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Its Implications 
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ABSTRACT 

India is of the opinion that it cannot commit to adopting the concept of “Data Exclusivity” 

as Article 39.3 of the TRIPs Agreement does not impose such an absolute obligation. 

However, there was a constant pressure from the United States and the Regional 

Comprehensive Economic Partnership negotiations were constantly pressuring India to 

adopt this concept in their domestic legislation and to extend the period of exclusivity to 

which India had unfortunately agreed. Also, Article 39.3 only talks about protection of data 

against “unfair commercial use” and nowhere about data exclusivity and therefore, a 

country can adopt any measures for the protection of such data. So, the question becomes 

How the extension of the exclusivity period would have affected the country? and whether 

the existing domestic legislation is enough to meet the requirements under Article 39.3 of 

the TRIPs 

 

I. INTRODUCTION 

When the originator of a pharmaceutical drug submits its data to the drug regulatory authorities, 

that originator is then given a “period of exclusivity” where the submitted data is not given to 

the generic manufacturers to make a similar version of the drug for the stipulated period of 

time.2 This practice of protection of data is known as Data Exclusivity. The originator is the 

one who develops the original product whereas generic manufacturers are those who use the 

submitted data markets a generic version of that medicine in bulk and for a lesser price.3 In 

other words, the generic manufacturers in the period of the originator’s exclusivity period 

would not be given the authority to manufacture its medicine based on the same clinical data 

that is submitted by the originator. Hence, such originators can be said to be given some extra 

protection as data exclusivity averts the authorities from approving the applications from the 

generic manufacturers. Data exclusivity is a unique form of intellectual property rights just for 

pharmaceutical companies. The process of submission of clinical and periclinal data until the 

                                                      
1 Author is a Student at School of Law, University of Petroleum and Energy Studies, India. 
2 Praveen Dalal, Data Exclusivity: An Indian Perspective  
3 Valerie Junod, Drug Marketing Exclusivity under the United States and European Union Law, 59 Food & Drug 

L.J. 479, 479 (2004).  
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approval of the exclusivity period takes a time of approx.13-14 years making the effectual time 

period of the patent is very less.4 The aim of this paper is to analyse the effects of extended 

periods on an ever-growing population in terms of public health and cost of the medicines as 

well as the impact of such extension on generic manufactures as India is the largest provider 

of generic drugs globally. Presently 60,000 generic brands of medicine out of which 60 brands 

are in therapeutic categories is manufactured from 500 different Active Pharmaceutical 

Ingredients (API). It is important to analyse these effects in order to understand the impact as 

it will decrease the production of cheap-generic medicines in India.  

II. PATENTS V. DATA EXCLUSIVITY 

There is a very relevant distinction between data exclusivity and patents, they are distinct forms 

of protection; protection of one right is neither dependent on the other nor linked to the other 

in any intrinsic way and any linkage between the two contravenes TRIPS.5  Patents are the right 

of an originator against the exploitation of his innovation. In the case of pharmaceuticals, even 

if a drug has been granted a patent right it would still require a market approval from the FDA. 

Whereas, under data exclusivity, the data that is submitted to the FDA for the approval of its 

innovation is protected to prevent generic manufacturers from relying on the submitted data 

and manufacture generic versions of the same drug.6 

III. POSITION OF INTELLECTUAL PROPERTY RIGHTS PRE WTO 

Under the IP laws where an inventor files for a patent needs to fill an application seeking for an 

exclusive right within the territories of the country over his invention Though, the World 

Intellectual Property Organization decides about the competence of the application it is the state 

which is deciding whether to grant a patent or not to make that right come into existence. 

Pharmaceuticals before the outcome of the Uruguay round were not given exclusive rights over 

an invention of such medicine and therefore used to get copied in other nations. 

The GATT provides for the protection of such intellectual property right under Article 39.3 

which covers mainly two aspects, Interpretation and Position. There are two sides to this 

debate, According to one side the member states shall not rely on the submitted data of the 

originator for a reasonable period of time, this site mainly consists of the US, EU, and big 

                                                      
4 Id 
5  Fields of Intellectual Property Protection Patents, WIPO Intellectual Property Handbook 131 (2017) 
6  Inno Think Centre For Research In Biomedical Innovation; Thomson Reuters Fundamentals via FactSet 

Research Sys 
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pharmaceutical companies.7  Whereas, the other side believes that the submitted data should 

not be given an “exclusive” right but shall only be given protection to prevent disclosure to 

avoid fraudulent use of this data.8 This side of the debate is led by the legal experts, medical 

specialists, and the member states. 

IV. PUBLIC HEALTH AND ACCESS TO DRUGS 

From the perspective of a human, the rules related to intellectual property rights should be 

imposed to that extent where it supports the goals to achieve public health and easier access to 

medicines by ensuring that: 

• a quick and successful reaction to general wellbeing needs and emergencies;  

• supply of value drugs at reasonable costs;  

• successful rivalry through an assortment of potent providers;  

• arrangement for an ambit of pharmaceutical medicine to see the essential wellbeing 

necessities  the populace; and  

• balance the chances of nations out of luck, regardless of their participation in the WTO, level 

of innovative limit, or absence of assembling limit.9 

In the year of 2000, The Doha Declaration took place to ponder upon the need to settle some 

ambiguities in relation to importance related to public health and clauses given under the TRIPS 

Agreement. The main concern here was whether the stringent terms of the agreement might 

curtail the access to medicines in the least developed countries and to those who cannot afford 

them for restraining public diseases which hold a great danger to the health of people.10 

The effect of access to cheaper medicines was already anticipated in the agreement. The 

pharmaceutical industry faced many legal challenges with respect to importing and exporting of 

medicines, listening, etc. This issue was coming into light during the onset of the HIV/AIDS 

pandemic which shifted the main focus towards public health and how the terms of the agreement 

affected it.11 

                                                      
7  European Union (EU), Compulsory Licensing and Data Protection (2001); International Federation of 

Pharmaceutical Manufacturers Associations (IFPMA), Encouragement of New Clinical Drug Development: The 

Role of Data Exclusivity (2000); Minutes of the Inter-Ministerial Meeting held under the Chairmanship of 

Secretary (C & PC) (22 May 2006), at 16-17.” 
8 ICTSD, Resource Book on TRIPS and Development (2004), at 530. 
9 Access to medicines, WHO Drug Information Vol 19, No. 3, 2005  
10 WHO, The Doha declaration on the TRIPs Agreement and Public Health, 

https://www.who.int/medicines/areas/policy/doha_declaration/en 
11  Jacqui Wise, Access to AIDS medicines stumbles on trade rules, 84 Bulletin of the World Health Organization 

(2006) 



850 International Journal of Law Management & Humanities [Vol. 3 Iss 4; 847] 

© 2020. International Journal of Law Management & Humanities   [ISSN 2581-5369] 

V. CURRENT REGIME IN INDIA 

India believes that it cannot commit to adopting the concept of “Data Exclusivity” as Article 39.3 

of the TRIPs Agreement does not impose such an absolute obligation.12 However, there was 

constant pressure from the United States and few other countries were constantly pressuring India 

to adopt this concept in their domestic legislation and to extend the period of exclusivity to which 

India had unfortunately agreed. Presently, The Drugs and Cosmetics Act, 1940 governs the law 

related to selling, manufacturing, and retailing of drugs in India. The manufacturer needs to 

obtain a license from the regulatory authority through the Drugs and cosmetics rules,1945 and 

Drugs and Cosmetics Act, 1940. Although, if in other countries the data relating to the safety of 

the drug have already been submitted, India requires fresh submission of the same it is upon the 

status of that particular drug that whether clinical trials need to take place or not.13 A very 

important amendment was made in the year of 2001 where ‘Appendix 1 A’ was added which 

resulted into easy access of generic drugs in a speedy way and at a lesser price as the only proof 

which is required by the regulatory authority is whether the medicine has same biotic components 

and is yet a generic version of the original medicine.14 Only in the case where a new drug is to 

be launched, the submission of data regarding the clinical and preclinical trials is mandatory and 

more effort is put into the marketing of such a drug thus creating a conflict between the actual 

objective of the concept of data exclusivity.15 

Several propositions are being raised to the Government to adopt the concept of data 

exclusivity and amend the Drugs and Cosmetics Act according to it. The three main 

amendments that are put forward are 1) Addition of provision for prohibition and liability for 

disclosure of information and to amend the Rules.16 For approval under sub-s. (1) of the new 

section, the licensing authorities may ask for the submission of undisclosed information by the 

applicant. Under sub-clause (2), the licensing authority will have to keep undisclosed 

information submitted for new drugs, unless the Government by notification seeks disclosure 

of such information in the public interest.17 In addition, the Organisation of Pharmaceutical 

                                                      
12 Intellectual Property: Protection And Enforcement, 

https://www.wto.org/english/thewto_e/whatis_e/tif_e/agrm7_e.htm 
13 Satwant Reddy & Gurdial Singh Sandhu, Ministry Of Chemicals & Fertilizers, Report On Steps To Be Taken 

By Government Of India In The Context Of Data Protection Provisions Of Art. 39.3 Of Trips 11, 42 (2007)  
14 Do Generic Drugs Compromise on quality? (2018),https://www.health.harvard.edu/staying-healthy/do-

generic-drugs-compromise-on-quality 
15 Do Generic Drugs Compromise on quality? (2018),https://www.health.harvard.edu/staying-healthy/do-

generic-drugs-compromise-on-quality 
16 Alfred Adebare, Data exclusivity: Implications for India  
17 Id. 
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Producers of India has requested the Government to amend Schedule Y of the DCA to include 

a provision for data exclusivity for a period of six years from the date of marketing approval.18  

VI. ADVERSE IMPACT OF EXTENSION OF EXCLUSIVITY PERIOD ON INDIA  

The proposal for extending the exclusivity period to beyond 20 years was raised in the Regional 

Comprehensive Economic Partnership (RCEP) negotiation which is a form of a Free Trade 

Agreement between 16 countries.19 The main objective behind the negotiation was to enhance 

the trade relations between the countries who were participating and to “boost economic 

growth and equitable economic development, advance economic cooperation and broaden and 

deepen integration in the region through the RCEP”. One of the major problems with regards 

to the RCEP that emerged was of Generic medicines and their access to the public, India would 

have needed to amend its domestic framework in order to meet the requirements of the RCEP 

despite of the fact that India opposes to any standards that go beyond the WTO. The said 

proposal was raised on the request of Japan which another pharmaceutical giant country with 

direct competition with Indian generic manufacturers and other participating countries too. By 

the way of extending the patent time period, a company can lengthen its monopoly upon a drug 

and can continue to sell the medicine at a higher cost.  

 The implications of the said decision on the public at large would be as follows: 

A. DISCOURAGEMENT IN PRODUCTION 

Under section 122E of DCA, 1940 only a “new drug” can be given a period of exclusivity of 

four years. In India, the originator needs to submit fresh data regarding the clinical and 

preclinical data to get protection under data exclusivity.20  An exception to this provision is 

when the drug is needed in the interest of the public i.e. if there exists a dire need of such a 

medicine, for example during a pandemic, this requirement of submission of fresh data can be 

renounced. The extension of the exclusivity period would result in a delayed launch of 

medicine in the market at higher costs which may result in a growing problem for the people 

in developing countries like India.  

B. DISSUASION OF GENERIC MANUFACTURERS OF INDIA 

The increase in the time period of data exclusivity would also harm the Generic Manufacturers 

of India. The reason being that irrespective of whether the originator’s medicine does not get 

                                                      
18 Id. 
19 Catherine Saez, Indian Generic Pharma Warns Against Government Caving To US Pressure On Data 

Exclusivity (2016),https://www.ip-watch.org/2016/11/06/indian-generic-pharma-warns-government-caving-us-

pressure-data-exclusivity/ 
20 Supra. note 11 
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approvals to be patented, a generic manufacturer would have to wait for the 10-year exclusivity 

period to end and to enter the market.21  Even though these generic manufacturers are allowed 

to carry out their own trials but it would bestow a huge financial burden on them which 

is unnecessary because the data of the same already exists.22 Therefore, such an increase would 

affect the patients of India drastically. Furthermore, as the TRIPs Agreement does not mandate 

a country to adopt Data exclusivity to its framework, it makes India’s decision to increase its 

exclusivity period futile.   

C. DATA EXCLUSIVITY: A WEAPON AGAINST INDIA? 

From years, the pharmaceutical companies of the United States have been trying to remove 

competition in the generic pharmaceutical industry and are using data exclusivity as a weapon 

to grow their market presence by pressurising less powerful countries into extending the 

exclusivity period as it would result in slowing down of production of generic medications.23 

Hence, the Indian government should review its decision for the extension of the data 

exclusivity period for the welfare of its patients and for easy access to medication at affordable 

prices.  

***** 

                                                      
21 Amit Singh, Pharmaceutical Test Data Protection and Demand for data-Exclusivity: Issues and Concerns of 

Developing Countries and India’s Position,24  J Intellec Prop Rights.69 (20 
22 Post-trial Access to Drugs in Developing Nations,103 (2017), Perspective of financing and innovation,30 (2014) 
23 Andrew Q. Leba, Lowering the “efficacy” Threshold for Section 3(d) of the Indian Patents 

Act,    https://law.emory.edu/eilr/content/volume-28/issue-1/comments/section-3d-indian-patents-act.html 


