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With an impending Avian influenza or bird flu pandemic, the issue of patents and public health has once again taken 
centre stage. Oseltamivir (known by its brand name ‘Tamiflu’), a patented antiviral pill, has emerged as the world's first line 
of defence against bird flu. A key priority for most nations is to create sufficient stockpiles of this pill that can then be easily 
distributed and administered during a pandemic. Keeping this end in mind, this paper explores the patent position in India 
and looks at ways to work around a patent, should one issue in future, to accelerate access in the event of a pandemic. The 
paper recommends various strategies for creating an optimal and affordable stockpile and calls on the government to take a 
more definite stand in the matter. 
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The relationship between patent rights and access to 
essential medicines has elicited mainstream media 
attention again and this time, in the context of the 
notorious Avian influenza or what is commonly 
referred to as ‘bird flu’.1 This contagious disease, 
caused by the H5N1 virus that normally infects only 
birds (and, less commonly, pigs) is slowly crossing 
over to infect humans.2 Owing to fears that this virus 
will mutate to a form that is easily transmissible 
between humans, most nations are bracing themselves 
for an influenza pandemic.3 The WHO, which uses a 
series of six phases of pandemic alerts as a system for 
informing the world of the seriousness of the threat 
opines that the world is now in Phase 3 and that ‘a 
new influenza virus subtype is causing disease in 
humans, but is not yet spreading efficiently and 
sustainably among humans’.4  
 Unfortunately, there is no vaccine as yet5 and 
Oseltamivir (known by its brand name ‘Tamiflu’), a 
patented antiviral pill, has emerged as the world's first 
line of defence against bird flu. Oseltamivir, which 
belongs to a class of medicines called neuraminidase 
inhibitors (NAI) prevents the influenza virus from 
spreading inside the body and can be used both for 
prevention and treatment of influenza.6 

 A key priority for most nations is to create 
sufficient stockpiles of Oseltamivir that can then be 
easily distributed and administered during a 
pandemic. Needless to state, the existence of a patent 
on the pill assumes some significance, as it invariably 
impacts the ability of nations/national entities to 
create affordable stockpiles.  
 Gilead Sciences Inc, which owns patent rights over 
Oseltamivir in several countries entered into an 
exclusive agreement with Roche in 1996 to develop, 
manufacture and market the product.7 Despite 
apprehensions of its ability to meet global 
requirements in the event of a pandemic, Roche 
initially went on record stating that it intended to 
remain the sole producer of Tamiflu. Subsequently, 
owing to widespread protests and threats of 
compulsory licensing, Roche committed, in principle, 
to a wide licensing scheme that would guarantee 
adequate and timely supplies.  
 At first, Roche insisted on using its patent-based 
rights to limit production to its manufacturing 
facilities and three favoured, but secret, out-source 
manufacturers (sub-licensees). When public outcry 
revealed that it would take Roche ten years, even with 
expanded capacity, to satisfy minimal requests for 
international stockpiles, Roche made widely 
publicized offers to enter into discussion with any 
party who is able to fully or partially produce 
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substantial quantities of Tamiflu, for emergency 
pandemic use, which a specialized timeline and in 
accordance with appropriate quality specifications, 
safety and regulatory guidelines.8 
 To date, Roche has granted only two sub-
licenses the first to Shanghai Pharmaceutical Group 
for manufacture and supply in China and the second 
to Hetero Drugs for manufacture and supply in India 
and to other developing and least developed country 
markets.9 Given Roche’s initial desire to control 
production and the fact that the specific terms of the 
sub licenses are not known, one is not certain if 
supply by Roche and/or its partners would, by itself, 
be sufficient to ensure adequate and affordable 
production of Tamiflu.  
 In this climate of uncertainty, what are the options 
for a country that is interested in creating an adequate 
stockpile to ensure a timely supply of Tamiflu in the 
event of a pandemic? Analysis is limited to India, 
particularly, since it is home to leading generic 
manufacturers that are well equipped to manufacture 
and supply Tamiflu at extremely low costs, not just 
within India, but throughout the world.10  
 The specific issues to be addressed in this paper 
are:  

(i) Given the recent introduction of a product 
patent regime for pharmaceutical inventions in 
India,11 can a company like Cipla manufacture 
and supply Oseltamivir?  

(ii) In what ways can the Indian government work 
through the Tamiflu patents to facilitate the 
creation of stockpiles that would ensure a 
timely and adequate distribution of Oseltamivir 
in the event of a pandemic? 

 
Exploring the Patents Covering Tamiflu 
 Till date, there are two patents covering novel 
processes for the manufacture of Oseltamivir and two 
applications claiming compositions containing the 
compound Oseltamivir and/or its salts/esters in India. 
Since a decision on the patent applications is still 
pending at the Indian Patent Office, it is very difficult 
to estimate whether applications covering the 
Oseltamivir compositions in India will mature into 
patents. However, a prima facie estimate suggests that 
these applications, as they stand now, may not 
necessarily pose an obstacle to those generic 
manufacturers who wish to manufacture Oseltamivir 
in India.  

 While there are several patent applications relating 
to processes for the manufacture of Oseltamivir in 
India, only two applications had matured to a patent.12 
However, these process patents too are not likely to 
pose significant problems for Indian generic 
manufacturers, for whom the creation of alternative 
processes is fairly routine business now.  
 Lack of any product patents covering Oseltamivir 
in India is because prior to 2005, India did not grant 
pharmaceutical product patents. However, 
applications claiming such products were put away in 
a mailbox to be examined in 2005.13 Pursuant to the 
introduction of such a mailbox facility, Gilead filed 
two applications. One of them titled ‘Carbocyclic 
compounds’ was filed in 199614 and the other titled 
‘Novel compounds and methods for synthesis and 
therapy’ was filed in 1999.15 
 A prima facie reading of these applications, 
indicates that none of them cover the compound 
Oseltamivir itself rather claims are made to 
compositions containing Oseltamivir or its 
salts/esters.16 This is surprising, given that patents 
claiming the compound Oseltamivir have been 
granted in US and the Indian applications claim 
priority from these US patent applications.17 This 
lapse may be corrected at a later stage by Gilead 
amending its patent application to include a claim to 
the compound itself. The Indian patent office permits 
such amendment, provided that the compound is 
disclosed somewhere in the application and that the 
amendment does not claim any new subject matter. 
However, if the grant is made in the form in which the 
application stands now, it appears that generic 
manufacturers could manufacture Oseltamivir, 
provided that they use a different composition and not 
the patented ones. In fact, generic manufacturers 
could even challenge the claim to the composition on 
the following grounds: 
 

(i) A claim to a composition comprising the 
compound and/or its salts/esters is anticipated 
by/obvious from the main Oseltamivir 
compound. 

(ii) A claim to a composition comprising the 
compound and/or its salts/esters does not have 
increased efficacy (when compared with the 
main Oseltamivir compound) and is therefore 
violative of Section 3(d) of the Indian Patent 
Act. Section 3(d) states in pertinent part states 
that ‘the mere discovery of a new form of a 
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known substance which does not result in the 
enhancement of the known efficacy of that 
substance’ would not be patentable. A recent 
decision by the patent office involving 
Novartis’ controversial anticancer drug, 
Gleevec, pegs the demonstrable ‘efficacy’ 
standard at a fairly high level, with the patent 
office holding that an increase of 30% bio-
availability between the free base and the beta-
crystal form of imatinib mesylate (the subject 
matter of the patent application) did not 
amount to an improvement in efficacy.18 

(iii) A composition comprising the Oseltamivir 
compound and/or its salts/esters contravenes 
Section 3(e) of the Act as it amounts to a 
‘substance obtained by mere admixture 
resulting only in the aggregation of the 
properties of the components thereof’. 

 

 However, if amendments to include the main 
Oseltamivir compound are permitted, then one could 
argue that the claim to such compound is anticipated 
by/obvious from the ‘Markush’ structure of 
Zanamavir, which has already been disclosed in prior 
art.19 Even if the Oseltamivir molecule was shown to 
be a new form/derivative of Zanamivir, it would fall 
under Section 3(d) of the Act unless increased 
efficacy of Oseltamivir over Zanamivir is shown. 
 Assuming that the mailbox applications are 
meritorious enough to warrant the grant of a patent in 
the form claimed and/or with amendments permitting 
a claim covering the main Oseltamivir compound, 
such grant may not occur prior to 2009 due to fact that 
there are about 8926 mailbox applications20 waiting to 
be examined. Of course, with recent initiatives aimed 
at modernising the patent office and streamlining the 
application process,21 the time period may be lesser. 
 Given the critical role that any Oseltamivir patent is 
likely to play in India’s preparedness/response to a 
pandemic, neither the Indian government nor generic 
manufacturers can afford to wait until 2009 for the 
patent position to clear up. Therefore, the Gilead 
mailbox applications ought to be taken up on a fast 
track basis for determination. A precedent for such 
fast tracked process has been established with the 
recent examination and denial of a patent to 
Novartis’s Gleevec drug referred to earlier, which was 
decided upon within approximately one year of the 
2005 Act coming into force.22 If Gilead, or any other 
interested party, such as, Cipla, is permitted under 
Section 11B, were to request an immediate 

examination of the pending Oseltamivir mailbox 
applications, it is possible that a decision could be 
issued within a similar time frame.  
 
Retrospective Damages 
 As is evident from the above, till such time as a 
product patent relating to Oseltamivir issues, generic 
manufacturers are free to manufacture Tamiflu, 
provided they use a different process.23 But will they 
be liable for damages retrospectively? Not so, under 
the new patent regime, since the section that provides 
for retrospective damages does not apply to 
pharmaceutical ‘mailbox’ applications. Section 
11A(7) of the Patents Act provides that patentees are 
entitled to claim damages retrospectively from the 
date of publication of their patent 
applications which means that the moment a patent 
application is published (as opposed to a patent being 
granted), a third party runs the risk of damages if 
he/she infringes. The Act however provides that such 
retrospective rights under Section 11A do not apply to 
pharmaceutical mailbox applications.24 Indian generic 
manufacturers can therefore manufacture Tamiflu 
undeterred till a patent actually issues.  
 

Post Patent Options 
 Assuming that the mailbox applications mature to 
patent grants and that generic manufacturers find it 
difficult to come up with alternative formulations, 
what are the options for continued production?  
 
Voluntary Licensing 
 The first and most obvious option is to negotiate a 
voluntary license with Roche/Gilead. Indeed this is 
what the generic manufacturers appear to be doing25 
and as noted earlier, Roche recently granted a sub-
license to Hetero Drugs. As is to be expected with 
voluntary licences, and as has been the case thus far 
with the sub-licensing of Tamiflu,26 little detail has 
emerged as to the terms and condition of the licence 
with Hetero. Based on the bare essentials provided in 
Roche’s press statement and other media reports, one 
has reason to doubt the potential of this licensing 
arrangement to cater appropriately to a timely and 
affordable creation of stockpiles: 
 Firstly, it appears that the license is restricted to 
manufacturing and supplying Oseltamivir for the 
purpose of government stockpiling only (in India and 
other developing and least developed countries).9,27 If 
this is so, then NGOs, private hospitals and inter-
governmental agencies, that have, in the past, been 
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successful in getting essential medicines across to vast 
cross sections of people in disadvantaged regions may 
be excluded from requesting the Tamiflu pill.28  
 Some news reports state that Hetero is to produce 
one million capsules of Oseltamivir phosphate for the 
Indian Government.29 This is just 0.1% of India’s one 
billion population and appears to be a number far 
lower than the stockpile numbers of countries with 
lesser populations such as the UK and France.30 
Therefore, it remains to be seen whether the sub-
licence will allow for adequate stockpiling numbers.  
 Given the uncertainty with the licensing 
arrangement, the government ought to request 
information from Roche/Hetero regarding the license, 
in order to assess whether the quantities under the 
license would be sufficient to match an optimal 
stockpile number. 
 
Compulsory Licensing 
 Should an attempt at voluntary licensing fail, a 
private entity such as Cipla or Ranbaxy or a public 
entity such as the government could invoke one of the 
many compulsory licensing grounds available under 
the Indian patent regime.31 For the sake of clarity, the 
grounds have been divided into two categories, those 
that can be invoked directly by a private entity such as 
Cipla or Ranbaxy (labelled for the sake of 
convenience as ‘private grounds’) and those that can 
only be invoked by or with the help of the 
government (labelled for the sake of convenience as 
‘public grounds’).  
 
Private Grounds 
 Some of the key grounds that can be invoked by 
Cipla or Ranbaxy are highlighted below: 

(i) Section 84 (1) (a) can be invoked when ‘the 
reasonable requirements of the public with 
respect to the invention have not been 
satisfied’. Given Roche’s current inability to 
cater (by itself and/or with Hetero) to a 
potential pandemic, this appears to be a good 
ground to invoke. 

(ii) Section 84 (1) (b) comes into operation when 
‘the patented invention is not available to the 
public at a reasonably affordable price.’ 
Roche’s Managing Director in India recently 
promised that Roche will bring in Tamiflu to 
India at approximately Rs 64 per tablet32 if 
Roche lives upto this, it may be difficult to 
argue that the price is unaffordable. 

 Unfortunately, the above grounds kick in only after 
three years from the date of the patent grant. What 
does a generic manufacturer do in the interim? This is 
where ‘public grounds’ (such as those in Section 92) 
come to the rescue.  
 In addition, there are two other ‘private’ compulsory 
licensing grounds introduced by the 2005 Act. The first 
one, a truly unique provision aimed at aiding generic 
manufacturers, provides that in the case of those 
mailbox applications that result in the grant of a patent, 
an automatic compulsory licence would issue to those 
generic companies that made a ‘significant investment’ 
and were ‘producing and marketing’ a drug covered by 
the mailbox application prior to 2005.33 Thus for 
example, in the context of Gilead’s mailbox 
applications relating to Tamiflu, if a company such as 
Cipla were producing a generic version of Oseltamivir 
prior to 2005, then it could ask for a compulsory 
license on a ‘reasonable royalty’ basis. However, since 
neither Cipla nor any of the other Indian generic 
manufacturers produced any Tamiflu prior to 2005, 
they cannot invoke this ground. 
 The second ground added by the 2005 amendments 
enables exports to countries with inadequate 
manufacturing capabilities and incorporates what is 
commonly referred to as the ‘Paragraph 6 Decision’.34 
Section 92A states that compulsory licence shall be 
available for manufacture and export of patented 
pharmaceutical products to any country having 
insufficient or no manufacturing capacity in the 
pharmaceutical sector for the concerned product to 
address public health problems, provided compulsory 
licence has been granted by such country or such 
country has, by notification or otherwise, allowed 
importation of the patented pharmaceutical products 
from India. 
 Given that many countries are looking to Indian 
generic manufacturers for their Tamiflu supplies in 
the event of a pandemic,9 this is a very useful 
provision and is relatively easy to invoke.35 This 
provision applies to even developed countries with 
insufficient Tamiflu manufacturing capacity, provided 
of course that they have not ‘opted out’ as importers.36 
 
Public Grounds 
 Section 92 covers the main ‘public’ compulsory 
licensing ground and stipulates that the government 
may, by notification in the Official Gazette, declare 
that compulsory licences should be granted in respect 
of any patent, irrespective of the time that has elapsed 
since the grant of such patent, in respect of cases of:  
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(i) national emergency 
(ii) extreme urgency or 
(iii) public non-commercial use. 

 Subsequent to such declaration, even a private 
entity such as Cipla can apply for a license and ‘in 
settling the terms and conditions of a license granted 
under this Section, the Controller shall endeavour to 
secure that the articles manufactured under the patent 
shall be available to the public at the lowest prices 
consistent with the patentees deriving a reasonable 
advantage from their patent rights.’ Thus, unlike 
Section 84, which is triggered upon the occurrence of 
events that could, in a wide sense, be classified as 
‘abusive practices’ by the patentee, Section 92 caters 
to a ‘public interest’ situation. The key advantage of 
Section 92 is that, unlike Section 84 discussed earlier, 
there is no 3-year waiting period i.e. the government 
can invoke these provisions immediately to ensure 
adequate and timely production of Tamiflu stockpiles. 
Importantly, Section 92(3) gives the Controller 
discretionary powers to not follow the cumbersome 
procedure under Section 87 (ref. 37). Needless to 
state, the absence of some of these procedural pre-
requisites would ensure a quicker license under 
Section 92 than under Section 84. 
 Apart from cases of ‘national emergency’ and 
‘extreme urgency’, Section 92 can be invoked to 
further a ‘public non-commercial use’. This term has 
not been defined but presumably, any programme 
where the government manufactures (or authorises 
manufacture of) Oseltamivir for ‘stockpiling’ 
purposes or provides the drug at cost or for free would 
presumably amount to a public non-commercial use.38 
A commentary notes the wide ambit of the term 
‘public non-commercial use’: 
 There are many ways that the terms ‘public non-
commercial use’ may be defined in good faith. The 
term ‘public’ could refer to use by a government, as 
opposed to private, entity. The term may refer also to 
the purpose of the use, that is, use for ‘public’ benefit. 
A private entity could be charged with exploiting a 
patent for the benefit of the public. ‘Non-commercial 
use’ may be defined either in relation to the nature of 
the transaction, or in relation to the purpose of the 
use. Regarding the nature of the transaction, ‘non-
commercial’ may be understood as ‘not-for-profit’ 
use. A commercial enterprise does not ordinarily enter 
the market without intending to earn a profit. 
Regarding the purpose of the use, ‘non-commercial’ 
may refer to the supply of public institutions that are 

not functioning as commercial enterprises. The supply 
of a public hospital operating on a non-profit basis 
may be a ‘non- commercial’ use of the patent.  
 In short, Section 92 is a fairly robust provision that 
could come to the aid of a generic manufacturer 
(albeit via intervention from the government) that 
seeks to manufacture Oseltamivir in the event of a 
pandemic. 
 
Government Use 
 Apart from compulsory licensing provisions, India’s 
patent regime envisages another variety of non-
voluntary licensing i.e. government use of 
inventions/patents. As evident from the term, this 
means that in certain cases, the government is free to 
use a patented invention without running the risk of 
being sued for infringement. The government use 
provisions are encapsulated in two different parts of the 
Patents Act the first in Section 47 and later in 
Chapter XVII. The provisions are dealt with separately 
for the sake of clarity and owing to different nature of 
‘use’ contemplated under both these provisions.39 
 
Chapter XVII 
 Under Chapter XVII (Sections 99 to 103) titled 
‘Use of inventions for purposes of government’, the 
Central Government or anyone authorised by it may 
use an invention for the purposes of the Central 
Government, a State Government or a Government 
Undertaking on payment of adequate remuneration or 
compensation. 
 As evident from the above, although it is only the 
Central government that can invoke this provision, the 
‘purpose’ for which it can be invoked is not limited to 
the Central Government—rather it can be invoked for 
the ‘purposes’ of any State Government or even a 
government undertaking.40 

 This provision is therefore wide in scope and can 
be invoked to help produce Oseltamivir for use in 
government hospitals and other entities that are 
related to the government in some substantial way. 
However, it cannot come to the aid of private 
companies such as Cipla and Ranbaxy, unless the 
Central Government authorises these companies to 
produce Oseltamivir for a ‘government’ purpose. An 
important question to ask would be: whether the 
threat of a bird flu pandemic would cause all actions 
involving stockpiling and/or supply of medicines to 
affected individuals, whether through public or 
private channels, to be construed in some broad sense 
as being ‘for the purpose of the government’? 
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 Section 99 clarifies that an invention is said to be 
used for the purposes of the government if it is made, 
used, exercised or vended for the purposes of the 
government. Section 100 (6) qualifies this further by 
stating that ‘the right to make, use, exercise and vend 
an invention for the purposes of government under 
sub-section (1) shall include the right to sell on non-
commercial basis, the goods have been made in 
exercise of that right’. 
 It is not clear as to why this ‘right to sell on a non-
commercial basis’ was included, particularly, since 
the right to ‘vend’ ordinarily connotes the right to sell, 
whether on a commercial or a non-commercial basis. 
Although the word ‘includes’ in the provision would 
ordinarily suggest something in addition to the normal 
right to vend, it appears that the intention of the 
Parliament was to restrict the right to vend to only 
‘non-commercial’ purposes.41 If this is so, a 
government undertaking could produce Oseltamivir 
and sell it to private entities, provided that it sold such 
quantities ‘at cost’ or for free and for a ‘government 
purpose’.  
 This section goes on to state that a purchaser of 
goods so sold, and a person claiming through him, 
shall have the power to deal with the goods as if the 
Central Government or the person authorised under 
sub-section (1) were the patentee of the invention. A 
liberal reading of this section would even mean that a 
private party could buy up stocks from the 
government and then sell at a profit to others 
interested in purchasing Oseltamivir pills, provided 
that the first sale by the government was for a 
‘government purpose’  
 The ‘government use’ provisions encapsulated in 
Chapter XVII kick in at any time after an application 
for a patent has been filed at the patent office.42 
However, this does not make much of a difference in 
the case of the Oseltamivir applications, as the 
provisions on retrospective damages do not apply 
here.24  
 
Section 47 
 Sections 47(1), (2) and (4) also deal with the 
government use of inventions and stipulate that the 
grant of a patent shall be subject to the following 
conditions: 

1. any machine, apparatus or other article in 
respect of which the patent is granted or any 
article made by using a process in respect of 
which the patent is granted may be imported 

or made by or on behalf of the Government 
for the purpose merely of its own use; 

2. any process in respect of which the patent is 
granted may be used by or on behalf of the 
Government for the purpose merely of its 
own use; 

3. in the case of a patent in respect of any 
medicine or drug, the medicine or drug may 
be imported by the Government for the 
purpose merely of its own use or for 
distribution in any dispensary, hospital or 
other medical institution maintained by or on 
behalf the Government or any other 
dispensary, hospital or other medical 
institution which the Central Government 
may, having regard to the public service that 
such dispensary, hospital or medical 
institution renders, specify in this behalf by 
notification in the official gazette. 

 In order to appreciate the full import of Section 47, 
it is important to distinguish this provision from the 
provisions under Chapter XVII. The key distinctions 
can be summarized as under: 

1. While Chapter XVII envisages ‘government 
use’ to include ‘making, using, exercising or 
vending’ the invention in question, the term 
‘use’ in Section 47 does not have such a broad 
ambit i.e. although the said use under Section 
47 would include the right to make the 
patented product, it does not include the right 
to sell it. The limitations on ‘use’ under Section 
47 stem from the phrase ‘for the purpose 
merely of its own use’.43 

  Consequently, the ‘use’ contemplated under 
Section 47 corresponds to the ordinary ‘use’ 
right that is granted exclusively to a patentee 
under most patent regimes. The only exception 
is in Section 47 (4), which grants an additional 
right to distribute the invention in any 
dispensary. Here again, an important limitation 
is the fact that such drugs/medicines cannot be 
manufactured by the government, but have to 
be imported. 

2. Unlike Chapter XVII, Section 47 expressly 
provides for imports. However, it might be 
argued that the right to exercise and vend the 
invention under Chapter XVII would impliedly 
include the right to import as well.44 

3. While the government use provisions under 
Chapter XVII are subject to the payment of 
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royalties (unless the use falls within the 
parameters of Section 100 (2), providing for 
use when the invention has been recorded in a 
document or tested or tried by or on behalf of 
the Government), Section 47 does not require 
any royalties to be paid. A commentator rightly 
notes, ‘this follows from the fact that such use 
is made a condition of the grant’.45 For this 
very reason, Section 47 does not come with 
any of the procedural pre-requisites that 
characterise ‘government use’ invocation under 
Chapter XVII.46 

4. While Chapter XVII can be invoked at any 
time after application for a patent has been 
filed, the provisions of Section 47 can be 
resorted to only after the patent grant. 

5. The word ‘Government’ in Section 47, though 
not defined under the Patents Act, will have the 
meaning attributed to it under the General 
Clauses Act to include both the Central 
Government and the State Government.47 Thus, 
while under Chapter XVII, a State Government 
would need the authorization of the Central 
Government to avail of the ‘government use’ 
provisions, under Section 47, the State 
Government can directly avail of these 
provisions without any kind of Central 
Government authorization. In this respect 
again, Section 47 appears to provide a wider 
scope for Government use than does Chapter 
XVII. 

6. While the term ‘for the purpose of the 
government’ has been given a fairly wide 
meaning under Chapter XVII to include the 
purposes of even a ‘government undertaking’, 
the term ‘merely of its own use’ under Section 
47 suggests that such use can only be that of 
either the Central Government or the State 
Government.  

 In short, the government use provisions in the 
patent regime are fairly extensive. Since the options 
under Chapter XVII and Section 47 have their 
respective merits and demerits, an optimal strategy in 
the face of a Tamiflu pandemic would involve a 
harmonious utilisation of both these options. Thus for 
example, while Section 47 is advantageous in that it 
dispenses with the need to pay any royalties, to the 
extent that the government wishes to sell any 
Oseltamivir manufactured under government use 
provisions, it ought to resort to Chapter XVII. 

 Notwithstanding the above, it bears noting that 
despite seemingly extensive powers to use virtually 
any invention/patent, there is very little evidence of 
the Indian government invoking these provisions in 
practice.48 
 
Acquisition of Patents 
 The provisions referred to above deal with the ‘use’ 
of an invention by the Government. In some cases, the 
Government can even ‘acquire’ an invention. Section 
102, the key section in this regard, reads in pertinent 
part as follows 

The Central Government may if satisfied that 
it is necessary that an invention which is the 
subject of an application for a patent or a 
patent should be acquired from the applicant 
or the patentee for a public purpose, publish a 
notification to that effect in the Official 
Gazette, and thereupon the invention or patent 
and all rights in respect of the invention or 
patent shall, by force of this section, stand 
transferred to and be vested in the Central 
Government. 

 An Avian influenza pandemic would presumably 
satisfy the ‘public purpose’ requirement above.49 
However, it is doubtful whether an acquisition is 
‘necessary’ at this stage,50 particularly, since generic 
companies are free to manufacture Oseltamivir today, 
provided they use processes that are different from 
Gilead/Roche’s patented processes. Also, Roche has 
committed to supply at reasonably affordable prices32 
and has signed up one sub-licence agreement with an 
Indian generic company.9 
 
Parallel Imports 
 A creative option is for Indian generic companies 
to relocate their Tamiflu operations to Bangladesh and 
begin manufacturing Oseltamivir either directly or 
through local tie-ups.51 However, notwithstanding 
Bangladesh’s prowess as a strong pharmaceutical 
manufacturing base, there are likely to be some 
resource-based constraints in implementing this 
strategy immediately. Also an advantage is that, 
Bangladesh, being a least developed country, has time 
till 2016 to provide product patents for 
pharmaceutical inventions.52 Therefore, Cipla or 
Ranbaxy can manufacture without fear of patent 
infringement till the year 2016. They could even 
export the product from Bangladesh to India.  
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 One might legitimately query as to how such 
exports might be possible, particularly, if Gilead’s 
mailbox application matures to a patent at a later stage 
in India such patent would ordinarily enable 
Gilead/Roche to stop any unauthorised imports into 
India. A recently introduced provision in India’s 
patent regime changes this ‘ordinarily’ available right 
to the advantage of Ranbaxy or Cipla, as explained 
below: 
 The earlier Section 107A (b) in the Patents Act 
stated that it was not an infringement to import a 
patented product, provided such import was from an 
exporter, who was ‘duly authorised by the patentee to 
sell or distribute the product’. The 2005 Act now 
makes such import easier by dispensing with the 
authorisation required from the patentee. It only 
mandates that the exporter of such patented product 
only be ‘duly authorised under the law to produce and 
sell or distribute the product’. In absence of a patent 
in Bangladesh, and/or any other law barring 
manufacture/exports, Cipla or Ranbaxy would 
presumably be ‘duly authorised’ under the laws of 
Bangladesh to ‘sell or distribute the product’.  
 
Response and Strategy 
 Recent estimates suggest that Tamiflu has to be 
administered within 5 days of a person being 
infected the priority therefore, is to create stockpiles 
that can then be administered to patients in the event 
of a pandemic.53 An optimal response/policy would 
involve the following: 

1. First estimating how much the government 
needs to stockpile to cater to a pandemic. This 
determination would in turn depend on several 
other factors, including whether such 
stockpiles should be for treatment only or for 
prophylaxis as well.54 Since there is no patent 
covering Oseltamivir at the moment, the 
government could easily place orders with 
generic manufacturers such as Cipla and 
Ranbaxy to ensure the creation of adequate 
stockpiles at low prices.55 

  If generic manufacturers mount an effective 
opposition against Gilead’s mailbox 
applications in India and are successful in 
ensuring that the patents are not granted, then 
the above strategy could continue unhindered.  

2. However, should the applications mature to 
patents, any future strategy would depend on 
whether the patents are granted only in terms 

of the claims as they stand now i.e. covering 
only compositions containing Oseltamivir and 
not the Oseltamivir compound itself. In such an 
event, there is some flexibility for generic 
manufacturers to deploy different formulations 
and work around the Gilead patents. In fact, 
generic manufacturers could even oppose 
claims to the compositions on the ground that 
the main compound anticipates or makes 
obvious the composition. 

3. If, however, amendments to include claims to 
the Oseltamivir compound are permitted, and a 
patent comes into existence before a pandemic 
and the stockpile figures have not been met, 
then the government should, as a first step, ask 
Roche to supply at the same rates as the 
generic prices. This should be based on the 
understanding that this rate is to operate only 
during the ‘stockpiling’ process.56 When the 
stockpiles begin to be used (in the unfortunate 
event of the virus spreading through humans), 
Roche would be paid a license fee, agreed to 
before hand by Roche, the government and 
generic manufacturers in India.  

 If Roche declines to accept the above terms and 
demands prices that are significantly higher, the 
government should exercise one or more of the 
compulsory licensing/government use options 
outlined earlier in this paper: 

(i) It could invoke Section 47 to authorise the 
creation of stockpiles. In such a case, no 
royalties need be paid to Roche/Gilead. 

(ii) Should a pandemic occur, warranting the use 
of the stockpiled medicines, the government 
could use Section 92 and/or Chapter XVII 
and/or Section 47 to further produce/authorise 
production and/or sale of Oseltamivir. 
However, there are two caveats: 
a. Any such sales by either the government or 

entities authorised by the government 
would have to remain ‘non commercial’ in 
nature.  

b. Some license fee would have to be paid to 
Roche. 

 
Conclusion 
 As on date, Cipla and other generics are free to 
manufacture Oseltamivir. However, should Gilead’s 
mailbox applications mature to patents and the claims 
amended to include the main Oseltamivir molecule, 
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the Indian patent regime offers a comprehensive 
compulsory licensing/government use framework that 
would enable the continued production of Oseltamivir 
at affordable prices.  
 Unfortunately however, the government appears to 
be shying away from taking a stand in this matter, 
owing to perceived fears that this would send out the 
wrong signals to multinational pharmaceutical majors, 
from whom they expect significant investments in the 
post product patent era. In fact, it took a while for the 
government to even clarify the obvious point about 
Roche’s patent i.e. that generics could manufacture 
at this stage, as there were no patents covering 
Tamiflu.23 

 No doubt, one cannot state with any certainty that 
the notorious avian flu would definitely mutate to a 
form easily transmissible among humans. However, 
the threat is a very real one and when it strikes, it will 
do so mercilessly without giving any advance 
warning. It is as ‘immediate’ as can possibly be and 
no government can afford to ‘fence sit’ in such a 
matter. Other governments appear to be more active 
in this regard. Illustratively, following a breakdown in 
talks with Roche and Gilead, the Taiwanese 
government granted a compulsory license to 
Taiwanese drug firms. This license, valid till 
31 December 2007, enables them to manufacture 
Tamiflu for domestic use only, subject to the caveat 
that such manufacture can take place only when there 
is a shortage of supply from Roche.57 

 As a first step, the government ought to fast track 
the examination of the Gilead’s mailbox applications. 
More importantly, the government ought to arrive at 
an optimal stockpile number and work towards 
ensuring that supplies matching such number are met. 
Amongst other things, it ought to evaluate whether the 
sub-licensing arrangement with Hetero is sufficient to 
ensure such supplies. 

 No doubt, patents incentivise innovation, 
particularly, in the area of pharmaceuticals and some 
respect ought to be accorded to patent rights. 
However, given an impending public health disaster, 
the government can afford to accord a little less 
respect. After all, it must be borne in mind that even 
the world’s patent friendliest nation, the US had 
wilted on its pro patent stand in the face of the 
Anthrax crisis in 2003. As rightly stated by one 
commentator in the context of intellectual property 
rights and developing countries: 

A mere 60 cases of one infectious disease moved 
these patent pillar nations to compromise business 
interests for public health. Developing countries 
house a sizable percentage of population with 
various diseases. Expecting developing countries 
to place business interests of developed nations 
ahead of the local public health issues is 
impractical.58 

 The Indian government should therefore take a 
clear stand and devise an appropriate strategy/policy. 
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