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I am happy to know that Dr. Bayya Subba Rao and Dr. P.V. Appaji have authored a book on “Intellectual Property Rights in Pharmaceutical Industry: Theory and Practice, Third Edition” which is mainly aimed at academic and pharmaceutical industry for the benefit of students, teachers, researchers, scientists, regulators and policy makers.


I wish the authors and their proposed book all success.


Dr. Gopakumar G. Nair
Gopakumar Nair Associates



Preface to Third Edition

Intellectual property rights and their protection have gained importance in the last two and a half decade after India signing the World Trade Organisation agreement and obliging to fulfill the Trade Related Aspects of Intellectual Property Rights agreement.

During the transition period of 1995-2005 Indian government has taken necessary steps in vesting new intellectual property legislations and upgrading already existing legislations. Simultaneously, Indian government has built up necessary infrastructure in modernizing intellectual property offices, availability of applications and grants of various intellectual properties to public by providing free access to databases online. Introduction of product patent system and national treatment of internationals to fulfill reciprocity has imparted more challenges in the field of pharmaceuticals.

Having realized the importance of intellectual property protections, several Indian universities have introduced topics relating to intellectual property rights in the academic curriculum especially in the field of pharmaceuticals.

We personally realized the importance of intellectual property rights and their protection. However, exclusive books on intellectual property rights emphasizing on pharmaceuticals is rarely observed.

The need of a book on intellectual property rights relating to pharmaceuticals is realized and the information provided was tuned exclusively for pharmaceuticals. The book provides the basic understanding of the concepts with more emphasis on Indian patent system so that, pharmaceutical fraternity that includes students, scientists, teachers, regulators and policy makers in better understanding the intellectual property protection system and its need.

Several times legislation is framed or amended after court’s judgment of a case. Several times a better understanding of the legislation is possible with reading the details of a case. An attempt is made by providing as examples as annexure. Old case studies were replaced with new.

The book titled Intellectual Property Rights in Pharmaceutical Industry: Theory and Practice, Third Edition is expected to impart the fundamentals especially at the B. Pharm, Pharm D, M. Pharm, and Ph. D levels along with other science educational programs in all the Universities of India and working science professionals, industry in understanding the concepts, finally leading to an orientation of research development that ensure intellectual property protection.

The book is an outcome of interpretation of the ‘Bare Act’ especially The Patents Act, 1970 concentrating relating to pharmaceuticals with inclusion of related judgments made at US, Indian courts, etc.

The need of third edition araised due to major administrative changes in Indian Government Departments. One can observe changes in the names of departments/ministries as well.

Propagation of knowledge resources is expected to be the growth of the pharmacy profession and we hope fruitful information is gained after reading the book. We look forward from the student, teacher, industry, regulatory and scientist community providing their valuable comments and suggestions.

Dr. Bayya Subba Rao
Dr. P.V. Appaji



Acknowledgements


We take the opportunity in thanking the almighty, parents, teachers and family members. Our special thanks to Committee of Administration, Pharmexcil and Government of India for all the opportunities and strengths.


We take the opportunity in thanking all the Indian and Foreign Pharmaceutical Companies for their ample support in encouraging inclusion of their legal cases as patent prosecutions for better understanding the legal aspects of Pharmaceutical art in terms of basic, process and innovative research.


Dr. Bayya Subba Rao
Dr. P.V. Appaji



CONTENTS

Message

Preface to Third Edition

Acknowledgements

CHAPTER 1

Introduction and History of Intellectual Property Rights

1.1 Introduction

1.2 History of Intellectual Property Rights

1.3 Classification of Intellectual Property Rights

CHAPTER 2

International Agreements, Treaties and Conventions

A. Intellectual Property Protection

2.1 Paris Convention (1883) 

2.2 Berne Convention (1886) 

2.3 Madrid Agreement (1891) 

2.4 Trademarks Law Treaty (1994) 

2.5 WIPO Copyrights Treaty-WCT (1996) 

2.6 Patent Law Treaty (2000) 

2.7 Singapore Treaty (2006) 

B. Global Protection System

2.8 Hague Agreement (1925) 

2.9 Lisbon Agreement (1958) 

2.10 Patent Co-operation Treaty (1970) 

2.11 Budapest Treaty (1977) 

2.12 Madrid Agreement and Protocol (1989) 

C. Classifications 

2.13 Nice Agreement (1957) 

2.14 Locarno Agreement (1968) 

2.15 Strasbourg Agreement (1971) 

2.16 Vienna Agreement (1973) 

CHAPTER 3

Introduction to Different Components of Intellectual Property Rights

3.1 Industrial Property Rights 

3.1.1 Patents 

3.1.2 Trademarks 

3.1.3 Trade Secrets 

3.1.4 Geographical Indications 

3.1.5 Designs 

3.1.6 Integrated Circuits 

3.1.7 Plant Varieties 

3.2 Copyrights 

CHAPTER 4

Introduction to Traditional Knowledge and Biological Diversity

4.1 Traditional Knowledge 

4.2 Biological Diversity 

CHAPTER 5

Introduction to WTO Agreement

5.1 Origin, Objective and Role of GATT 

5.2 Origin, Objective and Role of WTO 

CHAPTER 6

Trade Related Aspects of Intellectual Property Rights Agreement

CHAPTER 7

The Patents Act, 1970

7.1 Inventions not Patentable 

7.2 Patentable Subject Matter 

7.2.1 Novelty 

7.2.2 Non-Obviousness 

7.2.3 Use-Full 

7.2.4 Enable 

7.3 Contents of a Patent 

7.3.1 Title 

7.3.2 Abstract 

7.3.3 Field of Invention 

7.3.4 Prior Art 

7.3.5 Summary of the Invention 

7.3.6 Figures/Drawings/Chemical Structures/Tables 

7.3.7 Detailed Description of the Invention/Embodiments

7.3.8 Claims 

7.4 Types of Patent Applications 

7.4.1 Provisional Application 

7.4.2 Complete Application 

7.4.3 Patent of Addition 

7.4.4 Divisional Application 

7.4.5 Convention Application 

7.4.6 PCT Application 

7.5 Rights of Inventor/Patentee 

7.6 Term, Grant of Patent 

7.7 Infringement 

7.7.1 Direct Infringement 

7.7.2 Doctrine of Equivalence 

7.7.3 Prosecution History Estoppel 

7.8 Time Line of Indian Patent Office Procedure 

7.9 Compulsory Licensing 

7.10 Oppositions 

7.11 Powers of Controller of Patents 

7.12 Patent Agents 

7.13 International Arrangement 

7.14 Penalties 

CHAPTER 8

Surrender, Revocation, Lapse, Restoration of Patent and Register of Patent

8.1 Surrender of Patent 

8.2 Revocation 

8.3 Lapse and Restoration 

8.4 Register of Patents 

CHAPTER 9

Expenditure for Application, Follow Patent Office Procedure, Grant of a Patent

CHAPTER 10

Application Procedure and Time Line for Grant of Patent through PCT

CHAPTER 11

Non-Patented and Patented Literature Search

11.1 International Patent Classification 

11.2 Date of Expiry of a Patent 

11.3 Title 

11.4 Abstract 

11.5 Claims 

11.6 Text of the Patent 

11.7 Name of Patentee 

CHAPTER 12

Comparison of the Principal The Patents Act, 1970 with The Three Amendments (1999, 2002, 2005)

12.1 The Patents Act, 1970 (The Principal Act) 

12.2 Patents (First Amendment) Act, 1999 Dt. 26-3-1999 w.e.f 1-1-1995 

12.3 Patents (Second Amendment) Act, 2002 Dt. 20-5-2003 w.e.f 20-5-2003 

12.3.1 Patentable Inventions 

12.3.2 Not Inventions 

12.3.3 Term of Patent 

12.3.4 Application Requirements 

12.3.5 Compulsory Licence 

12.3.6 Right to Import and Parallel Imports 

12.3.7 Bolar Provision 

12.3.8 Burden of Proof 

12.3.9 Provision for Traditional Knowledge and Biological Diversity 

12.4 The Patents (Amendment) Ordinance, 2004 

CHAPTER 13

Differences in The Patents Act, 1970 with other Countries

CHAPTER 14

Administrative Structure of WTO, Membership and Dispute Settlement as per TRIPS Agreement

14.1 Administrative Structure of WTO 

14.2 Membership 

14.3 Dispute Settlement 

14.4 Issues 

14.4.1 Anti-Dumping 

14.4.1.1 Issue of India with South Africa 

14.4.1.2 Issue of Chinese Taipei (customs territory of Taiwan, Penghu, Kinmen and Matsu) with India 

14.4.2 Hindrance of Import of Pharmaceutical Products 

14.4.2.1 Issue of India with Argentina 

14.4.3 Transit Issue of Pharmaceutical Products 

14.4.3.1 Issue of India with European Union and the Netherlands 

14.4.4 Implementation of Patent/Intellectual Property System 

14.4.4.1 Issue of United States and European Communities with India 

14.4.4.2 Issue of European Community with Canada and India as Third Party 

14.4.4.3 Issue of United States with Brazil and India as a Third Party 

14.5 Representation of Indian Government to EU Over the Transit/Border Issue 

CHAPTER 15

Technology Transfer

CHAPTER 16

Hatch-Waxman Act of United States-A Relation to Drug Discovery, Regulatory and Market Approval

16.1 Origins of US Drug Law 

16.2 Drafting the Hatch Waxman Act 

16.3 Overview of Drug Discovery, Regulatory and Market Approval Process 

16.3.1 Investigational New Drug (IND) Application 

16.3.2 New Drug Application (NDA) 

16.3.3 Hatch Waxman Act and Abbreviated NDA 

16.3.4 Impact of Hatch Waxman Act on Patent System: The Bolar Amendment 

16.3.5 Role of Filing Patent Information 

16.3.6 Patent Term Extension 

16.3.7 Certification and Notification Requirement of the Act

16.3.8 Market Exclusivity Provision by Hatch Waxman Act ..

16.3.9 Market Exclusivity Provision not under the Provision of Hatch Waxman Act 

16.3.10 Provisions for Antibiotics 

16.4 Case Studies 

16.4.1 Barr Laboratories vs. Eli Lilly 

16.4.2 Glaxo Smith Kline vs. Apotex 

16.4.3 Teva vs. Pfizer 

16.4.4 Mova vs. Upjohn 

16.4.5 Inwood Laboratories Inc vs. Young 

16.4.6 Purepac, Teva vs. FDA 

CHAPTER 17

Intellectual Property Validation

CHAPTER 18

Intellectual Property Audits

CHAPTER 19

National Phase Entry for IP Protection

CHAPTER 20

Intellectual Property Litigation Prosecution

CHAPTER 21

FAQs in Pharmaceuticals on Patents - Regulatory - Marketing



Annexure 1 Anatomy of a Patent

Annexure 2 Trademarks
(Trade Marks Application Form, List of well known Marks, Trade Marks Registered)

Annexure 3 Geographical Indications

Annexure 4 Designs Registered

Annexure 5 Plant Variety Registered

Annexure 6 Patent Application Forms 1, 2, 3, 5, 9, 17, 27, 28

Annexure 7 Doctrine of Equivalence Case Study

Annexure 8 Judgement Relating First Indian Compulsory Licensing

Annexure 9 Rejection of Compulsory License Application Case Study

Annexure 10 Pregrant Opposition Case Study

Annexure 11 Postgrant Opposition Case Study

Annexure 12 Notice of Working of Patent

Annexure 13 Revoking of Patent by Gazette Notification

Annexure 14 Fee for Patent Application, Office Procedure and Maintenance

Annexure 15 IPO as Receiving Office and PCT Applicant’s Guide

Annexure 16 PCT Application

Annexure 17 IPO as International Search Authority

Annexure 18 ISA Report Case Study

Annexure 19 IPO as International Preliminary Examination Authority

Annexure 20 IPEA Report Case Study

Annexure 21 Japanese Guideline on Technology Transfer

Annexure 22 Statistics and Relavant Publications

(i) Indian Patent Office Statistics 

(ii) An Overview of Trade Marks in Pharmaceuticals 

(iii) Influence of Intellectual Property Matters in Pharmaceutical Manufacturing and Exports 

Annexure 23 List of Global Countries and their Membership with International Conventions/Treaties/Agreements

Annexure 24 List of Indian Organisations Active in Patenting Pharmaceutical Technologies (Indicative)

Annexure 25 Time Limits for Entering National/Regional Phase under PCT Chapter I and II

Annexure 26 CGPDTM Organisation Structure



C H A P T E R 1


Introduction and History of
Intellectual Property Rights


1.1 INTRODUCTION


Creations of brain are called as intellect. Since these creations have commercial value, are called as property. As these creations are belonging to an individual, they are the rights of the individual and hence the word coined as intellectual property rights. Intellectual property rights are governed by intellectual property law. Intellectual property rights are believed to increase the economy of the country and it is the duty of every country to have necessary laws to safe guard the intellectual property of the citizens. Government of every country grants exclusive rights for the creations and it is the duty of the holder of the rights to monitor the act of infringement of his rights. Forth coming chapters are expected to impart basics and practice of IPR matters.


1.2 HISTORY OF INTELLECTUAL PROPERTY RIGHTS


Intellectual property rights are granted since ancient times in India. During the Harappa civilization, special marks were identified on the pottery indicating as trademarks. With respect to global scenario, in 1300s at Alp Mountains, the people who identified the mines for the first time used to dictate terms on the surrounding available resources like water, wood. In Germany, in 1409, a special privilege was given in construction of model mill to store grains. In order to encourage creators, exclusive rights were granted for stained glass in England. An exclusive right was not granted by English for playing cards as they already existed in the public domain. In United States, exclusive rights were granted for hopper boy. French have taken a step ahead in registration and examination of the intellectual property rights before grant of exclusive rights.


Initially, inventions were kept secret so that it is well protected. As technology developed, as a matter of national prestige the inventions were exhibited. In 1867, Germany received the first genuine recognition as an industrial nation in an exhibition held at Paris. During Vienna exhibition, in 1873, it was the American who refused to participate in the exhibition to safeguard the intellectual property creations from German nations. This led to origin of an international understanding as Paris Convention for protection of intellectual property rights. The convention provided a right of claiming priority among the countries who are the members of the convention.


In Indian context, in 1856, the Act VI on protection of inventions based on the British Patent Law of 1852 was established. During this period certain privileges were granted to inventors of new manufacturers for a period of 14 year. In 1859, the act was modified as Act XV in which making, selling, using of inventions in India and authorizing others to do so for 14 years from the date of filing the specification. In 1872, the act was re-named as the The Patents and Design Protection Act, in 1883 as The Protection of Inventions Act, in 1888 consolidated as The Inventions and Designs Act and in 1911 as The Indian Patents and Designs Act.


In 1893, to carry out the administrative tasks relating to intellectual property at the international level, an international organization called United International Bureaux for the Protection of Intellectual Property (BIRPI) was established in Berne, Switzerland.


After the World War II, economy in many European and Asian countries was shattered. After the United Nations Organisation (UNO) was born, three bodies were born in 1947 i.e., World Bank, International Monetary Fund (IMF) and International Trade Organization (ITO). It was the US senate that blocked the ITO. The objective of these organisations was to revive the economy especially in developing countries. General Agreement on Tariffs and Trade came into existence to revive the economy of the countries by increasing international trade that is predictable by reducing the tariffs. On January 1, 1948, twenty three contracting states including India ratified GATT. The objective of GATT agreement is to bring international stable and predictable trade, as a mediator in settling disputes among the countries, hold frequent negotiations, and encourage reductions in tariffs to expand World trade. India signed the GATT agreement to import oil, industrial raw materials, machines, new technology that is domestically needed in exchange with export of indigenous products.


In 1960, with increasing in awareness of intellectual property rights, in order to bring closer to United Nations, BIRPI was shifted from Berne to Geneva. In 1967, to modernize and for better administration of the unions with respect to protection of the intellectual property and artistic works, while fully respecting the independence of the each of the union, the name of the international organisation United International Bureaux for the Protection of Intellectual Property (BIRPI) was changed to World Intellectual Property Organisation (WIPO).


The objective of World Intellectual Property Organisation is to promote international cooperation with respect to creation, dissemination, use and protection of works of the human mind for economic, social, cultural progress of all mankind. The organisation enhances a worldwide balance of the creation by protecting moral, material interests of the creators and providing access to the socio-economic and cultural benefits to others. The organisation promotes intellectual property and brings out cooperation among countries of the union by setting norms, standards, executing legal, technical assistance, registration activities for intellectual property protection to member countries.


1.3 CLASSIFICATION OF INTELLECTUAL PROPERTY RIGHTS


Intellectual property rights are basically classified in to industrial property rights and copy rights, Figure 1.1. Intellectual properties that are having commercial importance and use to an industry are called as industrial property rights. While, copy rights are rights relating to artistic and literary works.


[image: image]


Figure 1.1 Classification of Intellectual Property Rights.


QUESTIONS


  1. Define intellectual property rights and brief about its origins?


  2. What is the history of intellectual property rights?


  3. Classify intellectual property rights?


  4. What are the Acts that are governing intellectual property rights in India?




C H A P T E R 2


International Agreements,
Treaties and Conventions


Since 1300 several understandings were made among countries to encourage, safeguard intellectual property of nationals in foreign countries. Such provisions were fruitful in harmonization of application procedures, examination procedures, granting procedures among countries. However, the international convention, agreement or treaties were able to bring out minimum guidelines for the implementation, protection of intellectual property rights of its citizens leaving upto the discretion of the individual country in maintaining the stringency of the legislations to the local needs. Table 2.1 illustrates the treaties, in chronological order for understanding the harmonizations made in different components of intellectual property rights. The conventions, agreements or treaties are categorized with respect to Intellectual Protection, Global Protection System, and Classification and they are either regional or international. Several regional treaties are now international treaties. Several treaties are in status of in force or not yet in force. Limiting to pharmaceuticals and more concerned to, the relevant treaties concerned are discussed.


Table 2.1 List of Treaties/Conventions/Agreements






	IP Protection






	Year

	Name of Treaty

	Purpose






	1883

	Paris Convention

	Protection of Industrial Property






	1886

	Berne Convention

	Protection of the rights of authors in their literary and artistic works






	1891

	Madrid Agreement (Indication of Source)

	Repression of false or deceptive indications of source of goods






	1961

	Rome Convention

	Protection of performers, producers of phonograms and broadcasting organisations






	1971

	Phonograms Convention

	Protection of producers of phonograms against unauthorized duplication of their phonograms






	1974

	Brussels Convention

	Distribution of programme-carrying signals transmitted by satellite






	1981

	Nairobi Treaty

	Protection of the Olympic symbol






	1994

	Trademarks Law Treaty

	Standardize and streamline national and regional trademark registration procedures






	1996

	WIPO Copyrights Treaty (WCT)

	Protection of works and the rights of their authors in the digital environment






	1996

	WIPO Performances and Phonograms Treaty (WPPT)

	Protection of rights of performers, producers of phonograms particular in digital environment






	2000

	Patent Law Treaty

	To harmonize and streamline formal national and regional application, patent procedures






	2006

	Singapore Treaty

	Creation of a modern and dynamic international framework for the harmonization of administrative trademark registration procedures






	2007

	Washington Treaty

	Intellectual property in respect of integrated circuits






	2012

	Beijing Treaty

	Intellectual property rights of performers in audiovisual performances






	2013

	Marrakesh VIP Treaty

	Facilitate access to published works by visually impaired persons and persons with print disabilities






	Global Protection System






	Year

	Name of Treaty

	Purpose






	1925

	Hague Agreement

	Concerning the international registration of industrial designs






	1958

	Lisbon Agreement

	Protection of appellations of origin and their international registration






	1970

	Patent Cooperation Treaty

	Patent protection for an invention simultaneously in each of a large number of countries by filing an “international” patent application






	1977

	Budapest Treaty

	International recognition of the deposit of microorganisms for the purpose of patent protection






	1989

	Madrid Agreement (Marks)

	Protect a mark in a large number of countries by obtaining an international registration






	1989

	Madrid Protocol

	Relating to the Madrid agreement concerning the international registration of marks






	Classifications






	Year

	Name of Treaty

	Purpose






	1957

	Nice Agreement

	The international classification of goods and services for the purposes of the registration of marks






	1968

	Lacarno Agreement

	Establishing an international classification for industrial designs






	1971

	Strasbourg Agreement

	The international patent classification






	1973

	Vienna Agreement

	International classification of the figurative elements of marks







A.  INTELLECTUAL PROPERTY PROTECTION


2.1 PARIS CONVENTION (1883)


Initially inventions were kept secret so that it is well protected. As technology developed periodically, as a matter of national prestige the inventions were exhibited. At Paris exhibition, in 1867, Germany received the first genuine recognition as an industrial nation. In 1873, during the Vienna exhibition, it was the Americans who refused to participate. The reason was that the Americans need intellectual property protection of their creations from German nations so that ideas are well protected. This led to the initiation of international conventions, international understandings, first of its kind with Paris Convention.


Paris Convention applies to industrial property relating patents, trademarks, industrial designs, utility models (a kind of “small-scale patent” provided for by the laws of some countries), service marks, trade names, geographical indications (indications of sources and appellations of origin) and repression of unfair competition.


A provision of ‘national treatment’ is provided wherein countries which are members of convention treat foreign nationals as country’s own nationals. A term ‘right of priority’ was introduced pertaining to patents, utility models, marks and industrial designs. Where a first application filed in a contracting state, he shall have the equal rights of priority of date of filing in all the contracting states. Within 12 months (for patents, utility models) or within 6 months (for industrial designs, marks) he can make a decision to file the application in contracting states. The subsequent filings in the contracting states shall be considered as the same date of filing of the first application. A provision of ‘compulsory licence’ shall be granted in conditions of abuse of exclusive rights, not worked for at least three years from date of grant or four years from date of filing patent application.


With relating to trademark, Paris convention indicates filing and registration among the contacting states as independent to domestic law. This indicates flexibility in the contracting states depending on the local condition of the trademarks; an exclusive right may be granted or refused. However, a registered trademark is compulsory in contracting states. Each contracting state should refuse use and registration of marks relating to state emblems, official signs, and hallmarks of contracting states. A provision of collective marks is made for a grant.


Effective protection relating to industrial designs, trade names, indications of source, unfair competition as exclusivity is indicated.


2.2 BERNE CONVENTION (1886)


In pharmaceuticals, several books, scientific works as literature are authored. Berne convention deals with protection of works and rights of authors and provides minimum guidelines for protection among contracting states with special provision to developing countries. The convention insists on national treatment, automatic, indicating that if protected in one country, must be considered in all contracting states. The contract state has the independence in the grant or refuse of exclusivity for the work.


As per the convention, a work should be expressed and shall be protected for a minimum of 50 years after the death of the author. In other cases such as anonymous, pseudonymous works only for 50 years of exclusivity shall be considered. In case of audiovisual, the minimum term of protection is 50 years. In case of photographic works, the minimum term of protection is 25 years. In several cases the exclusivity term is from the date of availability of the work to the public.


If a contracting state provides a longer term of protection than minimum prescribed by the convention and the protection ceases in the country of origin, protection may be denied once protection ceases in country of origin.


The convention indicates the contracting states in providing provision of right to translation, make adaptations, arrangement of work, perform in public, recite literary works in public, communicate to the public, broadcast subject to the provisions provided by the contracting state. The convention provides moral rights in claiming or objection authorship.


2.3 MADRID AGREEMENT (1891)


The agreement mainly deals with false and deceptive indication of source (country of origin). Where a contracting state wrongly indicates source of origin directly or indirectly, the goods must be seized or such importation must be prohibited. The agreement provides in detail the manner in which seizure may be requested, goods prohibited for use, sale, display/ publicity.


2.4 TRADEMARKS LAW TREATY (1994)


The objective of the treaty is to harmonize applications, registrations of trademarks among the contracting states. The treaty is mainly to harmonize procedures in the trademark offices in the contracting states.


The treaty indicates three phases such as application for registration, changes after registration and on renewal. The treaty seeks to collect and have information relating name of applicant, address of application, address of representative, the goods and services a registration is sort along with indication of number of class as per the harmonized Nice classification. A single request by the applicant may be made for any changes in the registration made with respect to all contracting states or all the trademarks belonging to one applicant.


The treaty has provided with uniform initial duration of registration and periodic renewal after every 10 years.


2.5 WIPO COPYRIGHTS TREATY-WCT (1996)


World intellectual property organisation copyrights treaty is a special agreement under the Berne convention and deals with protection of works and the rights of their authors in the digital environment. All the contracting states must comply with Paris Act, 1971 and Berne Convention, 1886. The treaty provides a provision of protection as copyright for computer programs in whatever mode or form being expressed, compilations of data or other materials (databases) which constitute intellectual creations.


The treaty grants rights of distribution, rental, and communications to public, subject to provisions provided. The treaty provides a ‘three step’ test to determine limitations and exceptions and the limitations may be extended to local needs, provided the local law fulfills Berne convention. The treaty provides a minimum period of at least 50 years as term of protection for any kind of work. The treaty indicates the contracting states with legal, infringement remedies ensuring the boundaries of rights of the holder.


2.6 PATENT LAW TREATY (2000)


The objective of the treaty is to harmonize the official national and regional application, patent procedures that are user friendly with exceptions in filing date requirements. The treaty provides the flexibility for the contracting states with respect to the requirements to be furnished for the benefit of the applicant for exclusive rights. The treaty harmonizes the requirements in obtaining the filing date in order to minimize the risks by fulfilling three formal requirements. The elements that should be furnished indicate that the applicant is seeking for a patent for an invention along with applicants address, contact details and description of the invention. Elements with respect to international application through PCT such as PCT request form, application with respect to national application should be received by the contracting state to minimize procedural gaps between national, regional and international patent systems.


The treaty established standard model of international forms that should be accepted by contracting states. The treaty facilitated the applicants with respect to reduction in costs, providing procedural time limits implementation of electronic filing with co-existence of both paper and electronic communications.


2.7 SINGAPORE TREATY (2006)


The objective of the treaty is to harmonize administrative trademark registration provisions and to facilitate a modern, dynamic international frame work fulfilling Trade mark Law Treaty, 1994 with wider scope of application along with developed communication technologies. The Singapore treaty is applicable to all types of marks. Time limits for registrations are specified and the classification may be followed on the ground of Nice classification. Unlike Trademark Law Treaty, the Singapore treaty applies to all the marks that can be registered and additionally includes acceptance of non-traditional marks such as non-traditional visible marks, holograms, three dimensional marks, color, position and movement marks, and non-visible marks such as sound, olfactory, taste and feel marks. The applications shall be accompanied with non-graphic, photographic reproductions.


The treaty provides the flexibility in choosing the form, furnishing the form either in paper or electronic form subject to the provisions indicated. The treaty accepts the provision of Trade mark Law treaty without authentication, certification or attestation of signature on paper communication. However, the contracting states are free in making elements for authentication of electronic communications.


The treaty provides a provision of relief measure of extension of time limit, continued processing, reinstatement of rights under un-intentional conditions. A provision for recording of trademarks along with establishing the elements to be fulfilled has been made. The treaty does not hinder registration of new type of marks, and provides flexibility in implementation of electronic filings and automations.


B.  GLOBAL PROTECTION SYSTEM


2.8 HAGUE AGREEMENT (1925)


The agreement deals with international agreement concerning the international registration of industrial designs. The agreement streamlines administration and registration of designs among the contracting states. The agreement is governed by Act, 1960 and Act, 1999. The application may be obtained from a natural person or a legal representative. The agreement provides the provision of filing single application at the International Bureau (IB) of World Intellectual Property Organisation (WIPO).


An international application as per the agreement may be governed by Act, 1960, the Act, 1999 or both depending on the contracting party with which the applicant has connection. An international application may be filed directly at the international bureau or at the native country intellectual property office.


An international application may contain up to 100 designs, provided they belong to same class as per international classification for industrial designs (Locarno classification). The agreement provides a provision of submitting the application in English, French or Spanish. The international application must contain one or several reproductions of industrial designs and must designate at least one contracting state.


The agreement provides a provision of publication of designs in Industrial Designs Bulletin issued weekly online for public access. Depending on the contracting state, the applicant may defer up to 30 months from publishing from the priority date or from the date of international registration.


If the contracting party does not indicate the refusal of the application within the prescribed limit, the international registration has effect as grant of protection by the contracting with respect to the law of the contracting party.


As per the agreement, the term of protection is 5 years, renewed for one five years under the Act, 1960, or two such periods under the Act, 1999. However, a contracting party may extend the term of protection subject to the provisions of the local law.


2.9 LISBON AGREEMENT (1958)


The agreement deals with protection of appellations of origin, that is, geographical denomination of country, region or locality designating the origin of the product for its unique characteristics of quality either with respect to geographic environment either due to natural or human factor. The agreement provides a provision of registration of such products by the international bureau of WIPO upon request by the contracting party. The agreement indicates that the international bureau to maintain a register, publish Lisbon’s system official bulletin and periodically update the status to the contracting parties.


The agreement provides a provision of up to one year from the date of receiving the notice that a contracting party not ensure in grant of exclusivity as registration in its territory. In such cases of refusal of grant by the contracting party, necessary grounds of refusal has to be furnished.


2.10 PATENT CO-OPERATION TREATY (1970)


The objective of the treaty is to provide patent protection for an invention simultaneously in each of the large number of countries by filing one single international patent application. Such application can be filed by anyone who is a national or resident to a PCT contracting state. As per the treaty, an application may be filed at native intellectual property office or directly submitted at the international bureau of the WIPO.


If an applicant is a national or resident to the contracting state party of European Patent Convention, the Harare protocol, the Bangui agreement, or the Eurasia Patent Convention, the international application may be filed also at European Patent Office (EPO), the African Regional Intellectual Property Organisation (ARIPO), the African Intellectual Property Organisation (OAPI) or the Eurasian Patent Office respectively.


The agreement indicates that filing an application through PCT with indication of contracting states, shall be deemed as a national patent application in all the designated states. The agreement provides a provision of international search by any one of the chosen International Searching Authority (ISA) as per the PCT. The authority provides with a written, preliminary, non-binding written opinion of the invention whether meets patentability criteria. Based on the written opinion, the applicant has the independence to continue the grant procedure or to withdraw the application, or amend the claims to fulfill patentability criteria. If the international application is not withdrawn, it is published by the international bureau together with the international search report. At this stage, the written opinion is not published.


Before the expiration of 19 months from the priority date, the applicant has another option requesting Supplementary International Search Authority (SISA) to conduct another search more in precise in particular languages to reduce the likelihood of relevant subject matter coming into limelight prior entry into the national phase that would likely hinder the grant. The treaty provides a time period of 30 months from the date of priority date to enter the national phase during which all the necessary procedures with respect to language translation, paying the necessary fee, acquiring patent agent may be made.


After making necessary changes, amendments in the application after the search report and written opinion of the international search authority, the applicant may request International Preliminary Examination Authority under the PCT for a report that is non-binding to further ensure the patentability of the subject matter and to decide to proceed further for grant of a patent. If no international preliminary examination authority report is requested, the international bureau establishes an international preliminary report on patentability based on the ISA opinion and communicates with the designated states.


The agreement sets single application procedure, single examination procedure, setting time frame to meet the protocols, minimizing translations and expenditure and attain a granted patent in several countries.


2.11 BUDAPEST TREATY (1977)


The treaty mainly deals with international recognition of the deposit of microorganisms for the purposes of patent procedure. It is mandatory that an invention should be disclosed and described in a specification. Invention of microorganisms and their disclosure and description is not possible. In a broader meaning, the biological material has to be available for the public. Instead of depositing the biological material at every country, the treaty provides a provision by depositing at any ‘international depository authority’. The treaty indicates that the depository authority is a scientific institute collecting culture and capable of storing microorganisms. The treaty benefits the applicant in reduced cost by single deposition. In India, Microbial Culture Collection Centre (MCC), Pune is recognized as the International Depository Authority (IDA) for the deposit of the microorganisms for the purpose of patent procedure.


2.12 MADRID AGREEMENT AND PROTOCOL (1989)


The agreement deals with international registration of marks. The agreement is governed by two treaties i.e., the Madrid agreement and the Madrid protocol. The system provides protection of the mark in large number of countries by one international application filing. The agreement indicates that the international application for a mark shall be considered for only such mark is registered in the country of origin. An international application must be presented at the international bureau of WIPO through the office of origin and the application must indicate one or more contracting states where the applicant seeks for protection. An international application may be filed in English, French or Spanish irrespective of treaties governing the international application.


The international application is accepted subject to payment of basic fee, a supplementary fee for each class of goods and/or services beyond the first three classes and a complementary fee for each contracting party designated. As per the protocol provisions, individual fee to the contracting state shall be paid instead of complementary fee and the amount is specified by the contracting state and shall not be higher than the amount payable for the registration of the mark.


Soon after receiving the application by the international bureau, the application is examined with respect to the requirement of the agreement, protocol and for common requirements. Once it fulfills, the application is examined for classification with respect to good and/or services. If no irregularities, the international bureau records the mark in the international register, publishes the international registration in the WIPO gazette of international marks and notifies to contracting parties. Individual contracting party provides individual information regarding the mark whether can be accepted or refused with respect to its legislation and local needs. An indication of refusal by the contracting party shall be furnished by valid grounds within twelve months (extended up to 18 months in case of protocol) from the date of notification. The refusal is communicated to the applicant or his representative as indicated in the register and published in the gazette by the international bureau. The applicant may decide at a later stage for appealing or reviewing with the competent authority without involvement with the international bureau. The final decision of refusal shall be communicated with the international bureau for recording and publishing.


The effect of international registration is from the date of international registration. The term of international registration is for 10 years and renewed for further 10 years on payment of prescribed fee.


The advantages with the agreement are one single international filing with protection in several countries, minimized cost, any one language filing,


C.  CLASSIFICATIONS


2.13 NICE AGREEMENT (1957)


Nice agreement also called as Nice classification. The agreement establishes a system of classification of goods and services. The agreement indicates a uniform designation of number of class for a category of goods and services so that contracting states indicates the numbers wherever necessary and bring out uniformity in accepting applications, examination and registering of trademarks.


The classification consists of 34 goods and 11 services. The latter consists of 11,000 items.


2.14 LOCARNO AGREEMENT (1968)


Locarno agreement also called as Locarno classification. The agreement deals with establishing of classification for industrial designs. The agreement indicates a uniform designation of number of class and subclasses for a category of goods to which design belong or to be incorporated so that contracting states indicates the numbers wherever necessary and bring out uniformity in accepting applications, examination and registering of designs.


The classification consists of 32 classes and 219 subclasses. The latter comprises approximately 7000 items.


2.15 STRASBOURG AGREEMENT (1971)


The agreement deals with establishing of classification of patents as International Patent Classification (IPC). The agreement indicates a uniform designation of number for the field/technology of the invention for which patent application is filed. The classification brings out uniformity in receiving, examination, searching and granting of patents among the contracting states.


As per the International Patent Classification, technology is divided into 8 sections with approximately 70, 000 subdivisions. Each subdivision is denoted by a symbol consisting of Arabic numerals and letters of Latin alphabet.


The classification made easier the process of examination, providing search reports, submission of examiner reports of an application for an early grant of a patent within the stipulated time.


2.16 VIENNA AGREEMENT (1973)


Vienna agreement is also called as Vienna classification. The agreement deals with establishing of classification of the figurative elements of marks. The agreement indicates a uniform designation of numbers based on figurative elements to which mark belong or to be incorporated so that contracting states indicate the numbers wherever necessary and bring out uniformity in accepting applications, examination and registering of marks.


The classification consists of 29 categories, 145 divisions and some 1,700 sections in which the figurative elements of marks are classified.


QUESTIONS


  1. What is the objective of origin of various treaties/ conventions/ agreements relating to intellectual property rights?


  2. What are the different international treaties relating to pharmaceuticals and that are governing intellectual property rights?
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Introduction to Different Components
of Intellectual Property Rights


3.1 INDUSTRIAL PROPERTY RIGHTS


Intellectual property rights that are of industrial application leading to increase in business are considered as industrial property rights.


3.1.1 Patents


The word patent was coined from a Latin term ‘patent-em’ meaning open. A patent is a document (Annexure 1) issued by government to the inventor granting him exclusive rights to make, sell, use or import upon disclosure of the invention for a definite period of time.


The criteria for an invention to be a patentable subject matter, the invention must be novel, non-obvious, useful and enable. It is necessary that the invention should fulfill all the criteria and not any one. In India, The Patents Act, 1970 governs the protection of inventions as intellectual property. Indian intellectual property offices located at Kolkata, Delhi, Mumbai and Chennai receive applications and grants patents for inventions. Office of Controller General of Patents, Designs & Trade Marks, earlier under Department of Industrial Policy and Promotion, Department of Commerce is currently under Department for Promotion of Industry and Internal Trade, Ministry of Commerce & Industry, Government of India brings out policy, implements the intellectual property of Patents in India.


The term of a patent is for 20 years from the date of filing.


Using, International Patent Classification -A61K, several patents relating pharmaceuticals granted for a process, product, and formulation can be observed.


3.1.2 Trademarks


A trademark is an indication of a product originated from an individual or a company signifying the quality of the product and distinguishes from its competitor. A trademark is an alphabet, numerical, alphanumerical, device or a combination of these (Annexure 2). Several trademarks in terms of colour, three dimensional signs, audible signs (sound marks), olfactory marks (smell marks), invisible signs (touch) are in use. Thus a trademark indicates the quality of the product originated from a company. The criteria for a trademark to be registered is that it should be unique, distinctive, does not deceive public, does not confuse public, does not use emblems or names covered under “Prevention of Improper Use” Act, 1950, an exclusive right. The Trademark Act, 1999 governs the registration of intellectual property. Trademark registry located at Mumbai, Kolkata, Delhi, Chennai, Ahmedabad receives applications and registers the marks. Office of Controller General of Patents, Designs & Trade Marks, earlier under Department of Industrial Policy and Promotion, Department of Commerce is currently under Department for Promotion of Industry and Internal Trade, Ministry of Commerce & Industry, Government of India brings out policy, implements the intellectual property of Trademarks in India.


Services are also recognized internationally for their role in the economic growth of a country. Service marks are registered at the registry relating to transportation, banking etc.


Collective marks as registered marks are issued to several companies having same product with individual trademarks. Such collective marks indicate the product is fulfilling the quality guidelines set by the organisation issuing the collective mark.


In pharmaceuticals, several trade names are used and are registered as trademarks indicating the product is from a specific company.


The term of a trademark is for 10 years and renewed from time to time.


World Health Organisation has listed all the active substance used as drugs that are available in the market with their International Non-proprietary Names (INN) commonly called as generic names of drugs. Trade names should neither be derived from INNs nor contain common stems used in INNs.


Class 5, class 9 and class 10 include goods relating to pharmaceuticals, scientific and medical devices respectively. With respect to services class 42, 44, and 45 deals with scientific-technological services, medical-veterinary-hygiene, beauty care for human and animal. For a trade or service mark, the corresponding class number has to be indicated in the application form.


Examples of trade names as trademarks are Gelusil, Wokadine, Sinarest, Ferox, Ala-100, Cholestat, and Disprin. Trade name as trademark for services is Apollo Hospitals.


3.1.3 Trade Secrets


All the intangible assets of an organisation are trade secrets. Trade secrets are also called as ‘know how’. A trade secret in pharmaceutical industry may be a business method, method of manufacture etc. A trade secret is a secret forever until and unless the secret is revealed. In India, there is no legislation with respect to protection of trade secrets. Several countries in the world have legislations as data exclusivity where in crucial data is protected for a certain period of time. In pharmaceuticals, data relating to pharmacodynamics, pharmacokinetics of New Chemical Entities (NCE) submitted to regulatory authority is being protected as data exclusivity so that generic companies are facilitated in using the data after a certain period of time only in filing generic drug applications. If a provision of data exclusivity is provided in India, entry of generic drugs into the market might still be delayed.


Examples of trade secret, know how or data exclusivity are such as protection of pharmacodynamic and pharmacokinetics data of the new chemical entities by the innovators.


3.1.4 Geographical Indications


Geographical indication of goods indicates that the good is produced in a particular geographical region and its quality characteristics are due to the unique climatic, geographic conditions. Hence such goods are indicated by the geographical location of origin (Annexure 3). In several countries, geographical indications are also called as Appellations of Origin. Unlike trademarks belonging to an individual, geographical indication of goods belongs to a group of individuals who are skilled in the art of producing the good in that location. Hence, it is necessary that all the people skilled in the art form a union and register the good for geographical indication. The criteria for registration of a good as geographical indication are that the good should not deceive, not confuse public, contrary to a law, does not hurt the religious class.


In India, The Geographical Indications of Goods (Registration and Protection) Act, 1999 governs registration of goods as geographical indicators. Geographical Indication registry located at Chennai receives applications and registers. Office of Controller General of Patents, Designs & Trade Marks, earlier under Department of Industrial Policy and Promotion, Department of Commerce is currently under Department for Promotion of Industry and Internal Trade, Ministry of Commerce & Industry, Government of India brings out policy, implements the intellectual property of geographical indications in India.


The term of a geographical indication is for 10 years and renewed from time to time.


Examples of geographical indications are Mysore sandal soap, Tirupati laddu, Basmati rice etc.


3.1.5 Designs


An aesthetic appearance of an article is considered as a design. An article which is already existing earlier but its new aesthetic appearance brings out industrial application, leading to increase in business, economic growth of the country. The criterion for a design to be registered as an exclusive right is that it should be unique, original, not in public domain, distinctive.


In India, The Designs Act, 2000 governs registration of goods for their designs. Indian intellectual property offices located at Kolkata, Delhi, Mumbai and Chennai receive applications and register goods for their design. Office of Controller General of Patents, Designs & Trade Marks, earlier under Department of Industrial Policy and Promotion, Department of Commerce is currently under Department for Promotion of Industry and Internal Trade, Ministry of Commerce & Industry, Government of India brings out policy, implements the intellectual property of designs in India. In pharmaceuticals, several tablet designs, packing designs are protected as registration exclusivity (Annexure 4).


The term of design is for 10 years and may be extended for further 5 years.


Under the class 24, medical device designs are registered. Examples of designs registered in pharmaceuticals include tablet shapes, blister packs, and medical devices such as intraocular lens, implantation device etc.


3.1.6 Integrated Circuits


Design layout of circuits of hardware is playing a critical role in bringing out especially electronic goods into more compact, aesthetic appearance. Such circuits are found to possess very high industrial application leading to increase in business, economic growth of the country.


In India, The Semiconductor Integrated Circuits Layout Design Act, 2000 governs registration of designs of circuit layouts. Semiconductor integrated circuit layout design registry located at New Delhi receives applications and register the design of the layout of the circuits. The criteria for registration of semiconductor integrated circuit layout design are, the design layout should be original, not commercially exploited, and distinctive. Department of Electronics and Information Technology, Ministry of Communications and Information Technology, Government of India implements the intellectual property of semiconductor integrated circuit layout design in India.


The term of semiconductor integrated circuit layout design in India is for 10 years.


3.1.7 Plant Varieties


Plants that are cultivated leading to new variety by cultivators are protected as exclusive right since they have industrial application and commercial value. Several extant varieties, farmers’ varieties are protected as exclusive rights (Annexure 5). The criteria for a plant variety for registering as an exclusive right are that the variety should be novel, distinctive, uniform, stable, capable of identifying such variety, does not mislead characteristics, does not confuse characteristics, different from botanical/registered species, does not deceive/confuse public, does not hurt religious sentiments, does not contain a name or emblem covered under “the Emblems and Name (Protection of Improper Use) Act, 1950”, does not contain solely or partly of geographical name.


In India, The Protection of Plant Varieties and Farmers’ Rights Act, 2001 governs registration of plant varieties as exclusive right. Due to Indian Government administrative changes, earlier Department of Agriculture and Co-operation, Ministry of Agriculture, replaced with Department of Agriculture & Farmers Welfare, Ministry of Agriculture and Farmers Welfare, Government of India implements the intellectual property of protection of plant varieties in India. The registration authority is located at New Delhi.


The term of exclusivity of plant variety is 18 years for trees and vines, 15 years for extant varieties, 15 years for other cases.


At the authority, cultivation of a crop of sunflower with number KSFH-7032 was registered for distinguishing character as short seed length.


3.2 COPYRIGHTS


Intellectual properties belonging to artistic and literary work are protected as exclusive property since such works are having commercial value, leading to economic growth of the country. The criteria of an artistic or literary work to possess exclusive right as copyright are that the work should be original, published where the author (citizen of India) is dead at the time of publication, unpublished work, should not infringe a work already copyright protected. An exclusive intellectual property as copyright is granted for literary, dramatic, musical, artistic works, cinematographic films, sound recording, work of architecture, computer programme. Several privilege rights are granted as performers rights, neighbouring rights, broadcasting rights where rights are shared among the creators of the intellectual property.


In India, The Copyrights Act, 1957 governs registration of a work as a copyright. Earlier, Department of Higher Education, Ministry of Human Resources Development (HRD), Government of India implements the intellectual property protection of literary and artistic work as copyrights. Applications were received at New Delhi office and currently due to Indian Government administrative changes, the copyright applications have to be submitted at copyright offices located at Mumbai or New Delhi. Currently, Department for Promotion of Industry and Internal Trade, Ministry of Commerce and Industry, Government of India is implementing the copyright protections.


The term of a copyright is life time of author plus 60 years for anonymous and pseudonymous works (literary, dramatic, musical or artistic work other than photography) provided the identity of the author is disclosed before the expiry of the said period else only 60 years; 60 years for posthumous work; 60 years for photographs; 60 years for cinematograph films; 60 years for sound recording; 60 years for government works; 60 years for works of public undertaking; 60 years for works of international organisations.


Several pharmaceutical text books, figures, questionnaires are copyright protected either directly by the author or through a publisher.


QUESTIONS


  1. Define and classify intellectual property rights and write in detail about various components of intellectual property rights?


  2. What are the different ministries for various intellectual property rights are implemented in India?


  3. What is the exclusivity term of various intellectual property rights in India?
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Introduction to Traditional
Knowledge and Biological Diversity


4.1 TRADITIONAL KNOWLEDGE


Several methods of cultivation, methods of manufacture, methods of treatment of disease, several naturally available resources either plant, animal or mineral origin are being used for cure of disease. Such knowledge is passed from generation to generations. Such information is only known to a region.


After the issue of a foreign company filing for patent for strain of rice and giving the name of Basmati, after the issue of foreign department filing for a patent for a neem oil composition and after the issue of foreign university filing turmeric for wound healing property, Indian scientists through Government of India brought legal injunctions at the foreign country courts not to grant patents for India’s widely used and well known traditional knowledge. The foreign patent offices and courts have dismissed the applications for patents relating to rice naming as Basmati, neem oil composition and turmeric as there was an international understanding among countries as International agreements and conventions.


Since then, Indian government assigned Council of Scientific and Industrial Research, Ministry of Science and Technology, Government of India and Department of AYUSH, Ministry of Health and Family Welfare, Government of India in collecting, compiling all the traditional knowledge being practiced in various parts of India and has brought a database available to public so that such knowledge is never claimed for exclusive intellectual property right by an individual of national or international origin.


In the Indian traditional knowledge digital library, several herbs being used since ages are indicated.


4.2 BIOLOGICAL DIVERSITY


Indian government has brought a new legislation as The Biological Diversity Act, 2002 governed by Ministry of Environment and Forests, Government of India. Under the provisions of the Act, a National Bio-Diversity Authority was constituted for the first time and the role of the authority is for deposition of sample, grant of permission to use, conduct research, apply for an intellectual property rights for the resources used from natural origin. It is mandatory for several of the intellectual property grants, approval by the National Biological Diversity Authority to be submitted at the intellectual property office or the registry.


QUESTIONS


  1. What is traditional knowledge and why it gained its importance?


  2. What is the objective and role of Biological Diversity?


  3. What are the governing bodies, Acts that implement traditional knowledge, biological diversity in India?
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Introduction to WTO Agreement

5.1 ORIGIN, OBJECTIVE AND ROLE OF GATT

After the World War II, economy in many European and Asian countries was shattered. After the United Nations Organisations was born, three bodies were born in 1947, i.e., World Bank, International Monitory Fund (IMF) and International Trade Organization (ITO). It was the US senate, which blocked the ITO. The objective of these organisations was to revive the economy especially in developing countries. An international agreement called as General Agreement on Tariff and Trade (GATT) came into existence. The objective of GATT is to encourage international trade. On January 1, 1948, 23 contracting states including India ratified GATT. The role of GATT is to bring out trade liberalization through multilateral trade negotiations. GATT provides a stable and predictable international trade system. It acts as a mediator in settling the disputes between countries regarding trade. Additionally, GATT holds frequent negotiations, encourages reductions in tariffs so that expansion in world trade becomes possible. The objective of India signing the GATT agreement is to export indigenous products and in turn purchase oil, industrial raw materials, machines, new technology and other things that are domestically needed. During 1950s and 1960s, continuous reductions of tariffs led to high rate of world trade growth. Thus in the GATT era, trade liberalization helped in trade growth consistently instead production growth.

5.2 ORIGIN, OBJECTIVE AND ROLE OF WTO

Reduction in tariffs led to trade growth internationally, however competition prevailed and economic recessions among countries came into existence. Economic recessions led to high rate of unemployment, factory closures. To overcome, bi-lateral agreements came in practice. Advances in science, individual needs, world trade became more complex. Trade services were identified as a promising world economy, but rules were not covered under GATT. This led new discussion among countries and Uruguay round of negotiations were the last and largest round of discussions of GATT. The discussion led way for further international trade liberalization not only inclusion of trade but also the inclusion of trade in services, Trade Related Aspects of Intellectual Property Rights (TRIPS), approval of farm trade by services, market access, anti-dumping rules with the proposal of creation of new institution in place of GATT as World Trade Organisation (WTO).

The role of WTO is aspects relating to agriculture, textiles, clothing, banking, telecommunications, government purchases, industrial standards and products safety, food sanitation regulations and intellectual property. The objective of WTO is foundation of multilateral trade system by treating foreigners and locals equally, bringing free through negotiations, predicting through binding and transparency, promoting fair competition, encouraging development and economic reforms.

WTO has brought benefits like peace, solving disputes among countries, free trade that in turn reduce cost of living, choice of products, quality, economic growth and good government, thus improving welfare of people of the member countries.

When a comparison is made between GATT and WTO, GATT’s commitments are being provisional, while WTO is being complete and permanent. GATT dealt with trade of merchandise goods whereas WTO is currently dealing additionally with trade services, trade-related aspects of intellectual property rights. In case of dispute settlements, WTO is faster, automatic and less susceptible to blockage when compared with GATT.

Hence, GATT established in 1947 ended with 1994 discussion converting itself by name with enhanced role and functions as WTO. On April 15, 1994 at Marrakesh, Morocco the ministries of 125 governments signed the agreement and from January 1, 1995 World Trade Organisation came into existence in place of GATT.

Upon signing the agreement all the countries became WTO members. Under the annex 1C of WTO agreement, an agreement relating to Trade Related Aspects of Intellectual Property Rights has to be fulfilled by the members.

QUESTIONS

  1. What is the objective and role of GATT?

  2. What is the objective and role of WTO?

  3. When GATT and WTO originated?
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Trade Related Aspects of Intellectual
Property Rights Agreement


After GATT converted to WTO, the members who accepted the agreement are mandatory to comply with Trade Related Aspects of Intellectual Property Rights agreement. The objective of TRIPS agreement is to reduce distortions and impediments to international trade, taking into account the need to promote effective and adequate protection of intellectual property rights. The agreement ensures that measures and procedures to enforce intellectual property rights do not themselves become barriers to legitimate trade.


The TRIPS agreement insists on applying basic principles of GATT 1994 and relevant international intellectual property agreement and conventions, providing adequate standards and principles concerning the availability, scope and use of trade related aspects of intellectual property, effective and appropriate enforcement of intellectual property rights considering the differences in national legal systems, effective procedures for multilateral prevention and settlement of disputes between governments and transitional arrangement aiming at the fullest participation in the results of the negotiations. The agreement set forth guidelines relating to recognition of international trade in counterfeit goods, intellectual property as private rights, underlying public policy objectives of national systems for protection of intellectual property rights, providing flexibility for least developed member countries in respect of implementation of laws and regulations, reduce international tensions relating to disputes on intellectual property rights with strengthening relations between World Trade Organisation and World Intellectual Property Organisation.


TRIPS agreement comprises of seven parts with seventy three articles as guidelines to the member countries for implementation of legislations, enforcement and implementation of intellectual property rights within the member countries. The guidelines are considered to be the minimum guidelines and it is up to the countries discretion and local needs the stringency of the legislations prevails.


Part I of the guidelines discusses about the general provisions and basic principles indicating that the members are free in implementation of the agreement keeping in view of the local legal systems. Nationals of one country are also considered nationals of other country under the provision of Paris Convention (1967), the Berne Convention (1971), the Rome Convention and the Treaty on Intellectual Property in Respect of Integrated Circuits and are members of World Trade Organisation.


The agreement insists WIPO role relating to the acquisition or maintenance of intellectual property. Article 7 of TRIPS agreement reveals the objectives of promotion and enforcement of intellectual property rights as a means of promotion of technological innovation and to the transfer and dissemination of technology. Article 8 of the agreement insists on formulating new laws and amending already existing laws to current needs to protect public health and nutrition, promote socio-economic and technological development.


Part II of the TRIPS agreement has eight sections dealing with different components of intellectual property rights. With respect to copyrights, the agreement insists on fulfilling Berne Convention, computer programs and compilation of data within the purview, limiting rental rights with respect to cinematographic works preventing widespread copying with safeguarding exclusive rights. The agreement insists a minimum period 50 years as exclusive copyright to be implemented by the member countries. Performers, producers of phonograms and broadcasting organisations have a provision of exclusivity preventing un-authorized direct or indirect reproduction, re-broadcasting. Performers and producers of phonograms were provided with a provision of minimum 50 years of exclusivity while broadcasting exclusivity for a minimum of 20 years from the end of the calendar year.


Section 2 of part II of the agreement emphasizes on protectable subject matter relating to trademarks. Members may require, as a condition of registration, that signs be visually perceptible. The section emphasizes consideration and implementation of Paris Convention. An application shall not be refused solely on the ground that intended use has not taken place before the expiry of a period of three years from the date of application. The agreement insists on publishing of the mark before or after registration so as to receive petitions as opposition and cancel the registration if necessary.


Article 16 discusses about the rights provided to the trademark holder. The holder has the right to prevent a third party in applying for similar kind of signs for identical goods of trade or services thus preventing confusion to the public. Article 6 bis of the Paris Convention shall be taken into consideration, mutatis mutandis, to services. Hence, the trademark in checked whether well known in the relevant sector of the public and if the marks are found not similar a trademark is registered. The section provides a minimum period of seven years as exclusivity of sign as trademark and renewable indefinitely. A registration of a trademark may be cancelled after an uninterrupted period of at least three years of non-use. Compulsory licensing of trademark shall not be permitted as per the guidelines.


Section 3 of part II discusses about geographical indications indicating the fulfillment of Paris Convention. Registration of trademarks of goods misleading the public of the true place of origin shall not be encouraged. Article 24 of agreement emphasizes on international negotiations for increasing the protection of individual geographical indications. A member shall not diminish the protection of geographical indication that existed in that member immediately prior to the date of entry into force of the WTO agreement for at least 10 years prior 15thApril 1994 or in good faith preceding that date.


Section 4 of part II discusses about Industrial designs and indicates that a design should be new or original for registration and speaks about owner rights. The minimum duration of exclusivity is 10 years.


Section 5 of part II discusses about Patents emphasizing on subject matter that is patentable. Subject matter that is excluded from patentability is highlighted. Members shall provide for the protection of plant varieties either by patents or by an effective sui generis system or by any combination thereof. Article 28 of the section emphasizes the rights conferred as exclusive rights on products, processes. The owner of the patent has the right to license as contracts. It is mandatory that the patent must disclose the invention along with the best mode in clear so that person skilled in the art can carry out.


Article 31 of the section 5 emphasizes on compulsory licensing indicating that a third party should approach the patent holder for licensing. The section also indicates the other conditions in which a compulsory license may be granted. Royalty for such licensing and termination of licensing are discussed. The term of protection of a patent under article 33 is 20 years from the date of filing. Article 34 emphasizes on burden of proof especially relating to process patents. The judicial authority shall have the authority to order the defendant to prove that the process to obtain an identical product is different from the patent process.


Section 6 of part II discusses about layout designs (topographies) of integrated circuits. The section indicates fulfillment of treaty on intellectual property in respect of integrated circuits and exclusive rights of the owner. The term of protection is for 10 years and may be extended another 5 years.
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