed, pushes them to beggary and petty 
crime. France, for instance, blames the Government of Romania 
for not assimilating the Romas, which leaves them unprepared for 
a “settled and productive life” in their new homes. The link be-
tween the Romas and crime is, of course, not proven anywhere and 
if the Romas are indeed pushed to petty crime, the hostility of local 
societies towards them cannot be any less of a contributory factor.

There is always an immediate cynical reason for the targeting 
of the Romas. French president Nicolas Sarkozy is known to embrace 
symbolic actions whenever he needs to boost his popularity among 
his natural base of right wing conservatives. For the blighted  
Romas, it is Sarkozy in France who has picked on them. Two 
years ago it was Silvio Berlusconi of Italy who went after them.

The Romas suffer from very high rates of poverty even in their 
home countries (where discrimination is just as prevalent), levels 
of education are extremely low and the most common occupation 
seems to be low-level recycling of scrap. These distinctive fea-
tures of the Romas make them easily typecast as the unwelcome 
“other”. Of course that the poorest among them turn to begging 
on the streets of the cities of some of the richest countries of the 
world offends the fine west European sensibilities.

It is easy to say that education will lead to lower poverty and 
that education will also lead to the creation of a settled middle-
class of Romas which would, in turn, lead to assimilation with 
mainstream European society. But “civilised” Europe is expected 
to respect difference and afford those who do not wish to be inte-
grated with the larger “other” the same rights as the mainstream. 

Living on the Fringes

The current discrimination against the Romas is the result of European prejudice. 
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Muslim League Comes  
to Life  
Congress expediency in Kerala in seeking the 
cooperation of the Muslim League to fight 
Communists in the last general elections is 

claiming its price. Addressing the Tamil Nadu 
Muslim League Conference in Madras last week, 
Mohammed Ismail, President of the Indian 
Union Muslim League, was gloating over the 
fact that “the Muslim League was not only in 
existence but was very much alive all the time”. 
He found considerable satisfaction in observing 
that the very Congress leaders who had been 
waiting for “the relics of the non-existent Mus-
lim League” to be removed to “a museum” had 
to come forward and “put a distinguished rep-
resentative of the same organisation at the 
head of a whole and important department, the 

Legislature of Kerala State”…What the recent 
traffic of certain Pradesh Congress organisa-
tions with the hibernating League has done is to 
give them respectability and a sort of sanction 
which could be utilised by League leaders to 
whip up the enthusiasm of the Muslim masses, 
who had been disillusioned after Partition.

Despite the fine phraseology used to cover 
the new aims and policies of the League,…it is 
only too patent from the proceedings of the 
Conference in Madras that the motives actu-
ating the Leaguers have remained unchanged 
in the years of freedom. 

– about which the transnational pharmaceutical corporations were 
highly agitated at the time – immediately after his return from the 
US in November 2001. On such matters, has the present incumbent 
been any different? So, it is not merely the question of a liberal 

specification of the grounds and procedure for the grant of CLs to 
non-patentees to produce and sell patented products, it is essen-
tially the de facto precedence that the government accords to the 
rights of the patent holder over the basic human right to health. 


