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Abstract

The WTO was formed in 1995 and since then countries

have abide by Trade Related Aspects of Intellectual

Property Rights (TRIPS). The agreement provides for

comprehensive plan for patenting and protection

including those of medical supply units including vac-

cines and diagnosis. Recently developing countries such

as India and South Africa have demanded TRIPS waiver

for access to vaccines for all the developing countries

The TRIPS waiver demanded, would apply to vaccines,

diagnosis, and treatment related to COVID‐19. The

waiver is important as it would allow member state in

researching, manufacturing, and supplying of vaccines.

The proposal by the developing countries for temporary

waiver of IP rights argues that IP could impede the

supply of COVID‐19 drugs and vaccines. However,

there is no near consensus as most of the developed

countries opposed this stance and they even argue that

waiving TRIPS is not going to ramp up the manufacturing

process. The pharmaceutical industry is also against this

stance of developing countries, they put their argument

forward that waiving of the IP will inhibit research and

development of future prospects.
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1 | BACKGROUND

Patents are the exclusive right over the intangible creation of human mind.1 The rules regarding patent is that it must be

available for any invention or process. The owner of the patent exempted others from use of making, using or selling of

his/her invention up to the period of 20 years. The first step in introduction of patents is the successful completion of

the Uruguay round in 1994. The Trade Related Aspects of Intellectual Property Rights (TRIPS) agreement is the first

multilateral treaty to set out the core criteria for patentable subject matter.2 The governments of developed countries

such as United States were strongly promoting global harmonization of intellectual property (IP) as against the strong

opposition from developing countries.3 There was a demand of compulsory extension for patent protection of phar-

maceutical products with serious effects on domestic pharmaceutical industries. Nevertheless, the demand for a

stronger and more internationally harmonised intellectual property rights (IPRs) lead to the creation of TRIPS which is

considered to be the most ambitious IPRs agreement in the history.4 Article 7 of the TRIPS agreement states the

objective of the protection of IPRs in terms of balance of rights and obligations.5 Article 8 states that WTO member

countries may adopt measures necessary for protection of public health provided that such measures are consistent

with the TRIPS agreement.6 The implementation of these measures requires a balance between international and

national needs of the country. The Doha declaration (adopted in WTO ministerial conference 2001) provides the

objectives mentioned in Article 7 of the agreement. It confirms the objectives of the protection of IPRs with the public

health policy. There is no universal way to regard patent it varies from country to country.

The need to introduce patent protection as in 2005 with subsequent protection for 20 years these altered the

market‐based conditions for pharmaceuticals in international trade.7 Under Article IX.3 of the Marrakesh Agreement

provides that the conditions given in exceptional circumstances only can ministerial conference waive the conditions

imposed onWTO member country.8 The IPRs system provided under TRIPS that guarantee to companies protection

which includes time limited monopoly on marketing of their products.9 TRIPS gives autonomy to parties as can be

seen from Article 1 of the agreement which states that members are free to determine their own appropriate method

for implementing the provision within their own domain of legal system.10 The objective of TRIPS agreement is to

liberalize international trade and providing protection to IPRs.11 As it can be deduced from Article 8 that it purports to

the balance between the private and public right in protecting public health and nutrition and also economic and

technological development. To sum up it can be said that IP provides for the creation and distribution of innovation

and their product provides interest in increasing the number of commercially and serving public interest.

In the wake of COVID‐19 epidemic, India and South Africa asked for the waiver of IPRs provided under

the WTO.

1.1 | Relationship between TRIPS and access to public health

The Doha declaration recognises the “gravity of the public health problems afflicting many developing and least

developed countries, especially those resulting from the HIV/AIDS, Malaria, Tuberculosis and other epidemics.”12 It

was stated within the declaration that this agreement should be act as a means to address both national and

international problems occurring as public health problems. It is clearly to be derived from the declaration that the

public health supreme and should not prevent members from taking steps to uphold the rights of public health. The

agreement should be interpreted in a manner that it provides more leverage to the public health.

Doha declaration provides for Article 31 para 5(b) “states that each WTO member has a right to grant com-

pulsory license and freedom upon which such licenses are granted.”13 Compulsory licensing is defined as a license

that is issued by the government as an authorization to an applicant for making, using or selling a patented

product.14 This acts as an exception to the general principle of TRIPS and through this the waiver can be granted to

the respective countries. Article 30 and 31 of theTRIPS agreement stipulates and enable theWTO members to use

the subject matter of patent when the public interest is involved.15 In absence of voluntary licensing, compulsory
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licensing will significantly reduce the cost of generic medicine and lead to better access of COVID‐19 drugs. The

agreement only provides the grounds on which compulsory licensing is given such as in extreme emergency and

public noncommercial use. Another condition mentioned is where to supply the “domestic market.”16

Paragraph 6 of the Doha declaration has its genesis in a proposal submitted by developing countries requesting an

interpretation of Article 30 of TRIPS agreement to permit member countries who does not have resources to export and

manufacture of the patented medicine to the third parties. This could ensure affordable and access to not only COVID‐19

vaccines but also all the products such as diagnostic kits.17 Paragraph 6 provides for two temporary kinds of waiver: under

the first kind a patent holder must be compensated for compulsory licensing in the importing country and the second there

must be a strict national legislation on the patent. As far as the eligibility is concerned, WTO least developed countries

(LDCs) are automatically considered in the imports, whereas non‐LDCs have to submit two notifications to TRIPS council.

For the non‐LDCs the justification needs to be provided as the “insufficient or no manufacturing capacity.”18

The patenting of public‐related inventions involved economic and social challenges. The pharmaceutical

companies claim that money obtained through patent is used in research and development. However, access to the

drugs are protected through patent often are no cost effective and are high in price.19 There has always been a

conflict with regard to access to public health and the patent of the product.

1.2 | The stance of developing countries

The classification into three tier system of so called developed, developing, and least developed is a result of multi-

lateralism. The system of institutionalisation provides a discussion or rather a conflict resolution system in order for

nations to function properly without any glitch. For developed countries primarily institutional setting helps them in

enforcing collective arguments and cost reduction.20 As for developing countries one advantage could be reduction of

uncertainty, the knowledge of what can be the type of behaviour is accepted. Special and differential treatment that

finds throughoutWTO law, the preamble itself provides for the special treatment of developing countries. The objective

of TRIPS must be understood in accordance in overall objectives of WTO relating to developing countries.21 Developed

nations with greater capital and resources tend to invent more things and have greater degree of patent protection.

Developing countries however with less resources and capital lacks domestic political stance for patent protection.22

The patent precondition are given inTRIPS Article 27–30 which includes that it must be accessible by everyone. The

advantage to the least developed countries were given in form that they can delay it to five years after its entry in force as

they were not be able to make available all the provisions due to lack of infrastructure. However, an exception is provided

under Article 27.2 where members are excluded from patentability of invention for larger public interests to protect human

health.23 Another area of concern for the developed countries is to use without authorization of right holder and is known

as compulsory license.24 This is what developing countries such as India and South Africa is pushing forward. In order for

successful implementation of Article 31 there must be completion of certain conditions such as what is the reasonable

amount of time to negotiate from right holder and use must be predominantly to domestic markets, what does a national

emergency mean, can COVID‐19 be considered as a national emergency.

1.2.1 | Lesson from AIDS epidemic

Through the late 1990s the developing countries were struggling to meet their obligations under TRIPS. The treatment of

AIDS comes as a result of active containment of it in developed countries that paves as a model for developing countries.25

Drugs such as antiretrovirals (ARVs) make treatment of disease possible and reduce its spread. The two main constraints in

containing HIV virus would be high prices of the drugs and its availability require system with adequate healthcare

facilities.26 As we can see from the example of Brazil that to obtain the required medicine it has to spend 36% of the

amount went out for purchase of two or three patented drugs. Even after procurement of drugs some developing and
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least developed countries still lacks the required health infrastructure to help in effecting efficient drug delivery system.

This is exactly what happens in countries like India and South Africa during COVID‐19 outbreak the vaccine procurement

system is very low. Only 2% of Indian population has received full vaccination by now which is very low as compared to

most developed countries.

In 1999, the prices of drugs of AIDS were very high for developing countries, this being said the citizens of

developed countries were able to afford the treatment for AIDS because of their push to medical insurance

coverage. The developing countries were lagging way behind and the annual costs for those who are able to afford

is about $10,000.27 The important issue is not whether drug is affordable but whether the supply is stable. HIV is a

disease that requires treatment throughout life and in order that drug to be available the supply must be intact. To

control any epidemic the important step is to invest in R&D and health infrastructure.

During HIV epidemic in Africa an NGO based in South Africa sued it government over the decision of not allowing

cipla an Indian Pharmaceutical company to produce and sell cheaper generics.28 The costs were reduced significantly to

about 97% and this in turn helps in controlling the epidemic.29 These investments need a substantial amount of resource

marshalling from training of healthcare workers, building treatment facilitate and they require commitment and great

spending.30 The question that needs to be addressed is that how developing countries is going to ensure affordability

availability at the same time.

1.2.2 | Access to medicine

There has been a unimpeded demand of supply of vaccines in recent years. The system of patent provide a leverage

for introduction of pharmaceutical products by encouraging research and development. The development of a

vaccine is a composite and expensive process and indicating that a wide variety of process might not reach the

market.31 The possibility of patent protection provides momentum for innovation, however a powerful patent

system does not always act as sufficient when it comes to availability of medicine or vaccines. If the purchasing

power needed does not justify an investment in newly made vaccines or medicines, then private industry does not

invest on its own. As a result, when the disease aggravated more in developing country than the developed one, the

free market does not support development of new vaccine even with patent protection.

The European Commission even claims that IP is not an impediment to scale up production, even suggesting that it

would not immediately speeds up production.32 It reminds the engagement in making of COVAX leading to promote

equitable access to the vaccines.33 However, if we see the facts the vaccine making facility of COVAX are itself in shortage

of 190 million doses. The goal to promote COVAX was ramping up production and providing 20% of the population of

with the vaccine but due to shortage of doses the future seems dim. The European Commission should not forget that it is

their fiscal incentives that was put up in research for making vaccines and it should not be given away to make profits by

pharmaceutical companies.

The role of public‐private partnership is to increase the area of research and development targeted the epidemic.

There are basically like four steps in any medicine or vaccine development: basic research, preclinical research, clinical

research, and post marketing.34 The void between these steps needs to be filled either by private investment which can

either by product patent. This will help in bridging the gap and make the medicine more accessible to the public. To start at

the initial stage of research it is mostly funded by the government and it is clear that developed nations are able to invest

more compared to developing countries. Under this regime international organizations such as WHO plays an important

role when it is about the distribution and making of vaccines. And the thing that helps in bridging the gap and make the

manufacture of vaccines faster is through the Intellectual Property Protection. When the gap does not fill up it is usually

due to demand by a large population for the vaccines, the purchasing power reduces and as a result there is vaccine

shortage. This can be very well be visible from the scenario that is happening in major parts of world particularly including

developing and least developed countries. A global research report by United Nations Conference on Trade and Devel-

opment (UNCTAD) displays that after the recovery of global medical manufacturing a very small fraction of medical

450 | CHAUDHARY AND CHAUDHARY



equipment such as oxygen respirators, protective personal equipment, disinfectant are available to lower income

countries.35 Waiver of TRIPS would certainly help up in increase of production and supply. This down trend of vaccine

shortage is clearly depicted in the figure below:

Source: Vaccinating the world: Amidst global shortages, India tries to strike a balance, Observer Research

Foundation. [Color figure can be viewed at wileyonlinelibrary.com]

Public‐partnership is an important way for development of new vaccines and it attempts to amalgamate the

system of both public and private sector into one single entity. This helps in accessing medicines for all regardless of

developing or developed countries status. This must not only be seen as a promoter that will only benefit public

sector rather an entity that is advantageous to private sector as well. The private industry can benefit from this

partnership through better public relations, data, training and introduction to new markets.36

IP can be managed both by public and private entities to promote development of new medicines. They provide an

incentive for innovation and research into developing the medicines. When the consumers lacks the purchasing power no

matter what size of their population is the public sector or charitable institutions must bridge the gap in purchasing

power.37 The private sector should provide the required capital and the labour required for the shift from basic research to

medicine available on stocks. Finally, the access to developing countries should not be defined by the size of their financial

pledges.

1.3 | Implications for pharmaceutical companies

Some big pharmaceutical companies stated that if patent waiver happens on the demand of developing countries

it will set as a dangerous precedent.38 Pharmaceutical industry is often seen as a profit making system and more

interested in the users of their product.39 The question with regard to vaccine is that whether it is to be treated as

a publicly funded business property or public goods accessible to all. The first argument put by these big

pharmaceutical is that TRIPS waiver would have negative impact on the area of research and development.

According to them for a pharmaceutical company to work it requires research and innovation based on long term

commitments and resources.40 Putting future medical research by waiving IP to jeopardy as they claim but it is to

be reiterated that IP is a social product and the states have obligation to prevent high costs by such companies.

Some people contended that the pharmaceutical can maximize its profits with the control on patent and

other IPRs.
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Another argument put forward that this would lead to more confusion both in public and private partners as some

pharmaceutical firms are public‐ private partnership based. This would in turn leads to strained supply and even escalation

of counterfeit vaccines.41 The global manufacturers are already collaborating and working to increase production targets.

Their shared goal is to vaccinate people effectively and is available to all. There would be a shortage of raw materials,

quality control and distribution if TRIPS are waived as a lot of vaccines would be in demand.42 The making of vaccines

requires a lot of efforts and investment and years of research putting pressure on firms to produce them in outstanding

number of supply will not help in maintaining the goal of accessibility. The quality of those vaccines would not be of up to

standard as there will be less time left for quality assurance. This would rather be seen as a symbolic gesture from rich

nations to show ethical approach in helping developing countries. IPR is said to become a tool impeding diagnosis,

treatment and medical equipment. This can be seen as what happened during the AIDS epidemic in South Africa, the lack

of the medicines was one of the main concerns against the pharmaceutical companies who were just busy making their

profits. Physicians' group of Medicine Sans Frontieres (MSF) has compiled several cases of COVID‐19 prevention,

diagnosis and treatment including threats of patents violation by patent holders against producer of 3D printed valve of

ventilator.43

The third argument would be there are already flexibilities expressed inTRIPS agreement. These are provided in

the form of compulsory licensing and freedom to use parallel imports. These help any country be it developing or

developed in having access to medicines. Certain Free Trade agreements are already being entered among various

countries which prevent already patented medicine to not being in used again known as patent linkage.44 Com-

pulsory licensing is not effective in the case where countries are facing a huge amount of vaccine shortages. The

present system of flexibilities is not able to support the present pandemic. Some report by MSF even points out that

flexibilities of compulsory licensing are even time consuming and burdensome.

2 | CONCLUSION

The waiver of TRIPS of COVID‐19 vaccine is a strong and effective commitment demanded by developing

countries. This paper tried to analyse the impact of waiver on developing countries and pharmaceutical

industries, and how does the dream of access to vaccine by all be achieved. TheTRIPS when its first came into

being the developing countries were far behind their assigned goal to comply with the norm. This is due to

lack of fiscal and other resources, the unprecedented pandemic has further crippled it. There is a heavy

shortage of vaccine not in just developing countries but other nations also. The relationship between TRIPS

and public health is not a new one as AIDS pandemic is evident of that. But how TRIPS is to be governed in

the individual nation still depends on its domestic law. The national legislation held as a guide to steer the

provisions of TRIPS in any direction where one nation wants. There is a lack of manufacturing capacity in

these developing countries the flexibilities provided in TRIPS regulation are not enough to increase the

manufacturing capacity. The problem is not only of manufacturing but also of the prices fixed by the

respective pharmaceutical companies. The access to vaccine is a social right that should be exercised by

nations together. The TRIPS waiver helps in better cooperation and coordination between the nations and

which further helps in research and development. The UN high level panel on access to medicine give

instructions to governments to refrain from any activity that includes strategies or tactics that undermines

the right of WTO members to useTRIPS.45 Many of the countries make amendments in their domestic laws to

use compulsory licensing. If it is already in process the TRIPS waiver to some extent will help in access to

medicine easier and quicker. The developed countries should come forward and support the decision of

TRIPS waiver in session WTO council meeting.
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