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1. Introduction  

Since decades, one observes the strengthening of patents in the world. This tendency has 
culminated in 1994 with the ratification of the Trade-Related Aspects of Intellectual Property Rights 
agreements (TRIPs) under the aegis of the World Trade Organization (WTO). In the pharmaceutical 
sector, these agreements set up a strong regime of intellectual property rights (IPR) by providing 
patents for both process and product, extending the duration of patent to 20 years and its 
geographical coverage to all countries-members of the WTO, including developing countries 
(Desterbecq & Remiche, 1996, Abbott, 1996, Boulet & Velasquez, 1999, Correa, 2000).  

On one side, the implementation of a global minimum legislative framework for the protection of 
IPR ensure firms to recover the resources devoted to the development of new medicines (Arrow, 
1962, Demsetz, 1967, Mansfield, 1986, Levin & al., 1987, Scherer, 1998, Cohen & al., 2000, 
Crampes, 2000). Thus, a strong IPR regime upholds innovation and the rising of social welfare 
through the supply of new drugs (Cutler & MacClellan, 2001, Grabowski, 2002, Lichtenberg, 2002). On 
the other side, technology transfers will be promoted and provide developing countries with new 
technical and therapeutic innovations (Mansfield, 1994, Saggi, 2000, Correa, 2001, Maskus, 2004). 
Through TRIPs, a strong IPR regime is finally presented as a sustainable institutional arrangement in 
both developed and developing countries.  

This paper intends to discuss the evidence of a positive link between a strong IPR regime, 
industrial development and accessibility to treatments in developing countries. Our argument is that 
the sustainable link is far from evident. On the contrary, the strengthening of IPR may impede the 
rising of a domestic pharmaceutical industry and threaten by extension access to affordable drugs in 
developing countries (Braga, 1989, Nogues, 1990, 1993, Lanjouw, 1997, Watal, 2001, Correa, 2001). 
To support our argument, we propose to scrutinise the cross-patterns of two developing countries, 
India and Thailand, which enlighten in complementary ways the practical prejudicial impacts of a 
strong IPR regime in the South regarding industrial and public health related issues. In particular, we 
propose to describe how a weak IPR regime in India has ultimately permitted the rising of a 
competitive supply of generic anti-Aids treatments in Southern countries hit by HIV/AIDS epidemics 
and conversely how a reinforcement of IPR protection hinder the access to affordable treatments in 
Thailand.  

First, the Indian experience will be presented. By relaxing its IPR regime in 1970, India has 
promoted the progress of a powerful pharmaceutical industry ensuring self-sufficiency and increasing 
people’s access to medicines at low costs. Inversely, moving toward a strong IPR regime in the 
nineties, under international pressure and TRIPs agreements ratification, Thailand has recorded the 
reduction of its domestic pharmaceutical production, the decreasing of availability and accessibility of 
treatments without any occurrence of technology transfers in the industry. Jointly, these patterns will 
give sense to scepticism with regards to the large settlement of a strong IPR regime in developing 
countries where epidemics such as HIV/AIDS impair dramatically economic growth (Over, 1992, 
Hancock, 1996, Bonnel, 2000, Drouin & al., 2003).  

2. The Indian experience: the influence of a weak IPR regime on industrial and public health 
issues  

In one century, India has been a witness to two IPR systems. The passage from one to the other 
has markedly changed its industrial path as regards domestic pharmaceutical production and price 
medicines. From a strong IPR system (process and product patents), in which the local industry was 
only at the fledgling stage, the country changed course to a weak IPR system (process patents) that 
allowed the dynamic pharmaceutical industry to grow and drugs accessibility to increase.  
                                                 
1 This research has been conducted with the financial support of the Centre de Sciences Humaines (New Delhi), 
the Ensemble contre le SIDA and the Agence Nationale de Recherches sur le Sida.  
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2. 1. First, a strong IPR regime…  

Historically the growth of Indian pharmaceutical industry started during the colonial period with the 
founding of the Bengal Chemical and Pharmaceutical Works in 1901, the King Institute of Preventive 
Medicine (tropical diseases research centre) in 1904 and the Pasteur Institute in 1907. It is only from 
the Second World War onwards that India started producing conventional medicines (serums and 
vaccines). The country also commenced manufacturing synthetic products against dysentery and 
leprosy. Later several public production units were established: Hindustan Antibiotics in 1954 with 
technical assistance from the WHO and UNICEF as well as Indian Drugs and Pharmaceuticals with 
technical support from the erstwhile USSR. Despite these forays following India’s independence, the 
local pharmaceutical industry was still in its infancy and the country was heavily dependant on external 
supplies (Felker & al., 1997, Smith, 2000, Dubey, 2003).  

Faced with continuing dependence, experts incriminated the IPR regime inherited from the colonial 
days. In fact, patent policy dated back to 1856. The Indian Patent Act (IPA) amended in 1911 
authorised issuing of both process and product patents. These patents were valid for 16 years and 
could be extended for another 10 years if the patent holder believed that he had not been adequately 
defrayed for his innovation (Lalitha, 2002a). As of 1948-1950, the Patent Enquiry Committee specified 
that “the Indian patent system has failed in its main purpose, namely to stimulate inventions among 
Indians and to encourage the development and exploitation of new inventions for industrial purposes 
in the country so as to secure the benefits thereof to the largest section of the public” (Government of 
India, 1949, cited by Ramana, 2002).  

At the end of the sixties, a second committee confirmed this finding: the IPR regime was only a tool 
in the hands of the multinational companies (MNCs) of the developed world to keep the Indian market 
exclusively for themselves. It was a fact that they held between 80 to 90% of the patents. Having 
cornered monopolistic positions, they indulged in prohibitive prices, which were among the highest in 
the world (Mittal, 1985, Keayla, 1995, Watal, 2001, Ramana, 2002). Based on the findings of an 
enquiry on the price of 18 essential drugs, this committee pointed out that most often the same 
products were cheaper abroad. Therefore, it recommended amendments to the existing IPR regime 
and the establishment of a new institutional arrangement, more flexible in order to encourage the 
development of a performing domestic industry capable of ensuring making the country’s self-
sufficient in healthcare and reduce the price of medicines.  

2. 2. … Followed by a weak IPR regime  

In 1970, the patent law was relaxed. The 1970 IPA stipulated that patents would be granted only 
for processes for 7 years in the pharmaceutical industry2. Furthermore, a company would only be able 
to enjoy one patent for one manufacturing process (Lalitha, 2002a). Henceforth, medicines were 
exempted from the scope of a patent3.  

Another point to be noted: only local production would validate the actual use of a patent. Contrary 
to the earlier practice, the import of pharmaceutical products no longer allowed the patent’s actual use 
to be validated. As a result, the patent holder was given what was deemed to be a reasonable time 
frame of 3 years to exercise his right in the form of local production.  

Final important point, the IPA provided for assignment of rights. If, at the end of the 3 years period, 
a medicine was not available within the reasonable time limit or at a reasonable price, the Indian 
government could construe that the public need had not been met and could issue a compulsory 
license (CL). It could thus authorise a local company to manufacture the medicine and market it at a 
lesser price. A fortiori, if 2 years after the issue of the CL, the medicine was still not available, the 
government could simply revoke the patent due to lack of satisfactory usage.  

In addition, along with industrial policy measures as such, the public authorities instituted price 
control in the same year. The Drug Price Control Orders (DPCO) was established in 1970 in order to 
enhance people’s access to drugs (Singh, 1985, Felker & al., 1997, Srinivasan, 2001, OPPI, 2001, 
Kunnapallil, 2003). In practice, the public authorities published a list of the most essential drugs, the 

                                                 
2 Seven years from the patent application date or 5 years from the date of obtaining the patent.  
3 In the vital nuclear, agriculture and food supply sectors patenting has been totally banned. We should 
remember that by adopting short-term process patents, India was but following the example set by the developed 
countries, which belatedly opted for a more relaxed IPR to encourage the growth of national champions based on 
a sufficiently large reserved domestic market and enhance healthcare self-sufficiency in their country (Mfuka, 
2003).  
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ones with a large volume of sale. The retail price of these drugs was fixed at a reasonable level. This 
price was supposed to enable manufacturers cover the cost of raw materials, formulation, packaging 
and distribution while at the same time ensuring a reasonable profit margin. The price for most 
essential drugs is fixed in such a way as to ensure a margin of 75% taking into account various 
production costs for the company. The margin for non-essential drugs was fixed at 150%. Later, this 
price control system underwent recurrent changes (Gross, 1999, Govindaraj & Chellaraj, 2002, 
Lalitha, 2002b)4.  

Thus, the 1970 IPA along with the DPCO, sought to reconcile the aims of diffusing innovation and 
fulfilling the needs of people as regards quality drugs at affordable prices (Keayla, 1995). Since only 
processes could be patented, at that time it was possible for local companies to copy molecules 
developed by MNCs. Working on the basis of reverse engineering and learning by copying, they could 
market generic drugs, i.e. less expensive versions of drugs patented by MNCs abroad.  

Coming into force in 1972, this new IPR regime had a substantial impact. First of all, it allowed the 
growth of the fragmented domestic pharmaceutical industry. In 1953, the sector consisted of 1,752 
companies as against 5,126 in 1980. Today, there are 20,000 companies with 250 big timers and 
about ten public sector enterprises (Mittal, 1993, OPPI, 2002)5.  

Moreover, the country was able to make good its backwardness as regards domestic production of 
raw material and formulations. Raw material production rose from 180 million rupees in 1965 to 9 
billion rupees in the early nineties and rose further to 45 billion in 2001. As for formulation, it recorded 
an even higher growth. At the end of the sixties, the industry formulated drugs worth 1.5 billion rupees. 
This turnover went up to 60 billion rupees in 1993 and settled at above 183 billion in 2001 (Mittal, 
1993, OPPI, 2002).  

Raw material and formulation production (in million Rupees) 
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As of the 1980s, the pharmaceutical industry’s exports have gone up. Initially, these exports mainly 
concerned finished products: 76% as against 24% of raw material exports. Later, considerable growth 
in the export of both raw materials as well as finished products was observed at the end of the 
nineties. Indeed, exports increased respectively more than 100 times and more than 300 times during 
this period. Finally, a more even distribution of exports in this sector was observed: 55% of exports 

                                                 
4 At present, drugs with a sales volume higher than 1 million dollars or which hold monopoly over the market 
come under the purview of the DPCO. Monopoly here means a medicine that has a turnover of more than 
250,000 dollars and is supplied by a single manufacturer with at least 90% of the market share. Medicines for 
which competitive pressure is deemed to be sufficient are exempt from this purview: at least 5 raw material 
manufacturers and 10 finished product manufacturers who have each less than 40% of market share either for 
raw material or the finished product.  
5 At present, the sector directly employs 250,000 persons and indirectly 750,000 (especially in distribution) 
(Felker & alii, 1997).  
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pertained to formulation as against 45% for active substances in 2000 (Mittal, 1993, OPPI, 2002)6. 
Besides, the dynamism of exports manifested in a trade surplus right from the end of the eighties. 
Thus, the chronic deficits between the 1960s and 1980s began to decrease and disappear as of 1989. 
Today, the pharmaceutical sector trade surplus is nearly 51.3 billion rupees (Chaudhry, 1999, IDMA, 
2001)7.  

Pharmaceutical sector’s balance of trade (in million rupees) 
Year  Drug exports Drug imports Trade surplus 
1960-61 
1965-66 
1970-71 
1973-74 
1980-81 
1987-88 
1988-89 
1989-90 
1990-91 
1991-92 
1992-93 
1993-94 
1994-95 
1995-96 
1996-97 
1997-98 
1998-99 
1999-2000 

15
38
85

373.3
762

2 900
4 676
8 568

12 546
14 895
15 415
19 917
24 653
34 432
43 400
53 530
61 530
66 310

176
138
244
342

1 128
3 494
4 469
6 521
6 040

80 774
11 374
14 400
15 370
18 670
10 392
14 471
14 468
15 020

-161 
-100 
-158 

32 
-366 
-598 
207 

2 047 
6 504 
6 821 
4 041 
5 517 
9 283 

15 760 
33 008 
39 060 
47 062 
51 290 

Source: Chaudhry, 1999, IDMA, 2001.  

Since the 1970 IPA, domestic pharmaceutical industry’s growth has meant enhanced self-
sufficiency as far as the country’s healthcare is concerned. The industry produces 70% of raw material 
and 80% of finished products in the national market (Lanjouw, 1997). In addition, the grading of the 
top 10 companies in the Indian market reveals the performance of the domestic industry. Four of these 
companies are from India and have almost 16% share of the Indian market (OPPI, 2002).  

Moreover, comparison between the drug price index and the price index of other goods between 
1961 and 1989 evidences the positive effect of the DPCO. In the beginning of the sixties, the drug 
price index was almost at par with the general price index: 2% inflation for drugs as against 3% for all 
other goods. Till 1966, a restrained price increase for drugs as compared to other goods could be 
noted - an effect that could be attributed to the first steps taken towards drug price control during the 
Sino-Indian war (Singh, 1985, Felker & al., 1997). Then, from 1970s onwards, the gap between the 
drug price index and the price index of other goods began to widen. In general, from 1961 to 1989, the 
price index for all products increased by 676.6% as against 386.6% for drugs (Government of India, 
Indian Drug Statistics, cited by Chandra Prasad & Bhat, 1993).  

                                                 
6 This phenomenon can be explained by the very high taxation imposed by the Indian government on the import 
of finished products, which in turn induces domestic production of these products.  
7 Indian industry exports a large chunk to the developed markets, especially to the United States where generic 
drug manufacture has grown by leaps and bounds impelled by the public authorities seeking to bring healthcare 
expenditure under control.  
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Price index of drugs and other goods 
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Precisely, when we compare the relative prices of some of the essential drugs 16 years after the 
DPCO came into force, we notice that the prices in India were among the lowest in 1986. Of 8 
essential drugs belonging to 7 therapeutic classifications, Mittal (1993) maintained that the Indian 
prices were lower than the prices prevalent in countries like Pakistan or the United Kingdom. For 
example, the price of an antibiotic in India was 82.5% of the price in Pakistan and 32.2% of the price in 
Britain. For the most expensive drug, a hypertensive drug, the Indian price was equivalent to 
approximately 69% of the British price and 42% of the Pakistani price. Similarly, according to a study 
conducted by Keayla (1995) on the prices of largest selling drugs during the years 1991 and 1992, it 
appears that India enjoyed attractive prices. For an antibiotic (Ciprofloxacin), the Indian price was 5.66 
times lower than the Pakistani price. Even for an ulcer drug (Ranitidine), the American price was 25 
times higher than the Indian price.  

Relative prices of essential drugs in India and some other countries in 1986 
Name of the drug Units India Pakistan Sri Lanka Indonesia U.K.
Choloamphenicol 
(Anti-biotic) 

250mg/ 
12 caps 6.87 8.32 18.89 18.43 21.30

Metronidazole 
(Anti-diarrhoeal) 

200mg/ 
10 tabs 2.76 5.74 6.74 43.52 25.54

Ferric Sulphate 
(Anti-anaemic) 

150mg/ 
15caps 8.46 9.36 13.15 - 12.03

Ibuprofen  
(Analgesic) 

200mg/ 
10 comp 6.13 4.68 10.34 12.80 7.76

Propanolol 
(Anti-hypertensive) 

10mg/ 
250 tabs 48.78 116.50 112.42 - 70.95

Salbutamol 
(Anti-asthmatic) 

25mg/ 
10 tabs 1.11 3.40 2.97 10.24 4.57

Nifedipine 
(Cardiac drug) 

10mg/ 
10 caps 6.00 31.65 5.49 20.48 29.59

Cimetidine  
(Cardiac drug) 

200mg/ 
10 tabs 7.96 36.41 17.54 49.92 35.59

Source: Mittal, 1993.  
Retail price in Rupees.  

Indeed, this is the market, in which the presence of the Indian pharmaceutical companies following 
the establishment of a relaxed IPR regime has been highly appreciated, and which has received wide 
coverage in the media for its supply of AIDS and antiretroviral (ARV) drugs.  
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2.3. Global effect of a favourable IPR regime on international competition and prices of anti-
aids drugs  

ARV production started in India in 1991. At that time, Cipla wisely had a go at the manufacturing of 
the less costly ARV formulations, whose active substance content was low and whose manufacturing 
process was relatively less complex8. A decade later, there were 5 Indian companies (Cipla, Ranbaxy, 
Hetero, Aurodindo and Cadila) who had developed the wherewithal for this formulation and this 
allowed each one of them to market more than fifteen ARVs especially in the form of double and triple 
therapies (Guennif, 2004).  

The entry of these generic drugs in the ARV market brought the cost of treatment crashing down. 
Let us take for example the price of a therapy combining three ARVs recommended by the World 
Health Organization as first-line regimen for naive patient in developing countries. MSF clearly 
demonstrates that the sharp decline started with Cipla announcement in February 2001 that it would 
sell its triple therapy in the form of a cocktail at $350 per year per patient to non-governmental 
organisations (NGOs)9. At that time, a triple therapy cost $931 per year and per patient with princeps. 
From March 2001, the price of triple therapy with princeps fell to $727. Moreover, competition between 
Indian generic drug manufacturers triggered a new decline in prices. Two months after Cipla’s 
announcement, Hetero joined the fray and declared its intention to sell its cocktail at $347 to NGOs. 
Few months later, Ranbaxy raised the stakes by fixing the price of its cocktail at $295 for NGOs. In its 
last report, MSF (2005) states that prices are still decreasing. Actually, Hetero sells its triple therapy at 
$152 per patient per year against $562 with princeps. Thus, between January 2001 and June 2005, 
the price of the triple therapy fell by more than 83%. Definitely, “generic competition has shown to be 
the most effective means of lowering medicines price” (MSF, 2005). 

The effects of generic competition 
 

 
 
Source: MSF, 2005.  

On the whole, the beneficial effects of a relaxed IPR regime were confirmed as seen in the Indian 
experiment. By making its IPR regime more flexible, India had encouraged the growth of its 
pharmaceutical industry and improved accessibility to drugs. Further, this high-performance industry 
had recently succeeded in pushing ARV prices down and improving accessibility in developing 
countries hit by HIV/AIDS epidemic.  

                                                 
8 In practice, generic drug manufacturers confess that they are not much inclined to market ARV whose 
production costs are very high, those whose active substance content is very high and manufacturing process is 
complex.   
9 A cocktail is a treatment composed of three drugs that are present in a single pill to be taken 2 or 3 times a day. 
This innovative dosage brings down the number of pills to be taken every day and improves patient compliance 
(WHO, 2003).  



 7

As a WTO member, India has to amend its laws by 2005 to make them TRIPs compliance. At this 
point, we may legitimately wonder how a new IPR system, which basically means a new reinforcement 
of the IPA, would provide access to better technologies today, as advocated by the objectives and 
principles of these agreements? Some assert that India has reached the limits of its system and that it 
is time to consider a stronger IPR system that is more favourable to technology transfers (OPPI, 
2002). In addition, it would fully be in the country’s interest in the future to make the most of a new 
institutional arrangement in which local companies would be able to patent their research. At the same 
time, we must also highlight certain doubts, based on the Thai experience in the matter.  

3. Thailand experience: socio-economic development under strong IPR regime  

In the 90s, due to international pressure and TRIPs agreements ratification, Thailand has 
implemented a strong IPR regime whose impacts are questionable. Whereas technology transfers 
remains diffuse, the negative effects concerning accessibility and availability of treatments, especially 
ARVs, are feasible as suggest the obstacles faced by the Thai public unit in charge of drugs 
manufacturing.  

3.1. Industrial issues: what about technological transfer 

In 1992, under American pressure, Thailand went from a weak IPR system to a strong IPR system 
with the amendment of the Thai Patent Act (TPA). Before this date, patents were only issued for 
processes. Henceforth, they are issued for both products and processes. Consequently, drugs 
invented after 1992 could be patented (Guennif & Mfuka, 2003b).  

Later, Thailand established the Safety Monitoring Programme (SMP), which made it possible to 
grant “exclusive marketing rights” (EMR). Officially, the SMP aimed at improving the quality of newly 
marketed products. Unofficially, it allowed companies to get protection for products that had never 
been patented in the country. It allowed NMNCs to obtain a temporary 3-year monopoly for products 
patented and marketed elsewhere before 1992. However, once it came within the purview of Special 
301, Thailand once again amended its TPA in 1993, extending the EMR to 5 years. During this period, 
when the Thai Food and Drug Administration controlled drug quality, no generic version could be 
marketed.  

Finally, the TRIPs Agreements were signed in 1999. One of the promises associated with the 
ratification of these agreements is the possibility of technology transfers. The argument put forward is 
that a weak IPR regime does not incite firms to operate Foreign Direct Investments (FDI) towards 
these countries for fear of piracy and of being dispossessed of their innovations. Consequently, only 
an adequate IPR system would prompt NMNCs to carry out technology transfers, as they would have 
the assurance of being able to make the most of such transfers to developing countries, in the 
absence of piracy.  

However, one may object that a strong IPR regime featured by a non-discrimination provision may 
have adverse effects regarding technology transfers. Precisely, the exclusion for WTO members-
States to resort to working patent provision (article 27), and discriminate between local production and 
imports to validate the actual use of patents in the country, may inhibit TRIPs’ objective, that of 
promoting the socio-economic development in Southern countries through technology transfers 
(articles 7, 8-1 and 8-2). As suggests the Indian pattern, the implementation of a strong IPR regime, 
wherein imports only valid the use of patents may hinder FDI. Industries such as pharmaceuticals are 
featured by economy of scale and significant sunk costs, where NMNCs are often prompted to exploit 
monopolistic positions provided by patents by merely exporting to foreigner markets.  

Concerning Thailand, it must be acknowledged that disillusion was the order of the day. Between 
1984 and 1998, despite the reinforcement of its IPR system and the abrogation of the working patent 
provision, most local firms held on to their Thai nationality. Very little FDI reached thus the local 
pharmaceutical industry since 1992 (cf. table below) (Supakankunti & al., 2001). According to Oxfam 
(2001), this situation could be explained by the fact that “many R&D-based multinational 
pharmaceutical firms relocated their Thai offices to Singapore, despite the existence of a reinforced 
Patent Act in Thailand”. The argument put forward by Chitman, Executive Director of the 
Pharmaceutical Producers Association, was that Singapore offered more incentives than Thailand, 
such as tax relief, speedy registration procedures or work permits for expatriates.  
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Foreign Direct Investments in Thailand (1992-1998) 

Year Value of share held by Thai 
owners 

Value of share held by foreign 
owners Total 

1992 16,597,800 3,002,200 19,600,000
1993 105,507,000 93,000 105,600,000
1994 150,050,020 31,049,980 181,100,000
1995 36,160,000 11,540,000 47,700,000
1996 212,182,200 129,017,800 341,200,000
1997 39,240,000 2,760,000 42,000,000
1998 138,782,870 4,359,000 143,142770

1992-1998 698,519,890
(79.4)b

181,822,880 
(20.7) 880,342,770

1992-1996 520,497,020
(74.9)

174,702,980 
(25.1) 695,200,000

In Bahts.  
b. Values in parentheses are in percentage.  
Source: Supakankunti & al. (2001).  

Wherever NMNCs’ production units were present in the territory, their activity was limited to 
producing the finished products. In the field of ARV production, Kraisintu, Director of GPO’s R&D unit, 
states that she was approached several times by NMNCs. Technology transfers were not the core of 
discussion. MMNCs merely intended to exploit GPO’s manufacturing capabilities or distribution 
system. For instance, Boehringer Ingelheim (BI) offered GPO a license to produce Nevirapine as dry 
syrup for children, a product patented in Thailand, since BI was aware that GPO was technically 
capable of doing this. Later, BI proposed that GPO becomes Nevirapine’s distributor in Thailand 
(Guennif & Mfuka, 2003a).  

Whereas FDI stagnated, princeps gained greater market shares compared to generic production 
(Supakankunti & al., 2001). The princeps market shares greatly increased from 1992 onwards, when 
the IPR system was strengthened. It seems that a reversal in trend, favouring NMNCs, was very soon 
observed, and was further reinforced a year later by the setting up of SMP. In 1992, the market shares 
of princeps were 47;7% against 66,9% in 1997. Consequently, the strong IPR system led to the 
decline of the local pharmaceutical industry. Before 1992, there were about 400 national firms. In 
2001, there were less than 200.  

Market value of pharmaceutical sectors, Thailand 1992-1998, million of USD 
 1992 1993 1994 1995 1996 1997 1998
Princeps 289 358 420 484 576 533 324
Total 609 675 738 844 957 797 604
Original/total (in %) 47.5 53.0 56.9 57.4 60.2 66.9 53.6
Exchange rate (baht/USD) 25.40 25.32 25.15 24.92 25.34 31.37 41.37
Source: Supakankunti & al., 2001. 

3.2. The public health concern: the access to essential drugs  

Another objection may be raised with regard to the promotion of public health objectives: 
availability and affordability of medicines. First and foremost, between 1979 and 1992, a period in 
which only process patents were authorised in Thailand, a generic version reached the market 1 to 2 
years after the marketing of princeps. Following the modifications of the TPA in 1992, generic versions 
of patented products are available at least 5 years after the filing of the patent application, and 5 to 6 
years later when this concerns a product under SMP (Kwa, 2001).  

Furthermore, Thailand experienced the greatest difficulties in ensuring the supply of treatments at 
affordable prices. “The ddI affair” illustrates perfectly these difficulties. GPO managed to develop a 
generic version of the anti-aids treatment ddI whose patent dates back to 1987 and which had been 
marketed by the American firm, Bristol-Myers & Squibb (BMS) at prohibitive price. In 1992, the year 
when the new TPA came into force, BMS patented an improved formulation of ddI and asked for EMR, 
by demanding that the product be placed under SMP10. It obtained a temporary monopoly and sold the 
drug at $2,5 per tablet in a country where the daily minimum wage averaged $3.84. GPO had to stop 

                                                 
10 The modification of the formulation consisted simply in the addition of an antacid.  
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his manufacturing programme aimed at supplying a generic version at lower price. Thus, the ARV 
remained unaffordable for most people (Guennif & Mfuka, 2003a).  

Far from abandoning, in 1997 GPO filed a request for a CL, provided by the 1992 TPA (and by the 
TRIPs agreement: articles 31, 31b & 31k). Subject to American pressure11, the government gave up, 
halting the procedure for the issue of a CL. GPO had to produce a new ddl formulation − ddl in powder 
form − so as not to violate the BMS patent. Since then, AIDS activists sued BMS in 2001 and asked 
for the revocation of the patent for lack of “significant inventive steps or novelty” so that GPO could 
produce tablets, more convenient for patients. Since then, BMS patent was not invalided but its scope 
reduced so that GPO could produce tablet larger than 100mg dosage form (Oxfam, 2004). The 
generic was marketed at half price of the princeps drug.  

Comparison of princeps and generic prices in Thailand (in USD, 2001) 

Medicine Princeps price Generic price Decrease in % 

Fluconazole (200mg caps) 6.20 0.26 95,8 

Stavudine (40mg caps) 2.60 0.10 96 

Zidovudine (AZT) (100mg caps) 0,50 0.15 70 
Didanosine (ddI) (100mg 
tab/170mg powder) 1.20 0.62 48 

Source: Oxfam, 2001 and GPO, 2001. 

Considering public health issues, these facts permit legitimately to address the opportunity of a 
strong IPR regime in developing countries. Whereas exceptions to the patent holder’s rights are 
provided by TRIPs, like Thailand, Southern countries may be legally incapable to use generic supply 
to reduce drastically medicine prices and may face practical difficulties when resorting to CL to 
promote treatments’ accessibility.  

4. Discussion.  

Definitely, there is a link between IPR regime, pharmaceutical development and accessibility to 
treatment. IPR regime is a crucial means for the reason that it impacts both the growth of a domestic 
pharmaceutical industry and promotion of people’s access to medicines at low costs, especially in 
developing countries. But, contrary to the mainstream economics, evidence from the South indicates 
that a weak IPR regime cannot merely related to the rising of pharmaceutical industry in the South 
through technology transfer and the accessibility to latest drugs.  

The Indian pattern has shown that it is precisely the relaxation of its national IPR regime that 
promoted the growth of a domestic industry, thereby ensuring a better patient access to medicines. 
However, the globalisation process does not overlook any sector, which means that medicines too are 
submitted to the new legal framework established within the WTO. Besides, the Thailand pattern has 
demonstrated how difficulty for public health authorities to promote the progress of domestic 
pharmaceutical and supply patients with critical treatments at low costs by resorting to CL, exceptions 
to patentee rights provided by TRIPs.  

These elements impel us to keep on questioning the evidence of the link between strong IPR 
regime, industrial development and welfare in southern countries in several directions. First, we need 
to analyse the pattern of other developing countries such as South Korea, Brazil or South Africa and 
identify the institutional tools implemented to ensure industrial rising in the pharmaceutical sector and 
drugs accessibility so to confirm our intuition. Second, we must take into account the new basement of 
IPR regime strengthening in the World and its influence on industrial and health related issues in the 
South. Bilateralism is growing far removed from the WTO ministerial conferences founded on the 
principle of multilateralism. Concretely, USA signs numbers of Free–Trade Agreements including 
provisions much more restrictive and harmful than the ones included in the patent law of most 
developed countries or in the TRIPs. These “TRIPs plus” agreements try hard for instance to limit 
exceptions to patentee’s rights or to extend patent duration through the protection of clinical data for 
several years. Third, we need to explore other means available to developing countries to cope with 
public health issue. For instance, price control may help to ensure affordability of medicines.  

                                                 
11 Use of the “Special 301” once again.  
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To sum up, we would like to explore more extensively institutional means created to set-up patent 
as a strong tool which is not simply devoted to the diffusion of innovation and the increase of social 
welfare. Patents must be considered as mostly committed to the protection of monopoly rents through 
the consolidation of entry barriers towards southern generic makers and the prejudicial impact on 
treatments accessibility in countries hit by numbers of national emergencies, of epidemics.  
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