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I. INTRODUCTION 
Human immunodeficiency virus infection and acquired immune 

deficiency syndrome (“HIV/AIDS”) has been one of the most fatal 
diseases since the early 1980’s, and the medical field has struggled to 
find a cure, which even now remains in the shadows.1  With years of 
intensive research that has demanded capital and time, a breakthrough 
in treatment has been antiretroviral treatment (“ART”). 2   However, 
since this treatment is relatively new, most of the antiretroviral drugs 
(“ARV drugs”) continue to remain proprietary, i.e., under patent, with 
the rights vesting in rich multinational companies based in developed 
nations, such as the United States, Switzerland, etc.3  In the course of 
this paper, we will analyze the current situation in India regarding ART 
and how it has been affected by the changes in patent law on the global 
stage.  Through this analysis, we shall attempt to show that the 
pervasiveness of the disease at this point in time, coupled with the rigid 
laws that have recently cropped up, is a recipe for disaster for 
HIV/AIDS patients in India. 

The first part of the paper deals with the pervasiveness of the disease 
in India.  AIDS is a disease that has most affected the poor and 
marginalized groups in society.4  As a result of their abject poverty, it 
has become extremely difficult for this section of people to gain access 
to medicine for a life threatening disease such as AIDS.5  We shall 
attempt to show the incredibly deplorable condition of a large chunk of 
society, which has been affirmed by not only studies in India, but also 
those of international organizations.  The next part will deal with a brief 
introduction to ART and elucidate the importance of the various stages 
of ART.  In this part we seek to show the incredibly delicate nature of 
how the disease must be dealt with, and how a slight deviation from the 

                                                                                                                                         
1 Treatment of HIV Infection, NAT’L INST. OF ALLERGY AND INFECTIOUS 

DISEASES, https://www.niaid.nih.gov/topics/hivaids/understanding/treatment/ (last 
visited Jan. 17, 2016).  

2 Id. 
3 See generally Ellen ‘t Hoen et al., Driving a Decade of Change: HIV/AIDS, 

Patents, and Access to Medicines for All, J. INT’L AIDS SOC’Y 1, 3 (2011), available 
at http://www.biomedcentral.com/1758-2652/content/14/1/15. 

4 BASANTA K. PRADHAN, SHALABH K. SINGH & RAMAMANI SUNDAR, NAT’L 
COUNCIL OF APPLIED ECON. RESEARCH, SOCIO-ECONOMIC IMPACT OF HIV AND 
AIDS IN INDIA 5 (2006), available at 
http://www.undp.org/content/dam/india/docs/socio_eco_impact_hiv_aids_%20india.
pdf (last visited Jan. 15, 2016). 

5 See EJ Lane, Price Controls Fail to Improve Poor People’s Access to 
Medicines in India, IMS Report Says, FIERCEPHARMAASIA (July 15, 2015), 
http://www.fiercepharmaasia.com/story/price-controls-fail-access-poor-medicines-
india-ims-report-says/2015-07-15. 



 

 

2015] COMPULSORY LICENSING OF 
ANTIRETROVIRAL DRUGS 

243 

patient’s schedule can result in fatality.  It will also attempt to trace the 
timeline of invention and production of the ARV drugs which are of two 
types: the older first line of treatment and the newer second line.6  This 
part of the paper will then make way for the third part, which will trace 
the developments in international trade law, with the center of 
discussion being the Agreement on Trade-Related Aspects of 
Intellectual Property Rights (“TRIPS”) regime.  At this juncture, we 
seek to highlight the juxtaposition of the timelines of breakthroughs in 
ARV drug invention and the development of law under TRIPS.  This 
will show that the current point in time has the worst of combination of 
scenarios, with the most rigid patent laws being in line with the need for 
second line of ARV drugs being at its zenith.  After introducing TRIPS, 
we shall specifically discuss compulsory licensing under TRIPS, and 
then finally, in the last part of the paper, we shall discuss the viability 
of compulsory licensing as a solution to the crisis that poor patients 
currently face.  This part will debate in detail the pros and cons of 
compulsory licensing from both points of view: that of the developed 
nations and that of the developing countries.  While we do not seek to 
leave the discussion open ended, we will also try to mention without 
bias the practical problems surrounding compulsory licensing, even 
though we advocate for the same. 

II. THE PERVASIVENESS OF THE DISEASE IN INDIA 
The first few cases of HIV/AIDS in India were reported in 1986 

among sex workers in Chennai.7  As more cases were detected, the 
National AIDS Control Organization (“NACO”) was established in 
1992.  Subsequently, the National AIDS Control Programme was 
commenced by the government.8  The program has been successful in 
reducing the number of new HIV cases during the last decade, and the 
number of deaths (172,041 in 2010 as opposed to 196,466 in 2005).9 

 
 
 

                                                                                                                                         
6 WORLD HEALTH ORG., PRIORITIZING SECOND-LINE ANTIRETROVIRAL DRUGS 

FOR ADULTS AND ADOLESCENTS: A PUBLIC HEALTH APPROACH 13 (2007), available 
at http://www.who.int/hiv/pub/meetingreports/Second_Line_Antiretroviral.pdf. 

7 NAT’L AIDS CONTROL ORG., 2012-2013 DEP’T OF AIDS CONTROL ANN. REP. 
1 (2003), available at 
http://www.naco.gov.in/upload/Publication/Annual%20Report/Annual%20report%2
02012-13_English.pdf (last visited Jan. 17, 2016) [hereinafter NACO REPORT]. 

8 Id. 
9 BB Rewari, HIV/AIDS in India: Journey So Far and the Road Ahead, in 23 

MEDICINE UPDATE 57, 58 (2013), available at 
http://www.apiindia.org/medicine_update_2013/chap14.pdf. 
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However, even though India has come a long way from being 
termed as the “AIDS capital of the world,”10 the number of cases of 
HIV/AIDS in India still remains at a staggering 20.89 lakh,11 amounting 
to the third largest population of AIDS patients in the world.12  To add 
to this, HIV treatment coverage remains at a dismal 36 percent, ensuring 
that 64 percent of the HIV-infected persons in this country do not have 
access to ART.13  Thus, in a country where 51 percent of AIDS related 
deaths occur, the acute social and economic impact of the disease14 
makes it imperative to increase access to treatment. 

HIV/AIDS is not a disease which spreads sporadically.  It is 
transmitted as a result of specific harmful behavioral patterns and 
deplorable socio-economic conditions. 15   As a result, the rampant 
poverty in India and its strong linkage with HIV/AIDS has worsened 
the scourge of the disease in the country.16  Studies have noted that there 
exist strong bi-directional linkages between HIV/AIDS and poverty.17  
For instance, the World Bank’s 1997 report titled Confronting AIDS 
noted that “widespread poverty and unequal distribution of income that 
typify underdevelopment appear to stimulate the spread of HIV.”18  
Thus, as HIV/AIDS is an outcome of poverty, taking grip where 
livelihoods are unsustainable, it becomes a cause of poverty as well.19  
This mutual reinforcement between HIV/AIDS and poverty further 
complicates the battle against the disease.20 

                                                                                                                                         
10 See Pallava Bagla, India’s New HIV/AIDS Numbers, 42 ECON. POL. WKLY. 

3080 (2007). 
11 NACO REPORT, supra note 7, at 1. 
12 Id. 
13 Id. at 48. 
14 See generally K. Anand, L.M. Nath & C.S. Pandav, Impact of HIV/AIDS on 

the National Economy of India, 47 HEALTH POL’Y 195, 195 (1999) (noting an 
estimated productivity loss of 1,014 billion Indian rupees in the year of 1991 in the 
country because of HIV/AIDS). 

15 WORLD BANK, CONFRONTING AIDS: PUBLIC PRIORITIES IN A GLOBAL 
EPIDEMIC 1, 65, 127 (Oct. 1997), available at 
http://www-wds.worldbank.org/external/default/WDSContentServer/WDSP/IB/1997/
10/01/000009265_3980219162747/Rendered/PDF/multi0page.pdf. [hereinafter 
Confronting AIDS]. 

16 Id. at 13. 
17 See generally INT’L LABOUR OFFICE PROGRAMME ON HIV/AIDS AND THE 

WORLD OF WORK, HIV/AIDS AND POVERTY: THE CRITICAL CONNECTION (2005), 
available at http://www.ilo.org/wcmsp5/groups/public/@ed_protect/@protrav/@ilo
_aids/documents/publication/wcms_120468.pdf [hereinafter ILO REPORT]. 

18 See Confronting AIDS, supra note 15, at 27. 
19 ILO REPORT, supra note 17. 
20 Justin O. Parkhurst, Understanding the Correlations Between Wealth,  
Poverty, and Human Immunodeficiency Virus Infection in African Countries, 88 

BULL. WORLD HEALTH ORG. 519, 519–524 (2010), available at 
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This interplay of poverty can be seen in the nature of the sections of 
society that the disease affects the most.  High HIV Risk Groups include 
female sex workers (4.95%), men who have sex with men (7.3%), 
injecting drug users (7.14%), and the bridge population, composed of 
truckers (1.62%) and migrants (2.35%).21  A closer examination of the 
such high risk groups reveals the existence of a vicious circle between 
HIV/AIDS, poverty and high-risk behavior at the individual level.  
Poverty decreases choices and makes individuals vulnerable. 22  For 
instance, poverty compels unemployed persons to search for seasonal 
and temporary work and, thereby, become a part of unskilled migratory 
labor pools.23  Similarly, poverty pushes young girls and women to take 
up prostitution for survival.24  In such scenarios, individuals are reduced 
to leading a day-to-day existence wherein basic survival needs, a 
“fatalistic” and indifferent attitude to “high-risk sexual and other 
behaviors” take center stage.25  Migrant workers, for example, face 
conditions such as life in squalor, isolation from their families, long 
working hours, etc., which together, encourage casual sexual 
relationships. 26   Thus, poverty becomes a key factor in fostering 
HIV/AIDS among poorer sections of the population. 

Abject poverty and its relation with the disease forces a large 
portion of the population to be solely dependent on the NACO 
provided free ART drugs.  Close to 750,000 patients in India rely on 
this free distribution of drugs,27 thereby putting enormous pressure on 
the government to ensure access to treatment.  The magnitude of 
government responsibility can be seen from the instance in 2012 
wherein only 50 percent of those eligible for the free government-
sponsored treatment had access to it.28  Moreover, this problem of 
access to medicine in India and poverty can be further gauged from the 
                                                                                                                                         
http://www.who.int/bulletin/volumes/88/7/09-070185/en/#. 

21 NACO REPORT, supra note 7, at 12–13. 
22 ILO REPORT, supra note 17. 
23 Id. 
24 Id. 
25 Id. 
26 Thomas A. Arcury & Sara A. Quandt, Living and Working Safely: Challenges 

for Migrant and Seasonal Farmworkers, 72 N.C. MED. J. 466, 468 (2011). 
27 Poor Patients in India Facing HIV/AIDS Drug Shortages, THE FIN. EXPRESS 

(Sep. 5, 2014, 11:57 IST), http://www.financialexpress.com/news/poor-patients-in-
india-facing-hivaids-drug-shortages/1285871/1. 

28 Aditya Kalra, Exclusive – India Set to Run Out of Critical Free Drug for 
HIV/AIDS Programme, REUTERS (Oct. 1, 2014, 2:04 IST), 
http://in.reuters.com/article/aids-india-idINKCN0HQ3DU20141001. See also 
WORLD HEALTH ORG., Global Update on HIV Treatment 2013: Results, Impact and 
Opportunities,16 (2013), available at 
http://apps.who.int/iris/bitstream/10665/85326/1/9789241505734_eng.pdf. 
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fact that the first line of HIV/AIDS drugs, which are cheaper than the 
second line drugs, cost about 3,000 Indian rupees ($50) for one 
month’s supply in the retail market, in a country where one in three 
live on under $1.25 a day in 2009-2010.29 

Due to medical advancements in the field, for those with access to 
medicine and disposable incomes, AIDS is a disease which can be kept 
under check through strict medication. 30   On the other end of the 
spectrum, inaccessibility to HIV/AIDS treatment can easily prove to be 
fatal.31  The biggest fear in the realm of access to treatment now, is that 
international developments and stricter patent laws would severely 
impede access to medicine, and the country would come back to the 
situation of 1998 where only 5 percent of those requiring ART could 
afford it.32  Thus, it is imperative for the government to ensure a regular 
and affordable supply of ART in the country.  One such tool we propose 
is the issuance of Compulsory Licenses for ART drugs, which we shall 
deal with later on in the paper.  ART is the treatment most widely used 
to tackle the HIV virus and AIDS in patients.33  It is a rigorous treatment 
with the use of set dosages of specific drugs that need to be taken at set 
intervals of time, lest the virus becomes immune to the treatment.34  On 
detection, the patient is first subject to the first line of treatment, where 
drugs administered are the ones which have been around for many 
decades.35  These form the earliest manufactured drugs and India has 
managed to produce many generic versions.36  However, due to the 
ineffective administration of these drugs, most patients in India have 
become immune to this line of treatment.37 
                                                                                                                                         

29 Aditya Kalra & Zeba Siddiqui, Poor Patients in India Facing HIV/AIDS Drug 
Shortages, REUTERS, (Sep. 4, 2014, 9:04 PM), http://in.reuters.com/article/india-
pharmaceuticals-aids-idINKBN0GZ0L120140904. 

30 See UNAIDS, GLOBAL REPORT: UNAIDS REPORT ON THE GLOBAL AIDS 
EPIDEMIC 50 (2012), available at http://www.unaids.org/sites/default/files/media_ass
et/20121120_UNAIDS_Global_Report_2012_with_annexes_en_1.pdf. 

31 Id. 
32 See generally NACO REPORT, supra note 7.  
33 Overview of HIV Treatment, AIDS.GOV, https://www.aids.gov/hiv-aids-

basics/just-diagnosed-with-hiv-aids/treatment-options/overview-of-hiv-treatments/ 
(last visited Jan. 21, 2015). 

34 DIPIKA JAIN & RACHEL STEPHENS, THE STRUGGLE FOR ACCESS TO 
TREATMENT FOR HIV/AIDS IN INDIA 8, 10 (2008). See also M. Halliburton, Drug 
Resistance, Patent Resistance: Indian Pharmaceuticals and the Impact of a New 
Patent Regime, 4 GLOBAL PUB. HEALTH 515 (2009). 

35 JAIN & STEPHENS, supra note 34, at 10. 
36 Id. at 11. See also Brenda Waning, Ellen Diedrichsen & Suerie Moon, A 

Lifeline to Treatment: The Role of Indian Generic Manufacturers in Supplying 
Antiretroviral Medicines to Developing Countries, 13 J. INT’L AIDS SOC’Y 1, 3 
(2010), available at http://www.jiasociety.org/content/13/1/35. 

37 JAIN & STEPHENS, supra note 34 at 21–22. 
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If, and when this treatment fails, such as most cases in India today,38 
then the patient will have to be subject to the newer, second line of 
treatment, where the dosage changes and the drugs administered are 
more sophisticated. 39   These drugs have mainly been manufactured 
post-2005, and are still undergoing research and development to make 
them better and more effective.40  The next part of the paper will show 
how these drugs have been made subject to extremely rigid patent laws 
as compared to their first line counterparts. 

III. THE CHANGES IN INTERNATIONAL TRADE LAW: INFLUENCING 
THE PATH OF ART 

Before 2005, the Indian generic industry flourished and became a 
significant provider of essential medicines.41  This was the time during 
which the first line of ARV drugs had been made available in the 
market, and Indian manufacturers produced many generic versions of 
these.42  However, changes in world trade law the past few decades have 
restricted the growth of generic industries, thereby threatening access to 
essential medicines in the country.43  The establishment of the World 
Trade Organization (“WTO”) in 1994 and its TRIPS required all 
member nations to implement or strengthen their patent laws to include 
pharmaceutical products within the ambit of patent protection.44 

The TRIPS Agreement reinforced the emerging trend of bringing 
pharmaceuticals within the fold of patent coverage.45  Moreover, TRIPS 
took patenting to the next step by mandating process patenting of 
products.46  Thus, as it was relatively easy to “invent around” a patent 
under a product patent, the same was no longer possible.47  This greatly 
enhanced the grip of big pharmaceutical companies to completely 
exclude affordable generic production of medicines. 48   Such an 
exclusionary function of patents remains one of the key reasons behind 
                                                                                                                                         

38 Id. at 52–53. 
39 Id. at viii. 
40 Id. at 112. 
41 Id. at 110–11. 
42 Id. at 115. 
43 Dipika Jain & Jonathan J. Darrow, An Exploration of Compulsory Licensing 

as an Effective Policy Tool for Antiretroviral Drugs in India, 23 HEALTH MATRIX 
424, 427–28 (2013). 

44 Agreement on Trade-Related Aspects of Intellectual Property Rights art. 70, 
Apr. 15, 1994, Marrakesh Agreement Establishing the World Trade Organization, 
Annex 1C, 1869 U.N.T.S. 299, 33 I.L.M. 1197 (1994) [hereinafter TRIPS 
Agreement]. 

45 Jain & Darrow, supra note 43, at 427–28. 
46 Id. 
47 Id. at 429. 
48 Id. 
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limited availability and affordability of HIV/AIDS medication.49 
Being a developing country, India was allowed a window of ten 

years to implement the new mandate under TRIPS.50  Eventually, in 
consonance with its international obligations, India enacted the Indian 
Patents (Amendment) Act (“IPA Act”) in 2005.51  For the first time 
since the colonial-era’s drug patent laws of 1970, pharmaceuticals were 
put under patent protection.52  Drugs already on market as of January 1, 
2005, were immune from the rigors of the new law.53  However, the 
biggest setback was received by the newer second-line and contingency 
third-line ARV drugs.54 

Developed post-2005, most of the newer and more expensive 
second-line and third-line ARV drugs are governed by the new IPA 
Act.55  The new law precludes generic production of these medicines 
until the patent protection expires. 56   Thus, as touted by scholars, 
“access to newest treatments” has only worsened as they are now 
“subject to patent protection and priced accordingly.”57  Therefore, we 
argue that in light of the second and third line of ARV drugs being so 
essential to the treatment of AIDS, and their inaccessibility post 2005, 
there is a pressing need for other methods of ensuring access to the 
poor.58 

The method we advocate in the later part of the paper is compulsory 
licensing, which is also mandated in the IPA Act. 59   This ensures 
availability of the drugs at reasonable prices, as well as their adequate 
supply.60  However, in that part, we shall also delve into the discussion 
of the pros and cons surrounding compulsory licensing and suggest a 
framework to strengthen this mechanism. 

                                                                                                                                         
49 See Waning et al., supra note 36, at 2. 
50 See Laura Chung, Use of Paragraph 6 System for Access to Medicine, 36 N.C. 

J. INT’L L. & COM. REG. 137, 146 (2010). 
51 See Shamnad Basheer, India’s Tryst with TRIPS: The Patents (Amendment) 

Act, 2005, 1 INDIAN J. L. & TECH. 15, 16–17 (2005). 
52 Philippe Cullet, The Patents Amendment Act and Access to Medicine, THE 

HINDU, May 27, 2002, available at 
http://www.thehindu.com/thehindu/biz/2002/05/27/stories/2002052700040200.htm. 

53 See The Patents (Amendment) Act, 2005, No. 15, Acts of Parliament, 2005 
(India). 

54 See generally Jain & Darrow, supra note 43. 
55 Janice M. Mueller, The Tiger Awakens: The Tumultuous Transformation of 

India’s Patent System and the Rise of Indian Pharmaceutical Innovation, 68 U. PITT. 
L. REV. 575, 531 (2007). 

56 Jain & Darrow, supra note 43, at 430. 
57 Id. at 430–31. 
58 Id. at 428–31. 
59 Id. at 431. 
60 Id. at 431–32. 
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IV. COMPULSORY LICENSING UNDER THE TRIPS REGIME 
“Compulsory licenses have application in developed economies as 

well when used to curb the dominant market power created by a 
patent.” 61  Under the terms of TRIPS as modified by the Doha 
Implementation Decision in 2003, governments may issue compulsory 
licenses to permit government or third-party manufacture of a patented 
invention without the patent holder’s permission, subject to certain 
conditions being met. 62   The history behind compulsory licensing 
becoming an important part of the TRIPS Regime is briefly elucidated 
below. 

Concerns regarding public health of developing nations culminated 
in the institution of the Doha Declaration.63  The Declaration came as a 
response to the developed nations making access to medicine extremely 
difficult for the poor due to rigid patent laws. 64   For instance, as 
HIV/AIDS remains closely linked with poverty, the problem posed by 
implementation of TRIPS and stricter patents further added to the 
scourge of the disease in India.65  Under the framework of the Doha 
Declaration, India and other developing countries were successful in 
negotiating for flexibilities beyond those contained within TRIPS.66  
The most notable amongst them was the compulsory licensing 
provisions under Article 31 of TRIPS.67 

The primary purpose behind Article 31 is protection of the public 
from patent holders who refuse to sell their products for reasonable 
prices.68  Under this framework, governments can issue compulsory 
licenses to permit a third-party manufacturer to produce a patented 
invention, without the patent holder’s permission.69  If it is found that 
the patent holder was not successful in providing its product at 
affordable prices to the public, generic manufacture may be allowed.70  
Moreover, TRIPS allows member nations to issue compulsory licenses, 

                                                                                                                                         
61 John M. Wechkin, Drug Price Regulation and Compulsory Licensing for 

Pharmaceutical Patents: The New Zealand Connection, 5 PAC. RIM L. & POL’Y J. 
237, 240 (1995). 

62 Roger Kampf & Hannu Wager, The Role of the TRIPS Agreement in the 
Global Health Policy, 5 STAN. J.L. SCI. & POL’Y 17, 22 (2011). 

63 World Trade Organization, Ministerial Declaration of 20 November 2001, 
WT/MN(01)/DEC/2 (2001). 

64 Kampf & Wager, supra note 62, at 24–25. 
65 Mueller, supra note 55, at 503, 529. 
66 Kampf & Wagner, supra note 62, at 25–26. 
67 TRIPS Agreement art. 31. 
68 Stephen Barnes, Note, Pharmaceutical Patents and TRIPS: A Comparison of 

India and South Africa, 91 KY. L.J. 911, 922 (2003). 
69 TRIPS Agreement art. 31(b). 
70 Id. 
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even when no national emergency exists. 71   Therefore, by way of 
compulsory licensing, governments can effectively manage and control 
the cost of essential medication by placing reasonable limits on patent 
rights. 

V. COMPULSORY LICENSING: HOW VIABLE A SOLUTION? 
Intellectual property rights have had optimists and pessimists alike.  

While the debates largely depend on one’s individual opinion, with 
regard to pharmaceutical patents, the opinions stem from moral, 
economic, and of late, even nationalistic grounds. 72   While a drug 
manufacturer from a developed nation might cry foul when his patented 
drugs are made almost freely available in developing countries, the 
latter may regard the non-access of such medicine despite leaps in 
science to the poor to be regrettable.  This debate has begun ever since 
the conception of TRIPS itself. 

It has been argued by scholars in favor of patents that TRIPS 
policies that affirmatively helped developing nations, would eventually 
result in increased prices as a consequence of decreased competition, 
fewer medicines available to the poor, and negative overall public 
health effects as final consequence.73  TRIPS was also speculated to 
result in less foreign direct investment, and research and production of 
medicines in developing countries, or in other words, a higher 
concentration of advanced technologies to developed countries.74 

This, according to those scholars, results in a skewed perspective on 
which areas of research need attention and funding as well as a lower 
degree of technology transfers. 75   However, despite these 
apprehensions, TRIPS has managed to work well for both sides––
offering a time gap for developing and underdeveloped nations to 
comply, while aiding the developed nations by simply introducing the 
concept of pharmaceutical patents on a global scale.76  However, at this 
juncture, the scope of this paper demands that we analyze specifically 
compulsory licensing under TRIPS. 

Like TRIPS itself, compulsory licensing is a controversial topic for 
economists, policy makers and lawyers alike.  The interplay between 
trade, policy and the law make it an extremely delicate subject, bringing 

                                                                                                                                         
71 Id. 
72 See, e.g., Siripen Supakankunti et al., Impact of the World Trade Organization 

TRIPS Agreement on the Pharmaceutical Industry in Thailand, 79 BULL. WORLD 
HEALTH ORG. 381, 469 (2001), available at 
http://www.who.int/bulletin/archives/79(5)461.pdf. 

73 Id. at 461–62. 
74 Id. at 462. 
75 See id. at 463. 
76 Id. at 466. 
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to the forefront the tussle between the developed and developing nations 
like never before.  In this section, we shall attempt to look at both sides 
of the argument, and try to ascertain the path that India must take, 
especially with regard to ARV drugs.  In pursuance, we shall first look 
at the pros and cons of compulsory licensing in general, and then apply 
it to the situation at hand.  These have been discussed and deliberated 
below. 

A. FOREIGN RELATIONS AFFECTING FOREIGN DIRECT INVESTMENT 
 

A policy measure as bold as compulsory licensing not only has 
economic ramifications, but also affects relations with countries 
producing patented drugs.77  The overt act of issuing a compulsory 
license is not required.  Sometimes, the mere apprehension of issuance 
of one is enough to strain relations.78  The most direct consequence of 
strain in relations is the dwindling of foreign direct investment.  For 
instance, developed nations, such as the United States of America 
openly voiced their disappointment with the decision in Natco Pharma 
Ltd. v. Bayer Co., 79  and insinuated at a possible drop in new 
investments.80  Developing nations such as India, and its local industries 
have a lot to gain from foreign investment and cannot afford such trade 
frictions.81 

The reluctance to invest is closely linked with the pricing of 
pharmaceuticals.82  Development of a drug comes with high costs.83  
These expenses are incurred not only for the development and testing 
of the drug, but also due to costs associated with drugs that eventually 

                                                                                                                                         
77 Muhammad Z. Abbas, Pros and Cons of Compulsory Licensing: An Analysis 

of Arguments, 3 INT’L J. OF SOC. SCI. & HUMAN. 254, 256 (2013). 
78 Id. at 255. 
79 Bayer Corp. v. Natco Pharm. Ltd., No. 45 (2013) (Intellectual Prop. Appellate  

Bd., India Mar. 4, 2013); Rachna Bakhru, India Grants First Compulsory License 
Under Patents Act, ROUSE MAGAZINE (June 2012), available at 
http://www.rouse.com/media/126620/india_grants_first_compulsory_licence.pdf. 
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prove unmarketable. 84   A study has estimated that the price of a 
compound reaching the market must cover the price of approximately 
3999 compounds that do not. 85  So it is argued that a patent holder is at 
great disadvantage as a compulsory license cuts short the time he has to 
charge a price, which adequately covers the research and development 
investment. 

A generic manufacturer on the other hand, is able to charge a lower 
price as it already had access to the patented technology without having 
to incur substantial expenses.86  Thus, the price quoted by the generic 
manufacturer need not reflect the research and development costs.  
Additionally, as the risk associated with the investment is lower, these 
manufacturers expect a lower return.87  This implies a lower profit 
margin, which in turn enables the manufacturer to charge lower prices 
in the market place.88  Moreover, this unwillingness to enter the markets 
of countries with lenient patent regimes dissuades the manufacturer 
from developing drugs tailored for the country’s specific 
pharmaceutical requirements. 89   Thus, with regard to foreign 
investment, issuance of compulsory licenses is looked at with 
considerable cynicism by the critics.90 

On the question of recouping research and development costs, it has 
been argued by proponents of compulsory licensing that it would be 
futile to impose this cost on unequals equally.91  They believe that 
differential pricing strategies should be pursued aggressively, in order 
to ensure access for those who cannot afford to pay adequate 
remuneration.92  Given the situation in India, it would be absurd to 
expect a sex worker to pay lakhs of rupees on HIV/AIDS medication in 
the name of equality just because people on the other side of the globe 
can afford to pay that amount. 

When India issued its first compulsory license in 2012,93 the biggest 
fear was that it would erode the image of India as an “investing hub,” 
thus adversely affecting foreign direct investment.94  In consequence, 
                                                                                                                                         

84 Id. 
85 Id. at 242 n. 28. 
86 Id. at 242. 
87 Id. 
88 Id. 
89 Id. 
90 Id. at 243. 
91 See F.M Scherer & Jayasheer Watal, Post-Trips Options for Access to 

Patented Medicines in Developing Nations, 5 J. INT’L ECON. L. 913, 914 (2002). 
92 Id. at 933. 
93 See Order, Bayer Corp. v. Natco Pharm. Ltd., No. 45 (2013), at *1 

(Intellectual Prop. Appellate Bd., India Mar. 4, 2013). 
94 Robert Bird & Daniel R. Cahoy, The Impact of Compulsory Licensing on 

Foreign Direct Investment: A Collective Bargaining Approach, 45 AM. BUS. L.J. 2, 



 

 

2015] COMPULSORY LICENSING OF 
ANTIRETROVIRAL DRUGS 

253 

two of the strongest pieces of criticism levelled against the use of 
compulsory licenses by the developed world are that they dissuade 
investment and stymie innovation. 95   From the developing nations’ 
perspective, even on economic analysis, several studies have shown that 
the impact of strong intellectual property rights has had an immensely 
positive effect on foreign direct investment.96  This argument is, in fact, 
the larger picture, which means that the threat to foreign direct 
investment being labelled a negative effect is the result of a combination 
of other factors, which developed nations find detrimental to trade.  This 
will be dealt with in more detail below. 
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B. Fear to File Applications for Compulsory Licenses 
 

One need not wander far from the topic of foreign direct investment 
to find another cause of concern.  Some scholars, most being from 
developed nations, argue that compulsory licenses have shown not to be 
as efficient as intended in solving for unreasonable prices. 97   To 
substantiate this argument, they state that they do not even attempt to 
file for compulsory licenses.98  However, there is a need to evaluate the 
basis on which such statements are made.  For instance, there are 
authors that used a report conducted by the United Nations in 2001 that 
showed that developing countries refrain from or hesitate to file for 
compulsory licenses out of fear of the repercussions from developed 
countries.99  This reason in itself is considered by such authors to be an 
argument not in favor of compulsory licensing.100  However, we argue 
that the mere fear of repercussions of a scheme does not make the 
scheme faulty in itself. 

To illustrate the above circular problem, in the United States, the 
Section 301 Watch List in the Trade Act of 1974 allows the nation to 
take up measures against any country supposedly denies American 
companies or persons adequate and effective protection of their IP 
rights. 101  This clearly shows the developed nations’ capability of 
managing world trade and influencing laws through the application of 
economic and political will.  Moreover, in this regard, scholars have 
stated that global institutions need to undertake regular checks and 
balances to the TRIPS framework, and also see to it that the United 
States does not exert its power to alter WTO rules in bilateral 
arrangements. 102   This view shows that the problem lies in the 
developed nations’ disregard and aggression.  The view is even more 
persuasive in showing that it is not compulsory licensing that is faulty, 
but the treatment towards it. 
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C. Competition and Innovation 
 

The key driving force behind any investment is the “expected 
value.”103  In the pharmaceuticals market, the potential return is seen 
commensurate with the risk.104  To avoid undesirable situations like a 
sell-off, a pharmaceutical company lowering their return to investors 
must also lower its risks.105  Given the inherent nature of research and 
development activities, reducing the risk is an arduous task for a 
pharmaceutical company.  It could potentially reduce the risk at two 
fronts: by either venturing into less risky research and development in a 
field it already has the expertise for, or by focusing research on products 
unlikely to be subjected to a compulsory license in the future.106 

Thus, instead of choosing to research on a breakthrough, the 
company would be more likely to invest its time and money in an 
already-existing competitive marketplace.107  Moreover, it is argued an 
unlikely breakthrough would not be brought to market due to concerns 
regarding incurring expenses on testing and making the drug 
marketable.108  Thus, it is vehemently argued by the opposing side of 
compulsory licenses that the imposition of a compulsory licensing 
regime instils an unwillingness to innovate.109  Therefore, this argument 
by the proponents of a strong patent regime stands on two pillars: that 
drug manufacturers prefer to work in competitive marketplaces, and that 
compulsory licensing stifles innovation.110 

In response to the competition argument, many economists 
advocating for compulsory licensing have argued that excessive patent 
protection itself is adversative to a free market, and that adequate 
competition and optimum pricing are realized only without the presence 
of a patent. 111   Hence, compulsory licenses, which dismember the 
strength of the patent system, actually contribute to effective 
competition in the free market.112 

With regard to the argument regarding stifling of innovation, it has 
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been fervently argued by proponents of compulsory licensing that the 
pretext of research and development used by most drug manufacturers 
to support the patent regime is not really for innovation per se. 113  
Instead, economists have considered the efforts of these drug 
manufacturers to have been making only incremental changes in drug 
effectiveness, rather than large breakthroughs that might justify large 
capital expenditures.114 

In fact, the presence of patent protection may provide an incentive 
to develop drugs that simply escape patent infringement, rather than 
drugs which are truly innovative.115  This is called “evergreening” and 
has been heavily criticized for stifling competition.116  Interestingly, 
India has taken a strong stand against evergreening as seen in recent 
case law.117 

D. Parallel Increase in the Number of Patents Filed 
 

Additionally, scholars opposing compulsory licensing believe that a 
negative effect of issuing multiple such licenses could also emerge from 
a parallel increase in the number of patents filed.118  A condition often 
put on compulsory licenses is that the generic version of the drug must 
have a different packaging.119  Post Natco v. Bayer, it was feared that 
the decision may trigger issuance of numerous compulsory licenses.120  
In such a case, pharmaceutical drug companies may resort to filing 
patents in “thickets” in anticipation of compulsory licenses121.  Patent 
thickets refer to patents filed with overlapping claims.122  Patents are 
filed in clusters, or thickets so as to ensure that entering the field without 
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infringing some patent would become a mammoth task.123 
Even though the likelihood of patent thickets remains remote in the 

country,124 a situation like this would result in the market becoming 
overcrowded with “patents for new dosages and new usages rather than 
new drugs.” 125   In such a scenario, other companies would be 
discouraged to file for compulsory licenses and the market would 
continue to be saturated with generic versions of the same drug.126  This 
would inevitably affect competition and prices would remain high.127  
Thus, it would eventually defeat the purpose of a compulsory license to 
make drugs affordable. 

The solution to this apparent problem lies in the problem itself.  Not 
only are patent thickets highly unlikely, but the increase in generic 
versions of the same drug will actually also contribute to access to 
medicine in the country. 128   While we agree that there will be a 
reduction in the number of applications for compulsory licenses, this 
will not be a problem considering there will be generic versions of the 
drug available.  Moreover, the increase in number of the generic 
versions will increase competition, and hence reduce prices in the free 
market.129 

E. Brain Drain 
 

Moreover, it is also argued that as issuance of compulsory licenses 
weakens the patent regime, making the country less competitive and 
leading to an obvious “brain drain.”130  It becomes difficult for such 
countries to retain their human capital comprising of talented scientists 
and researchers from seeking more research and development-
conducive environments elsewhere.131 

This is a flimsy argument against compulsory licenses for two 
reasons: first, there is no direct relationship between compulsory 
licenses and brain drain in a country; second, even countries issuing 

                                                                                                                                         
123 Id. at 121. 
124 See, e.g., Novartis AG v. Union of India, (2013) 6 S.C.C. 1 (India). 
125 Katherine W. Sands, Prescription Drugs: India Values Their Compulsory 

Licensing Provision – Should the United States Follow in India’s Footsteps?, 29 
HOUS. J. INT’L L. 191, 217 (2006). 

126 Id. 
127 Id. 
128 See id. at 218. 
129 Id. at 229. 
130 Muhammad Zaheer Abbas, Pros and Cons of Compulsory Licensing: An 

Analysis of Arguments, 3 INT’L J. SOC. SCI. & HUMAN. 254, 255 (2013). 
131 Id. 



 

258 WAKE FOREST J. 
BUS. & INTELL. PROP. L. 

[VOL. 16 

compulsory licenses will need people working on other drugs. 132  
Interestingly, a report which stated that there was a severe crisis in 
developing countries with regard to brain drain, also added as one of its 
directives the need to increase in these countries, compulsory 
licensing.133 

Moreover, the second argument that demolishes this stand taken by 
anti-compulsory licensing advocates is the fact that there are thousands 
of drugs being produced every year, and not all of them are lifesaving.134  
Hence, not all of them can be subject to compulsory licenses.135  In fact, 
we do not propose a system where all drugs are to be compulsorily 
licensed, as this would be unfeasible for the patent holder and also 
unnecessary for certain drugs that are not necessarily “lifesaving.”  
Hence, the pharmaceutical industry in developing nations will not 
exactly run out of work and job opportunities.136 

F. Looming Problems due to a Weakened Generic Market 
 

Throughout this section, we have attempted to argue that despite 
certain views that regard compulsory licenses disapprovingly, there are 
equally well backed views to support compulsory licensing.  However, 
while we strongly advocate the opinion that compulsory licensing has 
its pros, we do not make a blanket statement of its viability.  This is 
mainly because studies have also shown that compulsory licensing 
reduce prices dramatically, but only if generic competition is 
introduced.137  In the previous section, we have argued that generic 
medicine increases competition and reduces price, thus increasing 
access to healthcare.  However, with the recent changes in patent law, 
this may be a tough task. 

It is also necessary to study this along with how compulsory licenses 
actually work.  “The issuance of a compulsory license by a government 
does not necessarily result in immediate supply by a third-party 
company.”138  “The looming threat that a third party may begin to 
supply soon can reduce price, but the price reduction is not as steep if 
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generic competition is introduced to the market immediately after the 
license is issued.” 139   Hence, this is a drawback when it comes to 
compulsory licensing at this time in India.  While product patents have 
been introduced, the generic industry that had earlier boomed due to the 
presence of process patents is now extremely weak.140  This makes it an 
insurmountable task to introduce generic versions of the compulsorily 
licensed drug.141  The only glimmer of hope lies in the fact that the 
patented drug will be sold at an extremely low price when the applicant 
for the license acquires it. 

G. Procedural Infirmities Surrounding Compulsory Licenses in 
India 

 
As though the substantive law surrounding compulsory licenses was 

not enough of an issue, India also has procedural laxities contributing 
to lapses in the proposal.  Section 84 of the Indian Patents (Amendment) 
Act 2005 lays down the provision for the issuance of a compulsory 
license in the country.142  The Act lays down grounds for issuance of 
the same: (a) if the public deems the patented invention to be 
unsatisfactory, (b) if the public cannot access the patented inventions at 
a reasonable price, and (c) if the patented invention is being worked 
outside the territory of India.143 

However, the compulsory license provision of the IPA Act of 2005 
is riddled with various infirmities, diluting the effectiveness of the same.  
One such is that of inherent administrative cumbersomeness.  Under 
Section 84(6) of the Act, the Controller is responsible for evaluating 
applications under Section 84 on the basis of numerous factors. 144  
Additionally, as per Section 90, the Controller is empowered to also set 
the terms and conditions of a compulsory license.145  Notably such 
provisions only delay the administrative sanction of a license. 

Moreover, an applicant is required to state the nature of his interest 
in the issuance of a license, and the patentee can oppose the same.146  
Such a provision leaves open the possibility of indefinite prolonging of 
opposition proceedings, thereby defeating the purpose of a compulsory 
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licenses.147  Such delays played out in the case of Imperial Chemical 
Industries Ltd. v. Controller General of Patents, Designs and Trade 
Marks, wherein the case was closed because the patent expired.148 

Additionally, one of the biggest infirmities of the Act lies in the 
three-year lock-in period imposed by it.149  As a result, an applicant can 
file for a compulsory license only three years after the grant of the 
patent.150  As HIV/AIDS patients are rapidly developing resistance to 
first-generation drugs, the need for still-patented second and third-line 
drugs is on the rise.151  In light of such urgency, the three-year lock-in 
period is a cause for concern as it could further hamper access.  Thus, 
in order to fully realize the potential of a compulsory license in ensuring 
regular access to essential ART drugs, the legislature must amend the 
Act.  Plugging in these infirmities by way of installing a specific 
protocol and time period, and doing away with the delay-causing 
provisions would enable better access.152 

VI. CONCLUSION 
Throughout the course of this paper, we have tied our focus on two 

main issues.  The first issue is the juxtaposition of the timeline tracing 
ARV drug manufacture and the changes in patent law.  On analyzing, 
we have found that reading these timelines together, coupled with the 
discussion on the pervasiveness of the disease in India at this point in 
time, there is a glaring need for an easier way to access lifesaving drugs.  
The need of the hour is recourse to second line of treatment.  With these 
drugs coming up only post-2005, which corresponds to the time from 
which TRIPS’ patent laws became exceedingly rigid, it has been a 
travesty on the Indian poor.  Hence, the current point in time has the 
worst combination of scenarios, with the most rigid patent laws making 
a metaphorical head-on collision with the need for second-line of ARV 
drugs being at its peak.  The second issue that we have focused on in 
our paper is the solution to the problem posed by the first issue.  Better 
access to life-saving second-line ARV drugs is the need of the hour, and 
for this, we have proposed compulsory licensing as a solution.  We have 
discussed the viability of such a solution by deliberating and discussing 
the pros and cons of compulsory licensing from the points of view of 
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both developed countries and developing nations. 
While the developed nations are most perturbed by factors such as 

innovation, competition, and brain drain, there is enough evidence to 
show that none of the above will be adversely affected by compulsory 
licensing.  However, it would be utopian to state that compulsory 
licensing does not come with its share of problems.  Procedural 
infirmities, and the apprehension of high costs due to no competition 
from generic versions of the drug may plague the system.  However, 
despite its inadequacies, compulsory licensing of ARV drugs is the need 
of the hour if both focal issues of the paper are weighed together.  
Compulsory licensing is a speedy solution to the drug drought brought 
about by the new regime.  With the patients racing against time due to 
the peculiarity of ART and the pervasiveness of the disease, a speedy 
solution is all that is required.  




