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Intellectual property: Protection and Enforcement 
The WTO’s Agreement on Trade-Related Aspects of Intellectual Property Rights 
(TRIPS), negotiated during the 1986-94 Uruguay Round, introduced 
intellectual property rules into the multilateral trading system for the first time. 
Origins: into the rules-based trading system 

• The idea of trade, and what makes trade valuable for societies, has evolved 
beyond simply shipping goods across borders. Innovation, creativity and 
branding represent a large amount of the value that changes hands in 
international trade today. How to enhance this value and how to facilitate the 
flow of knowledge-rich goods and services across borders have become 
integral considerations in development and trade policy. 

• The TRIPS Agreement plays a critical role in facilitating trade in knowledge 
and creativity, in resolving trade disputes over intellectual property, and in 
assuring WTO members the latitude to achieve their domestic objectives. The 
Agreement is legal recognition of the significance of links between intellectual 
property and trade. 

• "Intellectual property" refers to creations of the mind. These creations can take 
many different forms, such as artistic expressions, signs, symbols and names 
used in commerce, designs and inventions. Governments grant creators the 
right to prevent others from using their inventions, designs or other creations 
— and to use that right to negotiate payment in return for others using them. 
These are “intellectual property rights”. They take a number of forms. For 
example, books, paintings and films come under copyright; eligible inventions 
can be patented; brand names and product logos can be registered as 
trademarks; and so on. Governments grant creators these rights as an 
incentive to produce and spread ideas that will benefit society as a whole. 

• The extent of protection and enforcement of these rights varied widely around 
the world; and as intellectual property became more important in trade, these 
differences became a source of tension in international economic relations. 
New internationally-agreed trade rules for intellectual property rights were 
seen as a way to introduce more order and predictability, and to settle disputes 
more systematically. 
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• The Uruguay Round achieved that. The WTO’s TRIPS Agreement is an attempt 
to narrow the gaps in the way these rights are protected and enforced around 
the world, and to bring them under common international rules. It establishes 
minimum standards of protection and enforcement that each government has 
to give to the intellectual property held by nationals of fellow WTO members. 

• Under the TRIPS Agreement, WTO members have considerable scope to tailor 
their approaches to IP protection and enforcement in order to suit their needs 
and achieve public policy goals. The Agreement provides ample room for 
members to strike a balance between the long term benefits of incentivising 
innovation and the possible short term costs of limiting access to creations of 
the mind. Members can reduce short term costs through various mechanisms 
allowed under TRIPS provisions, such as exclusions or exceptions to 
intellectual property rights. And, when there are trade disputes over the 
application of the TRIPS Agreement, the WTO’s dispute settlement system is 
available. 

The TRIPS Agreement covers five broad areas: 
• how general provisions and basic principles of the multilateral trading system 

apply to international intellectual property 
• what the minimum standards of protection are for intellectual property rights 

that members should provide 
• which procedures members should provide for the enforcement of those rights 

in their own territories 
• how to settle disputes on intellectual property between members of the WTO 
• special transitional arrangements for the implementation of TRIPS provisions. 

 
Basic principles: National treatment, MFN, and Balanced protection 

• As in the General Agreement on Tariffs and Trade (GATT) and the General 
Agreement on Trade in Services (GATS), the starting point of the TRIPS 
Agreement is basic principles. And as in the two other agreements, non-
discrimination features prominently: national treatment (treating foreign 
nationals no less favourably than one’s own nationals), and most-favoured-
nation (MFN) treatment (not discriminating among nationals of trading 
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partners). National treatment is also a key principle in other intellectual 
property agreements outside the WTO. 

• The TRIPS Agreement has an additional important general objective: 
intellectual property protection should contribute to technical innovation and 
the transfer of technology. Both producers and users should benefit, and 
economic and social welfare should be enhanced, the TRIPS Agreement says. 

How to protect intellectual property: common ground-rules 
The second part of the TRIPS Agreement looks at different kinds of intellectual 
property rights and how to protect them. The purpose is to ensure that minimum 
standards of protection exist in all WTO members. Here the starting point is the 
obligations of the main international agreements of the World Intellectual 
Property Organization (WIPO) that already existed before the WTO was 
created: 

• the Paris Convention for the Protection of Industrial 
Property (patents, industrial designs, etc) 

• the Berne Convention for the Protection of Literary and Artistic 
Works (copyright). 

Some areas are not covered by these agreements. In some cases, the standards of 
protection prescribed were thought inadequate. So the TRIPS Agreement adds 
significantly to existing international standards. 
 
Copyright 
Copyright usually refers to the rights of authors in their literary and artistic works. 
In a wider sense, copyright also includes ‘related rights’: the rights of performers, 
producers of phonograms and broadcasting organizations. 
During the Uruguay Round negotiations, members considered that the standards for 
copyright protection in the Berne Convention for the Protection of Literary and 
Artistic Works were largely satisfactory. The TRIPS Agreement provisions on 
copyright and related rights clarify or add obligations on a number of points: 

• The TRIPS Agreement ensures that computer programs will be protected as 
literary works under the Berne Convention and outlines how databases must 
be protected under copyright; 
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• It also expands international copyright rules to cover rental rights. Authors of 
computer programs and producers of sound recordings must have the right to 
prohibit the commercial rental of their works to the public. A similar exclusive 
right applies to films where commercial rental has led to widespread copying, 
affecting copyright-owners’ potential earnings from their films; and 

• It says performers must also have the right to prevent unauthorized recording, 
reproduction and broadcast of live performances (bootlegging) for no less than 
50 years. Producers of sound recordings must have the right to prevent the 
unauthorized reproduction of recordings for a period of 50 years. 

Trademarks 
• A trademark is a sign or a combination of signs used to distinguish the goods 

or services of one enterprise from another. 
• The TRIPS Agreement defines what types of signs must be eligible for 

protection as trademarks, and what the minimum rights conferred on their 
owners must be. It says that service marks must be protected in the same way 
as trademarks used for goods. Marks that have become well-known in a 
particular country enjoy additional protection. 

Geographical indications 
• A name or indication associated with a place is sometimes used to identify a 

product. This “geographical indication” does not only say where the product 
comes from. More importantly, it identifies the product’s special 
characteristics, which are the result of the product’s origins. 

• Well-known examples include “Champagne”, “Scotch Whiskey”, “Tequila”, 
"Darjeeling" and “Roquefort” cheese. 

• Using the indication when the product was made elsewhere or when it does 
not have the usual characteristics can mislead consumers, and can lead to 
unfair competition. The TRIPS Agreement says members have to provide ways 
to prevent such misuse of geographical indications. 

• For wines and spirits, the TRIPS Agreement provides higher levels of 
protection, i.e. even where there is no danger of the public being misled. 

• Some exceptions are allowed, for example if the term in question is already 
protected as a trademark or if it has become a generic term. 
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• The TRIPS Agreement provides for further negotiations in the WTO to 
establish a multilateral system of notification and registration of geographical 
indications for wines, which was subsequently extended to include spirits. The 
question of whether to negotiate extending this higher level of protection 
beyond wines and spirits is also being discussed in the WTO. 

Industrial designs 
• Industrial design is generally understood to refer to the ornamental or 

aesthetic aspect of an article rather than its technical features. 
• Under the TRIPS Agreement, original or new industrial designs must be 

protected for at least 10 years. Owners of protected designs must be able to 
prevent the manufacture, sale or importation of articles bearing or embodying 
a design which is a copy or substantially a copy of the protected design for 
commercial purposes. 

Patents 
• The TRIPS Agreement says patent protection must be available for eligible 

inventions in all fields of technology that are new, involve an inventive step 
and can be industrially applied. Eligible inventions includee both products and 
processes. They must be protected for at least 20 years. However, governments 
can refuse to issue a patent for an invention if its sale needs to be prohibited 
for reasons of public order or morality. They can also exclude diagnostic, 
therapeutic and surgical methods, plants and animals (other than micro-
organisms), and biological processes for their production (other than 
microbiological processes) from patent protection. 

• Plant varieties, however, must be protectable by patents or by a special system 
(such as the breeder’s rights provided in the conventions of UPOV — the 
International Union for the Protection of New Varieties of Plants) 
or by both. 

• The TRIPS Agreement describes the minimum rights that a patent owner must 
enjoy, and defines the conditions under which exceptions to these rights are 
permitted. The Agreement permits governments to issue “compulsory 
licences”, which allow a competitor to produce the product or use the process 
under licence without the owner's consent. But this can only be done under 
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specific conditions set out in the TRIPS Agreement aimed at safeguarding the 
interests of the patent-holder. 

• If a patent is issued for a process invention, then the rights must extend to the 
product directly obtained from the process. Under certain conditions alleged 
infringers may be ordered by a court to prove that they have not used the 
patented process. 

Layout designs of integrated circuits 
• An integrated circuit is an electronic device that incorporates individual 

electronic components within a single ‘integrated’ platform configured to 
perform an electronic function. 

• The protection of layout designs of integrated circuits (“topographies”) in the 
TRIPS Agreement is provided through the incorporation of the Washington 
Treaty on Intellectual Property in Respect of Integrated Circuits, a treaty that 
was concluded under the World Intellectual Property Organization in 
1989, but has not yet entered into force. The TRIPS Agreement adds a 
number of provisions: for example, protection must be available for at least 10 
years. 

• In practice, layout designs of integrated circuits are commonly protected under 
patents. 

Undisclosed information 
• Undisclosed information includes trade secrets and test data. Trade secrets 

must be protected against unauthorized use, including through breach of 
contract or confidence or other acts contrary to honest commercial practices. 
Such protection is conditional upon the information being secret, having 
commercial value and reasonable steps having  been taken by its owner to keep 
the information secret. 

• Test data submitted to governments in order to obtain marketing approval for 
new pharmaceutical or agricultural chemicals must also be protected against 
unfair commercial use and disclosure. Extended transition periods continue to 
apply to least developed country members (see section below on transitional 
arrangements). 

Anti-competitive practices in licensing 
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• One way for a right holder to commercially exploit his or her intellectual 
property rights includes issuing a licence to someone else to use the rights. 
Recognizing the possibility that right holders might include conditions that are 
anti-competitive, the TRIPS Agreement says that under certain conditions, 
governments have the right to take action to prevent anti-competitive licensing 
practices. It also says governments must be prepared to consult each other on 
controlling anti-competitive licensing practices. 

• More generally, the TRIPS Agreement recognizes that right holders could use 
their rights to restrict competition or impede technology transfer. The 
Agreement gives governments the right to take action against anti-competitive 
practices. In certain situations, the TRIPS Agreement also waives some 
conditions required for the compulsory licence of a patent in cases where the 
government grants the compulsory licence in order to remedy a practice 
determined to be anti-competitive. 

Enforcement 
• In order for the protection of intellectual property rights to be meaningful, 

WTO members must give right holders the tools to ensure that their 
intellectual property rights are respected. Enforcement procedures to do so are 
covered in part III of the TRIPS Agreement. The Agreement says governments 
have to ensure that intellectual property rights can be enforced to prevent or 
deter violations. The procedures must be fair and equitable, and not 
unnecessarily complicated or costly. They must not entail unreasonable time-
limits or unwarranted delays. People involved must be able to ask a court to 
review an administrative decision or to appeal a lower court’s ruling. 

• The TRIPS Agreement is the only international agreement that describes 
intellectual property rights enforcement in detail, including rules for obtaining 
evidence, provisional measures, injunctions, damages and other penalties. It 
says courts must have the right, under certain conditions, to order the disposal 
or destruction of goods infringing intellectual property rights. Wilful 
trademark counterfeiting or copyright piracy on a commercial scale must be 
subject to criminal offences. Governments also have to make sure that 
intellectual property rights owners can receive the assistance of customs 
authorities to prevent imports of counterfeit and pirated goods. 
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Technology transfer 
• Developing country members in particular see technology transfer as part of 

the bargain in which they have agreed to protect intellectual property rights. 
The TRIPS Agreement aims for the transfer of technology (see above) and 
requires developed country members to provide incentives for their companies 
to promote the transfer of technology to least-developed countries in order to 
enable them to create a sound and viable technological base. 

Transitional arrangements: One year, 5 years or more 
• While the WTO agreements entered into force on 1 January 1995, the TRIPS 

Agreement allowed WTO members certain transition periods before they were 
obliged to apply all of its provisions. Developed country members were given 
one year to ensure that their laws and practices conform to the TRIPS 
Agreement. Developing country members and (under certain conditions) 
transition economies were given five years, until 2000. Least-developed 
countries initially had 11 years, until 2006 — now extended to 1 July 2034 in 
general. 

• In November 2015, the TRIPS Council agreed to further extend exemptions on 
pharmaceutical patent and undisclosed information protection for least-
developed countries until 1 January 2033 or until such date when they cease to 
be a least-developed country member, whichever date is earlier. They are also 
exempted from the otherwise applicable obligations to accept the filing of 
patent applications and to grant exclusive marketing rights during the 
transition period. 

Institutional arrangements 
• The main forum for work on the TRIPS Agreement is the Council for TRIPS, 

which was created by the WTO Agreement. The TRIPS Council is responsible 
for administering the TRIPS Agreement. In particular, it monitors the 
operation of the Agreement. In its regular sessions, the TRIPS Council mostly 
serves as a forum for discussion between WTO members on key issues. The 
TRIPS Council also meets in “special sessions”. These are for negotiations on a 
multilateral system for notifying and registering geographical indications for 
wines and spirits. 

Cooperation with other intergovernmental organizations 
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• The preamble to the TRIPS Agreement calls for a mutually supportive 
relationship between the WTO and WIPO as well as other relevant 
international organizations. Cooperation between the WTO and WIPO covers 
notifications of laws, technical assistance and implementing the TRIPS 
obligations that stem from Article 6ter of the Paris Convention for the 
Protection of Industrial Property. 

• The WTO also coordinates with a wide range of other international 
organizations, in particular as regards the organization of symposia, training 
activities and other events on intellectual property and trade and how these 
relate to other policy dimensions, such as public health and climate change. 

 
Pharmaceutical patents and the TRIPS Agreement 
The purpose of this note is to describe those provisions of the Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPS Agreement) that relate to the 
standards of patent protection to be accorded to inventions in the area of 
pharmaceuticals. 
What pharmaceutical inventions must be patentable under the TRIPS 
Agreement?  

• The main rule relating to patentability is that patents shall be available for any 
invention, whether a product or process, in all fields of technology without 
discrimination, where those inventions meet the standard substantive criteria 
for patentability — namely, novelty, inventive step and industrial applicability.  

• In addition, Members are required to make grant of a patent dependent on 
adequate disclosure of the invention and may require information on the best 
mode for carrying it out. Disclosure is a key part of the social contract that the 
grant of a patent constitutes since it makes publicly available important 
technical information which may be of use to others in advancing technology 
in the area, even during the patent term, and ensures that, after the expiry of 
the patent term, the invention truly falls into the public domain because others 
have the necessary information to carry it out. 

Three types of exclusion to the above rule on patentable subject-matter 
are allowed. These may be of interest from a public health perspective: 
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• inventions the prevention of whose commercial exploitation is necessary to 
protect ordre public or morality, including to protect animal or plant life or 
health; 

• diagnostic, therapeutic and surgical methods for the treatment of humans or 
animals; and 

• certain plant and animal inventions. 
What are the rights conferred by a patent under the TRIPS Agreement?  

• The minimum rights that must be conferred by a patent under the TRIPS 
Agreement follow closely those that were to be found in most patents laws, 
namely the right of the patent owner to prevent unauthorized persons from 
using the patented process and making, using, offering for sale, or importing 
the patented product or a product obtained directly by the patented process. 

Term of protection  
• Under the TRIPS Agreement, the available term of protection must expire no 

earlier than 20 years from the date of filing the patent application. It should be 
noted that, although the issue of patent term extension to compensate for 
regulatory delays in the marketing of new pharmaceutical products was raised 
in the Uruguay Round negotiations, the TRIPS Agreement does not contain an 
obligation to introduce such a system. 

Limitations/exceptions to these rights  
Under the TRIPS Agreement, patent rights are not absolute but can be subject to 
limitations or exceptions. These can be put into four categories: 

• The Agreement allows limited exceptions to be made by Members provided 
that such exceptions do not unreasonably conflict with a normal exploitation 
of the patent and do not unreasonably prejudice the legitimate interests of the 
patent owner, taking account of the legitimate interests of third parties. Thus, 
for example, many countries allow third parties to use a patented invention for 
research purposes where the aim is to understand more fully the invention as a 
basis for advancing science and technology. The WTO Panel in Canada — 
Patent Protection for Pharmaceutical Products decided that this provision, 
allowing limited exceptions, covered a provision of Canadian law which 
permits the use by generic producers of patented products, without 
authorization and prior to the expiry of the patent term, for the purposes of 
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seeking regulatory approval from public health authorities for the marketing of 
their generic version as soon as the patent expires. (This provision is 
sometimes referred to as the “regulatory exception” or as a “Bolar” 
provision.) The Panel Report was adopted by the WTO Dispute Settlement 
Body on 7 April 2000;  

• The Agreement also allows Members to authorize use by third parties 
(compulsory licences) or for public non-commercial purposes (government 
use) without the authorization of the patent owner. Unlike what was sought by 
some countries in the negotiations, the grounds on which this can be done are 
not limited by the Agreement, but the Agreement contains a number of 
conditions that have to be met in order to safeguard the legitimate interests of 
the patent owner. Two of the main such conditions are that, as a general rule, 
an effort must first have been made to obtain a voluntary licence on reasonable 
commercial terms and conditions and that the remuneration paid to the right 
holder shall be adequate in the circumstances of each case, taking into account 
the economic value of the licence; 

• The Agreement recognizes the right of Members to take measures, consistent 
with its provisions, against anti-competitive practices and provides more 
flexible conditions for the grant of compulsory licences where a practice has 
been determined after due process of law to be anti-competitive. For example, 
the conditions referred to above for the grant of compulsory licences may be 
relaxed in these circumstances. The Agreement also provides for consultation 
and cooperation between Members in taking action against anti-competitive 
practices; 

• The TRIPS Agreement makes it clear that the practices of WTO Members in 
regard to the exhaustion of intellectual property rights (e.g. a Member’s 
decision to have a national exhaustion regime, under which right holders can 
take action against parallel imports, or an international exhaustion regime, 
under which they cannot) cannot be challenged under the WTO dispute 
settlement system, provided that they do not discriminate on the grounds of 
the nationality of right holders. 

Other policy instruments  
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• Governments have a range of public policy measures outside the field of 
intellectual property to address issues of access to and prices of drugs. For 
example, many countries use price or reimbursement controls. Article 8 of the 
TRIPS Agreement makes it clear that WTO Members may, in formulating or 
amending their rules and regulations, adopt measures necessary to protect 
public health and nutrition, provided that such measures are consistent with 
the provisions of the Agreement. 

Transition provisions  
• The TRIPS Agreement lays down some transition provisions which gave WTO 

Members periods of time in order to adapt their legislation and practices to 
their TRIPS obligations. Those periods differ according to the type of 
obligation in question and the stage of development of the country concerned. 
With respect to those transition provisions which relate to the application of 
the obligations on substantive standards for the protection of pharmaceutical 
inventions, the obligations are mainly divided into two categories of countries: 

o as the basic rule, developing countries had until 1 January 2000 to apply 
the provisions of the TRIPS Agreement, including the obligations 
regarding the protection of process and product patents. As regards 
product patents for pharmaceutical products, those developing countries 
which did not grant such protection on 1 January 2000 had an extra 
period until 1 January 2005 to introduce it. Since most developing 
country Members of the WTO already provided for product patent 
protection for pharmaceuticals, a relatively small number of countries 
were concerned; 
   

o least-developed countries originally had until 1 January 2006 to meet 
their TRIPS obligations. The TRIPS Council has extended this deadline 
three times, most recently until 1 July 2034 (Decision of 29 June 2021). 

• In both cases, the rules of the TRIPS Agreement apply or will apply not only to 
new patent applications but also to patents still under protection at the end of 
the respective transition periods. 

• Notwithstanding proposals to the contrary, the TRIPS Agreement did not 
require the bringing under protection of pharmaceutical inventions that were 
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in the “pipeline” in these countries at the time of entry into force of the WTO. 
However, with effect from that date (1 January 1995), those developing and 
least-developed countries that did not already make available patent 
protection for pharmaceutical products, were under an obligation to provide a 
system whereby applications for patents for pharmaceutical product 
inventions could be filed (often referred to as a “mailbox” system). These 
applications did not have to be examined until after 1 January 2005 in the case 
of developing countries. If found to be patentable by reference to their filing 
(or priority) date, a patent would have to be granted for the remainder of the 
patent term counted from the date of filing. The General Council has waived 
this obligation for least developed country members until 1 January 2033 
(Decision of 30 November 2015). 

• In the event that a pharmaceutical product that was the subject of a “mailbox” 
application obtained marketing approval prior to the decision on the grant of a 
patent, an exclusive marketing right of up to five years had to be granted 
provided that certain conditions were met. The General Council has also 
waived this obligation for least developed country members until 1 January 
2033 (Decision of 30 November 2015). 

Concluding remarks  
• Most developing and least developed countries already granted patent 

protection for pharmaceutical products prior to the entry into force of the 
TRIPS Agreement. In these countries, the TRIPS Agreement therefore did not 
lead to fundamental changes in this regard, although a certain amount of 
adjustment in legislation, for example in respect of patent term and 
compulsory licencing, was often necessary. With respect to the countries that 
did not provide patent protection for pharmaceutical products at the time of 
entry into force of the WTO Agreement, some, including Brazil and Argentina, 
decided to bring such protection into effect more quickly than is required 
under the TRIPS Agreement. 

• The TRIPS Agreement pays considerable attention to the need to find an 
appropriate balance between the interests of rights holders and users. This was 
an important theme in its negotiation. This is not only reflected in the basic 
underlying balance related to disclosure and providing an incentive for R&D, 
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but also in the limitations and exceptions to rights that are permitted and in 
the transition provisions. The flexibilities in the TRIPS Agreement have 
subsequently been clarified and reinforced by the Doha Declaration on the 
TRIPS Agreement and Public Health, as well as by the Waiver Decision of 
August 2003 and the Amendment Decision of December 2005 to facilitate 
compulsory licenses for export to needful countries. 

• It should also be appreciated that the protection of pharmaceutical inventions 
was one aspect of a much wider agreement, covering not only the protection of 
intellectual property in general in a coherent and non-discriminatory way but 
also further liberalization and strengthening of the multilateral trading system 
as a whole. While it is true that some countries put particular emphasis on 
TRIPS matters in the Uruguay Round negotiations, it is also true that other 
countries attached great importance to other areas, for example textiles and 
agriculture. It is a belief shared by all WTO Members that a strong and vibrant 
multilateral trading system is essential for creating conditions for economic 
growth and development worldwide. This in turn provides for the generation 
of the resources required to tackle health problems. 

International Union for the Protection of New Varieties of Plants 
The International Union for the Protection of New Varieties of Plants or UPOV is 
a treaty body (non-United Nations intergovernmental organization) with 
headquarters in Geneva, Switzerland. Its objective is to provide an 
effective system for plant variety protection. It does so by defining a 
blueprint regulation to be implemented by its members in national law. 
The expression UPOV Convention also refers to one of the three 
instruments that relate to the union, namely the 1991 Act of the UPOV 
Convention (UPOV 91), 1978 Act of the UPOV Convention (UPOV 78) 
and 1961 Act of the UPOV Convention with Amendments of 1972 (UPOV 
61).  
About UPOV: 
The International Union for the Protection of New Varieties of Plants (UPOV) 
administers an international system of intellectual property (IP) rights that protect 
plant breeders’ rights and encourage innovation in agriculture through the 
development of new varieties of plants. UPOV is an intergovernmental organization 
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based in Geneva, Switzerland. To date, it has 75 members covering 94 
countries). 
 
History of UPOV- 

• UPOV was established by the International Convention for the Protection of 
New Varieties of Plants (UPOV 61). The convention was adopted in Paris in 
1961 and revised in 1972, 1978 and 1991. 

• The initiative for the foundation of UPOV came from European breeding 
companies, who 1956 called for a conference to define basic principles for 
plant variety protection. The first version of the UPOV convention was ratified 
in 1961 by six western industrialised countries: Denmark, France, Germany, 
the Netherlands, Sweden and the United Kingdom.  

• By 1990 still only 14 countries were part of the convention, 
with apartheid South Africa being the only country from the Southern 
Hemisphere. From the mid-1990s more and more countries from Latin 
America, Asia and Africa joined the convention. A reason for this development 
might be the TRIPS-Agreement that obliged WTO members to introduce plant 
variety protection in national law. Later, many countries have been obliged to 
join UPOV through specific clauses in bilateral trade agreements, in particular 
with the EU, USA, Japan and EFTA.The TRIPS-Agreement doesn't require 
adherence to UPOV but gives the possibility to define a sui generis system for 
plant variety protection. In contrast, clauses in free trade agreement are more 
comprehensive and typically require adherence to UPOV. 

• While the earlier versions of the convention have been replaced, UPOV 
78 and UPOV 91 coexist. Existing members are free to decide whether they 
want to ratify UPOV 91 or stay with UPOV 78, whereas new members have to 
adhere to the more restrictive version from 1991. 

 
System of protection 
The convention defines both how the organization must be governed and run, 
and the basic concepts of plant variety protection that must be included in the 
domestic laws of the members of the union. These concepts include:  
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• The criteria for new varieties to be protected: novelty, distinctness, uniformity, 
and stability. 

• The process for application for a grant. 
• Intellectual property rights conferred to an approved breeder. 
• Exceptions to the rights conferred to the breeder. 
• Required duration of breeder's right. 
• Events in which a breeder's rights must be declared null and void. 

In order to be granted breeder's rights, the variety in question must be shown to 
be new. This means that the plant variety cannot have previously been available for 
more than one year in the applicant's country, or for more than four years in any 
other country or territory. The variety must also be distinct (D), that is, easily 
distinguishable through certain characteristics from any other known variety 
(protected or otherwise). The other two criteria, uniformity (U) and stability (S), 
mean that individual plants of the new variety must show no more variation in the 
relevant characteristics than one would naturally expect to see, and that future 
generations of the variety through various propagation means must continue to 
show the relevant distinguishing characteristics. The UPOV offers general guidelines 
for DUS testing.  

• A breeder can apply for rights for a new variety in any union member country, 
and can file in as many countries as desired without waiting for a result from 
previous applications. Protection only applies in the country in which it was 
granted, so there are no reciprocal protections unless otherwise agreed by the 
countries in question. There is a right of priority, and the application date of 
the first application filed in any country is the date used in determining 
priority. 

• The rights conferred to the breeder are similar to other intellectual property 
rights, such as patents, even though there are important differences.Their 
purpose is to create a temporary monopoly on a plant variety, to allow its 
breeder to redeem the costs he invested to create this innovation - typically the 
creation of a new variety takes 10 to 15 years and implies a substantial 
investment. The breeder must authorize any actions taken in propagating the 
new variety, including selling and marketing, importing and exporting, 
keeping stock of, and reproducing. This means that the breeder can, for 
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example, require a licensing fee for any company interested in reproducing his 
variety for sale. The breeder also has the right to name the new variety, based 
on certain guidelines that prevent the name from being deliberately 
misleading or too similar to another variety's name. 

In the 1991 convention there are four exceptions to the rights of the breeder owning 
a plant variety:  

• Breeders exception: Even if a variety is protected it can be freely used by 
another breeder as a source for new varieties, without the authorization of the 
owner of the original variety. With the introduction of the 1991 convention this 
exception has been narrowed down to exclude "essentially derived varieties". 

• Farmers exception: In the 1978 Convention the reproduction of seeds, as 
well as their exchange with other farmers is implicitly allowed, because the 
exclusive right of the breeder only extend to the production for the purpose of 
marketing. With the 1991 Convention the scope of breeders rights were 
expanded to include the multiplication of a variety. However, there still is an 
optional exception that can be included in national legislation to allow 
reproduction of seeds by farmers, but only "within reasonable limits and 
subject to the safeguarding of the legitimate interests of the breeder" which 
practically means that the farmers is obliged to pay license fees to the breeder. 
The only member of UPOV 91 still allowing the free reproduction of seeds for 
some species by farmers is Switzerland. UPOV secretariat never assessed if this 
implementation is in line with the convention as Switzerland was already 
member of UPOV 1978 and national laws are only analysed for new members 
and not for existing members who update from UPOV 78 to UPOV 91. 

• Exception for private use: While free private use is implicitly allowed in 
UPOV 78, in UPOV 91 a mandatory explicit exception has been introduced. It 
allows the reproduction of protected varieties for private use, by amateur 
gardeners as well as by subsistence farmers. However, the exception only 
exclusively for the production of a food crop to be consumed by that farmer or 
gardener. In any case the exchange or gift of seeds or propagating material of 
protected varieties are prohibited. 
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• Exception for research: Acts done for experimental purpose are excluded 
from the scope of breeders rights UPOV 91, something that was implicit in 
UPOV 78.  

The 1991 Convention specifies that the breeder's right must be granted for at least 20 
years from grant date for perennial crops and at least 25 years in the case of varieties 
of trees or vines. In the 1978 convention minimum duration of breeders rights are 15 
years for perennials and 18 years for trees and vines. 
Finally, there are provisions for how to negate granted breeders' rights if the rights 
are determined to be unfounded. That is, if it is discovered after the application has 
been granted that the variety is not actually novel or distinct, or if it is discovered to 
not be uniform or stable, the breeder's rights are nullified. In addition, if it is 
discovered that the person who applied for protection of the variety is not the actual 
breeder, the rights are nullified unless they can be transferred to the proper person. 
If it is discovered after a period of protection that the variety is no longer uniform 
and stable, the breeder's rights are canceled. 
WIPO Lex provides support for related IP legal collections, including UPOV Lex. 
 
Conflicts between breeders' rights and peasants' rights 

• Several international standards enacted by the United Nations oblige their 
member states to protect the rights of farmers to seeds: Article 19 of the UN 
Declaration on the Rights of Peasants and Other People Working in 
Rural Areas (UNDROP) grants peasants "The right to save, use, exchange 
and sell their farm-saved seed or propagating material." The same right is also 
codified in Article 9 of the International Treaty for Plant Genetic 
Resources for Agriculture (ITPGRFA). Furthermore, peasants rights to 
seeds are also mentioned in the Convention for Biological Diversity and 
the UN Declaration on the Rights of Indigenous Peoples. UPOV 
standards violate this rights in the case of protected varieties, as farmers only 
are allowed to save seeds within very narrow limits and are not allowed to 
exchange or sell any seeds at all, according to UPOV 91. Furthermore, as 
implementation of UPOV is based on predefined standards, there is little room 
for member states to fulfill their obligation to take into account possible effects 
on the human right situation in their countries and to allow for participation of 
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farmers.In many developing countries, small scale farmers have not beem 
informed prior to adopting and implementation of new plant variety 
protection laws and had no possibility participate in these decisions.  

• As UNDROP and UNDRIP are part of Human Rights standards, they are 
higher order norms and therefore they prevail over property rights on seeds, 
according to human rights experts. As a consequence, states are obliged to 
revise regulations in national law that violate peasant's rights and adapt trade 
agreement or other intergovernmental obligations such as UPOV. 

• In a report on seeds and farmers' rights to the Human Rights Council, Special 
Rapporteur for the right to food Michael Fakhri states that UPOV 91 violates 
farmers' rights. The report denounces pressures applied by industrialised 
countries on countries of the global South to join UPOV. It calls on UN 
member states to design and interpret seed policies and plant variety 
protection laws in a way that protects farmers rights and promotes farmers' 
seed systems rather than restricting them. Ethiopia, India, Malaysia and 
Thailand (all non-UPOV members) are mentioned as positive examples. 

 
Relevance of the UPOV system to the United Nations Sustainable 
Development Goals 

Goal 1 End poverty in all its forms everywhere 

Goal 2 End hunger, achieve food security and improved 
nutrition and promote sustainable agriculture 

Goal 9 Build resilient infrastructure, promote inclusive 
and sustainable industrialization and foster 
innovation 

Goal 12 Ensure sustainable consumption and production 
patterns 

Goal 15 Protect, restore and promote sustainable use of 
terrestrial ecosystems, sustainably manage 
forests, combat desertification, and halt and 
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reverse land degradation and halt biodiversity loss 

Goal 17 Strengthen the means of implementation and 
revitalize the global partnership for sustainable 
development: Systemic issues: Multi-stakeholder 
partnerships 

 

 
 
Protection of Plant Varieties and Farmers' Rights Act, 2001 
 
Introduction 

• In order to provide for the establishment of an effective system for the 
protection of plant varieties, the rights of farmers and plant breeders and to 
encourage the development of new varieties of plants it has been considered 
necessary to recognize and to protect the rights of the farmers in respect of 
their contributions made at any time in conserving, improving and making 
available plant genetic resources for the development of new plant varieties.  

• The Govt. of India enacted “The Protection of Plant Varieties and Farmers' 
Rights (PPV&FR) Act, 2001” adopting sui generis system. Indian legislation is 
not only in conformity with International Union for the Protection of New 
Varieties of Plants (UPOV), 1978, but also have sufficient provisions to protect 
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the interests of public sector breeding institutions and the farmers. The 
legislation recognizes the contributions of both commercial plant breeders and 
farmers in plant breeding activity and also provides to implement TRIPs in a 
way that supports the specific socio-economic interests of all the stakeholders 
including private, public sectors and research institutions, as well as resource-
constrained farmers. 

Objectives of the PPV & FR Act, 2001 
1. To establish an effective system for the protection of plant varieties, the rights 

of farmers and plant breeders and to encourage the development of new 
varieties of plants. 

2. To recognize and protect the rights of farmers in respect of their contributions 
made at any time in conserving, improving and making available plant genetic 
resources for the development of new plant varieties. 

3. To accelerate agricultural development in the country, protect plant breeders’ 
rights; stimulate investment for research and development both in public & 
private sector for the development new of plant varieties. 

4. Facilitate the growth of seed industry in the country which will ensure the 
availability of high quality seeds and planting material to the farmers. 

Rights under the Act 
1. Breeders’ Rights : Breeders will have exclusive rights to produce, sell, 

market, distribute, import or export the protected variety. Breeder can appoint 
agent/ licensee and may exercise for civil remedy in case of infringement of 
rights. 

2. Researchers’ Rights : Researcher can use any of the registered variety 
under the Act for conducting experiment or research. This includes the use of a 
variety as an initial source of variety for the purpose of developing another 
variety but repeated use needs prior permission of the registered breeder. 

3. Farmers' Rights 
o A farmer who has evolved or developed a new variety is entitled for 

registration and protection in like manner as a breeder of a variety; 
o Farmers variety can also be registered as an extant variety; 
o A farmer can save, use, sow, re-sow, exchange, share or sell his farm 

produce including seed of a variety protected under the PPV&FR Act, 
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2001 in the same manner as he was entitled before the coming into force 
of this Act provided farmer shall not be entitled to sell branded seed of a 
variety protected under the PPV&FR Act, 2001; 

o Farmers are eligible for recognition and rewards for the conservation of 
Plant Genetic Resources of land races and wild relatives of economic 
plants; 

o There is also a provision for compensation to the farmers for non-
performance of variety under Section 39 (2) of the Act, 2001 and 

o Farmer shall not be liable to pay any fee in any proceeding before the 
Authority or Registrar or the Tribunal or the High Court under the Act. 

Implementation of the Act 
• To implement the provisions of the Act the Department of Agriculture, 

Cooperation and Farmers Welfare, Ministry of Agriculture and Farmers 
Welfare established the Protection of Plant Varieties and Farmers' Rights 
Authority on 11" November, 2005. The Chairperson is the Chief Executive of 
the Authority. Besides the Chairperson, the Authority has 15 members, as 
notified by the Government of India (GOI).  

• Eight of them are ex-officio members representing various Departments/ 
Ministries, three from SAUs and the State Governments, one representative 
each for farmers, tribal organization, seed industry and women organization 
associated with agricultural activities are nominated by the Central 
Government. The Registrar General is the ex-officio Member Secretary of the 
Authority. 

General Functions of the Authority 
1. Registration of new plant varieties, essentially derived varieties (EDV), extant 

varieties; 
2. Developing DUS (Distinctiveness, Uniformity and Stability) test guidelines for 

new plant species; 
3. Developing characterization and documentation of varieties registered; 
4. Compulsory cataloging facilities for all variety of plants; 
5. Documentation, indexing and cataloguing of farmers' varieties; 
6. Recognizing and rewarding farmers, community of farmers, particularly tribal 

and rural community engaged in conservation and improvement; 
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7. Preservation of plant genetic resources of economic plants and their wild 
relatives; 

8. Maintenance of the National Register of Plant Varieties and 
9. Maintenance of National Gene Bank. 

Certificate of Registration 
• The certificate of registration issued will be valid for nine years in case of trees 

and vines and six years in case of other crops. It may be reviewed and renewed 
for the remaining period on payment of renewal fees subject to the condition 
that total period of validity shall not exceed eighteen years in case of trees and 
vines from the date of registration of the variety, fifteen years from the date of 
notification of variety under the Seeds Act, 1966 and in other cases fifteen 
years from the date of registration of the variety. 

 
Benefit Sharing 

• The benefit sharing is one of the most important ingredients of the farmers' 
rights. Section 26 provides benefits sharing and the claims can be submitted 
by the citizens of India or firms or non-governmental organization (NGOs) 
formed or established in India. Depending upon the extent and nature of the 
use of genetic material of the claimant in the development of the variety along 
with commercial utility and demand in the market of the variety breeder will 
deposit the amount in the Gene Fund. The amount deposited will be paid to 
the claimant from National Gene Fund. The Authority also publishes the 
contents of the certificate in the PVJI for the purpose of inviting claims for 
benefits sharing. 

 
Rights of Community 

• It is compensation to village or local communities for their significant 
contribution in the evolution of variety which has been registered under the 
Act. 

• Any person/group of persons/governmental or non- governmental 
organization, on behalf of any village/local community in India, can file in any 
notified centre, claim for contribution in the evolution of any variety. 

Convention countries 
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• Convention country means a country which has acceded to an international 
convention for the protection of plant varieties to which India has also acceded 
or a country which has law of protection of plant varieties on the basis of which 
India has entered into an agreements for granting plant breeders’ rights to the 
citizen of both the countries.  

• Any person if applies for the registration of a variety in India within twelve 
months after the date on which the application was made in the convention 
country, such variety shall, if registered under this Act, be registered as of the 
date on which the application was made in convention country and that date 
shall be deemed for the purpose of this Act to be the date of registration. 

 
 
Plant Varieties Protection Appellate Tribunal 

• There is transitory provision by which it is provided that till the PVPAT is 
established the Intellectual Property Appellate Board (IPAB) will exercise the 
jurisdiction of PVPAT. Consequently the Plant Varieties Protection Appellate 
Tribunal (PVPAT) has been established by appointing Technical Member. All 
orders or decisions of the Registrar of Authority relating to registration of 
variety and orders or decisions of the Registrar relating to registration as agent 
or licensee can be appealed in the Tribunal.  

• Further, all orders or decisions of Authority relating to benefit sharing, 
revocation of compulsory license and payment of compensation can also be 
appealed in the Tribunal. The decisions of the PVPAT can be challenged in 
High Court. The Tribunal shall dispose of the appeal within one year. 

 
TH- India’s patent law safeguards under fire 
The new recommendation reduces the period within which patent applications can 
be challenged to six months 

• The price-lowering effect of competition and domestic manufacturing of 
medicines can transform how diseases get treated in resource-poor settings. 
Decisions made by Indian patent offices can negatively impact generic 
competition and supply worldwide, relying on the availability of affordable 
medicines made in India. Monopolies granted by patent offices on 
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medical products keep prices high and block local manufacturers 
from supplying low-cost generic drugs.  

• In 2005, lawmakers from all political parties amended Indian 
patent law to ensure that the Indian patent office did not grant 
monopolies on old science or for compounds already in the public 
domain. The new law now prevents drug corporations from indulging in 
“evergreening”, a common abusive patenting practice aimed at obtaining 
separate patent monopolies relating to the same medicine. And to bring this to 
the notice of the patent examiners, the amended patent law allowed any 
person to file a pre-grant opposition ‘anytime’ before the patent office decides 
to grant or reject a patent application.  

 
• This week the Economic Times[LM1]  reports that the Economic Advisory 

Council (EAC) to the Prime Minister recommended the period within which 
patent applications are open to challenge by the public be restricted to a mere 
six months from the date of its publication. 

• Since the Indian Patent Offices receive an average of 50,000 patent 
applications a year, examiners often miss critical information about the patent 
application under consideration. A recent study on pharmaceutical patent 
grants in India revealed that 7 out of 10 patents are granted in error by the 
Indian Patent Office. A robust pre-grant opposition system provides an 
additional administrative layer of scrutiny that prevents the grant of frivolous 
patents through third parties’ participation in the review process. 

• Evergreening monopolies on medical products is a lucrative game for 
pharmaceutical corporations allowing them to charge high prices. And the 
Organisation of Pharmaceutical Producers of India (OPPI) — Big 
Pharma’s association in India — has made several attempts to undermine 
this safeguard in the patent law and has renewed their efforts.  

• The commerce ministry, responsible for administering the patents act, is now 
under pressure to restrict pre-grant patent oppositions.  

 
Pre-grant oppositions 
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• In 2005, the first challenge to a pending patent claim on a medicine was filed 
by Cancer Patient Aid Association (CPAA) before the Indian patent 
office. CPAA highlighted that the Swiss corporation Novartis’ patent 
application on Imatinib Mesylate (Gleevec), a life-saving anti-cancer drug, 
claims a salt form of old medicine, a common practice within the 
pharmaceutical industry, and should not be considered patentable. The patent 
office subsequently rejected the patent, which was later upheld by the High 
Court and the Supreme Court.  

• The pre-grant opposition by CPAA on the cancer drug protected the price 
reduction from over ₹14 lakh per patient per year from Novartis to less than 
₹40,000 per patient per year from generic manufacturers.  

• In the last 17 years, generic manufacturers and people living with HIV, DR-TB, 
and viral hepatitis have also filed several patent oppositions to safeguard 
generic competition so that quality, affordable generics can be procured by 
health programmes. In 2006, PLHIV networks filed the first such opposition 
to a patent application by Glaxo Group Limited (GSK) for Combivir on a fixed-
dose combination of two AIDS drugs, zidovudine/lamivudine.  

• GSK withdrew the patent application in India and several other countries after 
the patent opposition in India pointed out that the patent claims did not cover 
a new invention but simply the combination of two existing drugs.  

• Several such challenges before the patent office have successfully ensured the 
availability of affordable HIV medicines to millions living across the 
developing world. The 99% reduction in the prices of antiretrovirals following 
the generic competition, from $10,000 per person per year down to less than 
$100, has been a critical factor in the expansion of antiretroviral treatment to 
millions in low and middle-income countries.  

• Prescribing a timeline and cutting short the window period for pre-grant 
opposition makes it difficult to challenge frivolous patent applications on 
drugs and vaccines. The information in patent applications does not permit the 
public to rapidly identify the claimed medical product.  

• The identification and further analysis are time-consuming as several 
applications are pending on the same medicine, vaccine or technology. 
Reducing the opportunities for filing challenges to pending patent claims will 
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not increase efficiency or reduce pendency. On the contrary, pre-grant 
oppositions provide information to the examiners that can help speed up the 
examination process and deny invalid patents.  

 
The real challenge 

• The humanitarian medical organisation, Médecins Sans Frontières 
(MSF), has supported hundreds of pre-grant oppositions in India, working 
closely with patient groups to safeguard generic competition to increase access 
to affordable medicines from India. 

• In our experience, tackling the overwhelming number of evergreening 
patent claims on known drugs and technologies is the real 
challenge for the Indian patent office. The attempt to dilute the timeline 
on pre-grant opposition diverts from the real problem.  

 
. 
 
. 
 

All the best 
JAI HIND 
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ASPIRE IAS UPCOMING EXCLUSIVE sessions FOR MAINS-2023 

 

1. Geography OPTIONAL 
RRVAP (Rapid round value 
addition programme with TEST 
SERIES) 

• For the last 9 years favourite programme 
among students. 

• Where you are lacking we are working upon 
like, Paper-2 in contemporary and 
geographical manner, Mapping and its 
application, special emphasis on Thoughts-
Regional planning and biogeography. 

• Full coverage of geography with writing 
skill development 

• 2013 when the average score was 140 in 
Geo our students scored 200+ (Isha Dhuna, 
Nitin Agarwal and Aditya uppal) 

• 2014 when average score is 230 our 
students scored 280-300 (Aditya uppal 
RANK-19 309 marks) 

• Same trend in 2015-21 
• Available online and offline 2023 

 
2. Our best and SUCCESS GRADE 

course Newspaper analysis and 
writing skill programme. 
** Our TM and most successful programme 
start from 15th Sep  2022 with the 
coverage of last 3 years issues highly 
helpful in P-2&3  
(Seats are limited). FOR FRESHERS AS 
WELL AS THOSE WHO WANT TO 
SCORE 450+  IN MAINS 2021  
 

3. Writing skill development, 
enhancement and 
management programme. 

• Best developed programme to enhance the 
writing skills at individual level 

• Yield a fantastic result: RANK-22 (Saloni 
Rai) and Rank 1 Nandani others…. 

22 sessions till oct 2022 (online and offline) 
with same day discussion, feedback and 
evaluation of the copies. 
 
4. Special batch for ETHICS and 
150 CASE STUDIES. (15 days 
with the guidance to score 110+ 
by DIRECTOR sir)-Online 
available 
 
5. RAW  GS MAINS crash 
course-online 
6. Sanjeeveni Prelims GS crash 
course – Online  
7. Ncert Foundation btachC2U 
Sep 2023 
8. Target 50 GS-FOUNDATION 
batch for 2023… from 22nd August 
2023. 
9. SAARTHI mentorship 
Programme 
 
All the Best – JAI HIND 
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