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This paper deals with brief overview of the developments of international provisions on IPR related to public health. It 

discusses flexibilities before and after TRIPS Agreement and difficulties faced by developing countries in implementing 

TRIPS obligations and protecting public health. Also discussed are the reasons for the Doha Declaration and issues relating 

to implementation of Para 6 of the Declaration. Discusses the inadequacy in the compulsory licence based approach to solve 

public health crisis and argues for a more comprehensive approach to find a long term solution to the public health issues.  
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Intellectual property protection for inventions relating 

to health care was one of the most debated areas in the 

international negotiations for IPR protection in the 

last three decades. The major concern was the need to 

facilitate access to essential medicines at affordable 

cost to the large sections of the population in the 

developing and least developed countries. Equally 

important was the demand to ensure adequate reward 

through patent system to the pharmaceutical 

companies mainly located in the developed countries 

who make considerable investment for the invention, 

production and marketing of essential drugs. The 

practice followed by many developing countries to 

ensure access to these medicines/drugs was to 

promote the growth of generic pharmaceutical 

industries without providing adequate patent 

protection for new pharmaceutical inventions. It was 

argued that this resulted in distortion of trade in the 

international market particularly in the context of 

globalization. One of the reasons identified for this is 

the lack of uniform international norms for the 

protection of new pharmaceutical products. The 

outcome was re-formulation of the then existing 

international norms through the TRIPS Agreement. 

The impression given to the world community that the 

provision in the TRIPS Agreement is a proper balance 

to ensure access of quality drugs to global population 

short lived when the South African Government took 

legislative measures to overcome the HIV/AIDS 

crisis. Though the WTO members found some 

temporary measures through the much projected Doha 

Declaration, it is still argued that the existing norms 

under the TRIPS Agreement are inadequate to provide 

the right balance. The implementation of the 

provisions of the TRIPS Agreement by various 

member states and the consequent disputes that arose 

in the last decade show that the provisions are more in 

favour of the owners of intellectual property to 

facilitate global trade. The weak manufacturing 

capacity coupled with low level of inventive activities 

is identified as the major stumbling block for many 

WTO members to take even the limited advantages of 

the TRIPS Agreement. The attempt in this paper is to 

examine briefly the context in which the present 

international norms are developed and to identify the 

areas in which countries, particularly, developing and 

least developed, need to work together to restore a 

balanced international norms for the protection of 

inventions relating to health care so that access to 

essential medicine at affordable cost could be a 

reality.  

 Historically international patent norms facilitated 

the growth of pharmaceutical industries in many 

countries which lacked the capacity to invent and 

produce drugs.
1
 The flexibilities available in the Paris 

Convention were used by many countries to build 

their domestic industries. Since there was no mandate 
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to provide product patent, many countries who were 

members of the Paris Convention provided only 

process patent in the initial stages to augment the 

growth of their pharmaceutical industries. This also 

enabled these countries to provide access to medicines 

at affordable cost. Though these provisions were 

mainly enjoyed by the countries in the West till the 

middle of the last century, some of the Asian 

countries also used this approach to promote 

industrial growth in the pharmaceutical sector after 

the Second World War. The net result was the 

emergence of strong and powerful generic industries 

in many parts of the world, including Asia. This also 

enabled production and distribution of low cost 

medicine not only in the domestic markets of these 

countries but also in other developing and least 

developed countries. Some of these industries even 

started penetrating into the markets in the developed 

countries whose industries are mainly responsible for 

invention and introduction of new and improved 

drugs in the global market. These industrial activities 

emerged as a potential threat to the dominance of the 

powerful pharmaceutical industries in the developed 

countries, particularly, the US. It was argued by these 

industrial groups that there is a need to strengthen the 

international norms for the protection of new 

inventions to prevent distortion of international trade 

in pharmaceutical products in the global market. 

These developments compelled the governments of 

the developed countries to initiate negotiation for new 

international norms to protect the new inventions in 

all new fields of technologies during the Uruguay 

Round of GATT negotiations stated in 1986.
2
 The 

need for enhanced protection of pharmaceutical 

products finds special mention in the submissions 

made by the developed countries.
3
 This includes 

product patent for new inventions in all fields of 

technology, extension of term of protection to  

20 years considering the time taken to put the drugs 

into market, restrictions on compulsory licences, 

special protection for test data submitted for drug 

approval, etc. Initially the developing countries 

objected to the inclusion of IPR issues in the GATT 

negotiations and argued to confine it to the prevention 

of entry of infringed goods using border security 

measures. These countries also demanded to focus the 

discussion on access to technology and protection of 

the interest of the users of intellectual property.
4
 But 

during the mid-term review held in Geneva in April 

1989 these countries agreed for the negotiation of ‘the 

provision of adequate standards and principles 

concerning availability, scope and use of a trade-

related intellectual property rights’.
5
 This, as opined 

by commentators, was a compromise for greater 

market access for agriculture and textile products 

from the developing countries.
6
 It opened the door for 

pushing new international standards for IPR 

protection through the GATT framework. 

 

 During the negotiations, many strategies were used 

by developed countries, particularly US, to overcome 

strong resistance from developing countries, 

particularly, India, Brazil, Argentina, Thailand etc., 

and ensured that their proposals find place in the draft 

reports.
7
 The pressure tactic adopted by the US was 

the use of Special and Super 301 of its Trade Act 

against many of these countries.
8
 US also successfully 

concluded the North American Free Trade Agreement 

(NAFTA)
9
 and the Andean Pact

10
 with improved IPR 

protection, particularly for pharmaceuticals. Because 

of these pressures, many countries proposed 

amendments during the period of GATT negotiations 

itself, in their domestic patent law to improve 

protection to pharmaceutical products including 

pipeline protection. It was interesting to note that in 

the original Dunkel Draft there was no obligation on 

the part of countries enjoying 10 years transitional 

period to facilitate the change from the process patent 

regime to product patent system to provide pipeline 

protection for pharmaceutical products. The strong 

protest from various pharmaceutical organizations, 

particularly the Pharmaceutical Manufacturing 

Associations (PMA),
11

 forced US to request for the 

change in the Dunkel Draft and to suggest pipeline 

provision even for countries enjoying transitional 

provision. Ignoring the protest from India, Canada,
12

 

Egypt and thirteen Latin American countries, Article 

70(8) was introduced in the TRIPS to provide 

temporary protection for new drugs invented after 

entering into force of the Agreement. While it is true 

that these countries had the freedom to delay change 

from process patent regime to product patent regime 

for 10 years, the obligation to accept product patent 

application for the new inventions and to grant 

Exclusive Marketing Rights (EMR) on satisfaction of 

certain conditions during this period practically 

helped the inventors of new drugs to acquire 

protection for the new inventions during this period. 

This, practically, nullified the effect of the transitional 

provision and prevented countries with strong generic 
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industries from producing generics of new drugs, 

invented after the TRIPS Agreement. The negotiators 

of the developing countries appeard to be unaware of 

this trap and were of the impression that they are 

bound to grant product patent only after 10 years as 

allowed by the transitional provision. Thus, while the 

developed countries enjoyed one year period for 

change of the law, developing countries like India 

were forced to amend the domestic patent law from 

the day in which TRIPS came into force.
13

 This is the 

first major blow to the continued growth of generic 

industries and the efforts to promote access to  

cheap drugs.  

 After the TRIPS Agreement came into force it was 

argued that there were enough flexibilities in the 

TRIPS for protecting interest of the generic industries 

so as to achieve the goal of providing affordable 

drugs. The flexibilities include freedom to determine 

the scope of subject matter for product patent 

protection,
14

 to determine the grounds on which 

compulsory licence could be issued,
15

 in identifying 

exceptions to patent,
16

 providing provisions for 

parallel import,
17

 and protection of test data
18

, etc. 

Countries adopted various approaches to implement 

the obligations and tried to protect public interest of 

providing access to affordable drugs. But increasingly 

it was realized that it is difficult to provide access to 

new drugs in many cases. Many developing and least 

developed countries could not even enjoy provisions 

for compulsory licence due to lack of manufacturing 

capabilities. This forced countries like Brazil and 

South Africa
19

 to introduce compulsory licence 

provisions to provide cheap medicine for HIV/AIDS 

victims. The reaction from US to these laws clearly 

reflects the limitations of the TRIPS flexibilities to 

provide affordable drugs.
20

 This forced countries to 

bring health care issues into international attention 

and demand for clarification and amendment of the 

TRIPS provision dealing with health care. In the 

TRIPS Council, developing countries argued for 

complete freedom to introduce changes in the patent 

law to overcome health crisis.
21

 Though this was 

opposed by the developed countries they were forced 

to agree for a unanimous declaration on TRIPS 

Agreement and Public Health, using compromising 

words in the Doha Round of Negotiations.
22

 

 The major achievement of the developing countries 

in the Doha Round was their joint effort in convincing 

the world community that public health is a grave 

issue and TRIPS provisions create problems in taking 

effective measures to solve the same. This is evident 

from the use of the words like ‘gravity of pubic health 

problems’, ‘other epidemics’ and ‘effect on prices’ in 

the Doha Declaration on TRIPS and Public Health.
22

 

Doha Declaration also clarified that the countries have 

the freedom to recognize the grounds of compulsory 

licence,
22

 freedom to determine national emergency or 

others circumstances of extreme urgency
22

 and the 

mechanism to facilitate parallel imports.
22

 The most 

significant contribution is the clarification on the 

concept of public health crisis. This is reiterated in 

para 5 (c) thus: “…it being understood that public 

health crises, including those relating to HIV/AIDS, 

tuberculosis, malaria and other epidemics, can 

represent a national emergency or other circumstances 

of extreme urgency”. This is clearly an improvement 

over the TRIPS Agreement and the use of ‘other 

epidemics’ gives more freedom to identify major local 

health problems and to use the provision to overcome 

the problem of access to essential medicines. But it is 

obvious that this can be enjoyed only by countries 

having manufacturing capacities.  

 The most debated issue was regarding the problem 

of countries with insufficient or no manufacturing 

capacity in using the TRIPS flexibilities, particularly 

provisions for compulsory licence. According to these 

countries, Articles 31(f) and (h) impose restrictions on 

importing cheap generics from other countries using 

compulsory licence provisions. Hence they argued for 

the freedom to import cheap products from generic 

manufacturer without any conditions. Even though 

many developed countries were sympathetic to their 

problem, the major worry was the misuse of any 

concession by import of drugs from generic 

manufacturers using compulsory licence. It was 

argued by the developed countries that if proper 

safeguards are not provided there is possibility of the 

same drugs entering into other countries distorting the 

market of the patent owner. The fear that the 

concessions given in the name of public health may 

be used by the generic manufacturers to promote trade 

interests forced the developed countries to refrain 

from allowing such concessions. Since a compromise 

formula could not be arrived during the negotiations, 

Para 6 of the Doha Declaration mandated the TRIPS 

Council to find expeditious solution before the end of 

2002. Doha Declaration also extended period of the 

obligation of the least developed countries to 

implement the product patent regime till 2016. There 

is also a mandate to provide technical support to these 
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countries to facilitate industrial growth as per Para 7 

of the Doha Declaration. 

 After an intricate two years of negotiations
23

 the 

General Counsel of the WTO approved a complex set 

of rules to implement Para 6.
24

 The decision contains 

definition for pharmaceutical products including 

active ingredients and diagnostic kits. It also defined 

eligible importing member and exporting member to 

ensure that only deserving countries are going to use 

this facility. The obligations of the exporting and 

eligible importing countries are elaborated to prevent 

misuse. This includes a detailed notification from the 

eligible country, indicating the requirements
25

 and the 

intention to grant compulsory licence.
26

 The exporting 

country is bound to indicate the conditions in the 

compulsory licence to ensure that the products are 

separately identifiable US labeling standards.
27

 They 

must also ensure that only required quantity is 

manufactured and it reaches only eligible importing 

country. The exporting country is also expected to 

notify the details of the compulsory licence issued to 

the TRIPS Council
28

 and publish it in the designated 

website.
29

 The obligation to pay remuneration to the 

right holder is limited to the exporting country so as 

to prevent double payment. This is also fixed taking 

into consideration the economic value of the 

importing country.
30

 There is also obligation on the 

part of the countries to prevent diversion of the trade 

by re-exporting the products.
31 

All the WTO members 

also have the obligation to take steps to prevent 

importing of these products into their market.
32

 Thus 

the attempt was to give a waiver to the predominant 

domestic supply requirement in Article 31(f) and the 

adequate remuneration requirement in Article 31(h) of 

the TRIPS Agreement. To convert this as a permanent 

decision and part of TRIPS obligation, Article 31bis, 

incorporating the provisions in the Para 6 Decision, 

was adopted as amendment to TRIPS Agreement
33

 

and is open for the acceptance of two third members 

of WTO.
34

  
 

 It is evident that adequate measures are provided to 

prevent re-exporting of the products and distortion of 

the global market. Developed countries, through these 

provisions ensured that countries with manufacturing 

capabilities are not going to use public health as a 

shield to promote the growth of their domestic generic 

industries by sale of patented products in global 

market. The complex procedure envisaged, it is felt, 

would prevent many countries from using these 

provisions.
34

 It is interesting to note that only one 

country, Rwanda, made the notification till date as per 

the decision. One needs to wait and see whether 

public health needs of developing countries are going 

to be satisfied by these measures. 

 
Conclusion  
 The above brief analysis of the international issues 

makes it clear that the attempt of the international 

community to find solution to the problem of public 

health care is to encourage the generic industry to 

produce patented drugs through grant of compulsory 

licence. There are serious doubts, expressed by many, 

regarding efficacy of the compulsory licence to solve 

the public health problems. Though this could be a 

temporary measure in case of public health crisis, the 

long term solution is to build capacity within the 

country to manufacture essential drugs. This means 

finding proper mechanism to ensure the much needed 

technology transfer to countries with no or 

insufficient manufacturing capacity. It is unfortunate 

to note that there is no serious effort on the part of the 

international community to chart out a set of 

enforceable binding obligation to achieve this. It is in 

this area, the developing and least developed 

countries need to join together and compel the 

developed countries to agree for a set of norms to 

ensure transfer of technology.  
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