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Pharmaceutical companies put reasonable time and money to generate safety and efficacy test data during clinical trials 
while applying for the marketing approval for any new chemical entity. They need protection for that data to prevent it from 
being used by generic producer companies for the same compounds. Data exclusivity provisions are different in different 
countries and each country’s pharmaceutical industry usually influences the formulation of those provisions. Data exclusivity 
adds an extra layer of protection for the drugs irrespective of the patent protection status, thus controlling access to medicine. 
This paper analyses how pharmaceutical companies are trying to retain the market exclusivity by enforcing data exclusivity and 
how it is affecting health issues in developing and least developed countries. It also highlights the impact of data exclusivity on 
accessibility and affordability of life saving drugs. This paper discusses the stand of developing and least developed countries 
including India; evaluates why these countries are not interested in implementation of data exclusivity in their national legal 
regime and also proposes how to achieve balance between the economic interest of the originator companies and public interest 
towards access to medicine. 
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Data exclusivity is the provision of protection of test 
data produced by pharmaceutical companies during the 
clinical trials (during development of new chemical 
entities or NCEs) for certain specified period of time, 
so that no third party can use that data or no other 
company can ask for market approval based on that 
data before that period. Pharmaceutical companies put 
reasonable time and money to generate safety and 
efficacy test data during clinical trials while applying 
for the marketing approval for any new chemical 
entity. They need protection for that data to prevent 
generic producer companies from using them for the 
same compounds. Data exclusivity (DE) provisions are 
different in different countries and the country’s 
pharmaceutical industry usually influences the 
formulation of those provisions. Since DE adds an 
extra layer of protection for the drugs irrespective of 
their patent protection status, it affects access to 
medicine. 
 

Understanding of DE: Drug Development 

Development of a NCE and marketing that product 
as a safe and efficacious drug is a long journey for a 
pharmaceutical company, which involves huge 
amount of time, large human resource and enormous 
financial expenses. This is best understood by 

comprehending the stages of drug development 
process, as shown in Fig. 1. 

Clinical trial is by far the costliest and most time 
consuming affair. Moreover the data generated by 
clinical trial is unique for that NCE and is required to 
be produced before the national drug regulatory 
authority for the marketing approval. As originator 
companies spend lot of money to produce that data, 
they want special protection for the same. Nonetheless, 
it seems that this kind of protection of clinical data 
creates an extra layer of protection besides intellectual 
property protection for the original product. 

Many developing or least developed countries do 
not contain the DE provision in their domestic legal 
regime yet while developed countries’ national legal 
regime provide DE protection. Before assessing the 
implication of DE on access to medicine, a discussion 
of the positions of various countries on DE in the pre-
and post-TRIPS era is in order. 
 

DE Provision in USA, Europe and Other Countries 
Data exclusivity provisions were available in 

developed countries like USA and Europe even before 
the TRIPS Agreement. This section will highlight 
those provisions. 
 

USA: DE Provisions Pre-TRIPS 

The US adopted a data protection regime for 
pesticides in its Federal Insecticides, Fungicides & 
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Rodenticides Act, 1947 (FIFRA); the Section 3(c)(1)(D)(i) 
of which provided an ‘exclusive use provision’. 
According to that section, the first applicant got a 10 
year period of exclusivity for data on new active 
ingredient. Also according to Section 3(c)(1)(D)(ii), 
the data could be used by any other company by 
paying compensation to the first applicant.2 The US 
has provided regulatory exclusivity provisions for 
medicines since1984 including five years of 
exclusivity for the NCE and three years for the data 
supplied in support of its authorization.3 

 
USA: DE Provisions Post-TRIPS 

The Price Competition and Patent Term 
Restoration Act of 1984 (more commonly known as 
the Hatch-Waxman Act)4 and Section 355 of the 
Federal Food, Drug, and Cosmetic Act (FFDCA) of 
1997 provide for DE for medicines in USA.5 Though 
Hatch-Waxman Act came into effect in pre-TRIPS 
era, its impact is ongoing and hence discussed here in 
the post-TRIPS period. The US model provides a 
five-year period of DE to new drugs and three years 
to new indications of existing drugs. 
 
Different Exclusivity Offered in US 

(i)  NCE (data) exclusivity of five years: The FDA 
will not accept ANDA (Abbreviated New Drug 
Application) or 505(b)(2) applications for 
generic drugs during this period, can benefit 
505(b)(1) and 505(b)(2) applications. 

(ii) Three-year exclusivity for first generic entrant: 
While FDA accepts applications for generic 
drugs during this time, they are not approved. 

(iii) 180-day exclusivity: For 180 days after market 
launch by first-to-file ANDA generic, the FDA 
does not approve a subsequently filed ANDA for 
the same product. This does not delay approval 
of 505(b)(2) applications for a comparable drug 
product or the launch of authorized generics. 

(iv) Orphan drug exclusivity of seven years: This is 
generally limited to ‘rare diseases or conditions’ 
but can benefit an approved applications filed 
under Section 505 of the FFDCA or a licence 
issued under Section 262 of the Public Health 
Service Act. 

(v) Paediatric exclusivity of six months: This period 
attaches to the end of existing exclusivity  
and patent protections and can benefit drug 
products that are subject to Section 505 of the 
FFDCA only. 

 
Healthcare Bill6 

On 23 March 2010, President Obama signed the 
much-debated healthcare reform bill, known as the 
Patient Protection and Affordable Care Act (Healthcare 
Bill). The Biologics Price Competition and Innovation 
Act of 2009 (Biologics Act) is included as a subtitle of 
the Healthcare Bill, and creates a framework for FDA 
approval of follow-on biologics. The most disputed 
issue in the passage of the Biologics Act involved the 
length of statutory exclusivity period for biologics. 
These exclusivities can be divided into two main 
categories: 
 

(i)  Exclusivity for reference product: No follow-on 
biologic application may be submitted until four 
years from the date on which the reference 
product was first licensed by the FDA. No 
follow-on biologic application may be approved 
until twelve years from the date on which the 
reference product was first licensed by the FDA. 
An additional six months of exclusivity may be 
obtained for approved paediatric or rare disease 
indications. 

(ii) Exclusivity for first interchangeable biological 
product: If a follow-on biologic is approved by 
the FDA and is deemed to be interchangeable, 
then the applicant receives the lesser of one year 
of exclusivity after the date of first commercial 

 
 

Fig. 1Stages of drug development (adapted from ref. 1) 
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marketing or eighteen months of exclusivity after 
FDA approval vis-à-vis any other approved, 
interchangeable follow-on biological products. 

 

Europe: DE Provisions 

In EU the Member States have provided protection 
for data supplied in support of marketing authorization 
for medicines since 1987. Article 8 of Directive 65/65 
(ref. 7) amended by Directive 87/21/EEC8 established a 
minimum six years of data exclusivity for the 
originator’s test data and 10 years exclusivity for high 
technology products, biotechnology products and NCE. 
During the exclusivity period, the regulatory authority 
cannot rely on an originator’s data to approve other 
applications without originator’s consent. The 
authorizing agency, namely, the European Medicines 
Evaluation Agency (EMEA), could grant 10 years 
protection for medicines delivered by a ‘new delivery 
system involving significant innovation’ or for 
medicinal products containing a new substance or for 
an entirely new indication of a known substance.9 

The Directive initiated a non-retroactive, 
8+2+1+early-working formula that now grants 
absolute data exclusivity, as elaborated in Fig. 2. 

Some points about the DE provisions in the EU 
that need to be highlighted are: 
 

(i)  The 10 year period was created at a time when 
there were no patents for biotech products. This 
data exclusivity period therefore provided a 
form of market protection for these products in 
the absence of patents, which was particularly 
important to those Member States with 
developing biotech industries. But patents are 
now granted for biotech products. The ‘10 year 
countries’ include: Belgium, Germany, France, 
Italy, Luxembourg, The Netherlands, Sweden 
and the UK.10 

(ii) Half of the EU countries actually operate a six 
year period of DE instead of 10 year period. The 
‘6 year countries’ are: Austria, Denmark, 
Finland, Greece, Iceland, Ireland, Norway, 
Portugal and Spain. The 12 newest Member 
States seeking EU accession are expected to opt 
for a six year period.10 

(iii) It is evident from the text of the preamble of 
Council Directive 87/21 EEC dated  
22 December 1986 that the main aim of DE was 
not to hinder the registration of generic 
medicines but to enable the registration of 
‘abridged applications’ in order to avoid 
repetitive testing on humans and animals 
without superseding cause, and at same time 
putting real innovation at an advantage.11 

 

Finally, even after this period, commercially 
sensitive data is still not disclosed to third parties i.e., 
generic companies or the public at large. Generic 
companies, on their part do not use the data of the 
originator but generate their own data (i.e. expert 
reports referring to official publications, 
pharmaceutical data and bio-equivalence studies).  
 

Provision for Paediatric and Orphan Drugs 

Paediatric extensions (EC Regulation 1901/2006) 
facilitate the development of medicinal products for 
use in paediatric population through a system of 
obligations, records and incentives. A six month 
extension to the Supplementary Protection Certificate 
(SPC) is given if (a) the product is authorised in all 
Member States and (b) the result of studies is included 
in product information.12 

Orphan drugs governed by Article 3 (1) of the EC 
Regulation 141/2000 3(1) are those drugs which are 
intended for the diagnosis, prevention or treatment of 
a life-threatening or chronically debilitating condition 

 
 

Fig. 2European data exclusivity model (adapted from ref. 10) 
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affecting not more than five in 10,000 and with no 
satisfactory treatment currently. The SPC extension 
does not apply to orphan medicines.13 
 
Data Exclusivity Provisions in Asian Countries 

Availability of DE protection varies widely among 
the Asian countries. Only a few of the countries 
voluntarily provide the data exclusivity provisions, 
e.g. Japan and Singapore; some of others have been 
forced to implement DE as a result of free trade 
agreements (FTA) with developed countries (with 
higher bargain power), like Thailand, Korea and 
Malaysia. The remaining like India, Pakistan, 
Philippines, Taiwan, etc., do not provide for DE.14 

 
Japan 

Japan provides DE for six years. As per Japanese 
legal provisions, the applications for approval of new 
drugs should accompany the data including clinical 
trial results.15 In case where an application is made for 
a drug which appears to be identical to a previously 
approved drug in terms of the ingredient and content, 
directions and dosages, indications and effects, during 
the re-examination period of the said new drug; the 
application must include such data that will be 
equivalent or superior to those of the said new drug. 
Law defines the re-examination period as a 
‘surveillance period’ during which an approved 
product is subject to ‘good post-marketing surveillance 
practice’ monitoring. The aim is to ascertain that no 
further approval is granted to the same product without 
a full data set until the safety and efficacy of the 
pioneer product has been demonstrated clinically. 

 
China 

In compliance with Article 39.3 of the TRIPS 
Agreement, China provides effective protection of six 
years against unfair commercial use of undisclosed 
test or other data submitted to authorities in China, 
which is required to be submitted in support of 
applications for marketing approval of pharmaceutical 
when new chemical entities are concerned.16 The only 
exception is a situation where the disclosure of such 
data was necessary to protect the public, or where 
steps were taken to ensure that the data are protected 
against unfair commercial use. Within this six year 
period from the date of obtaining marketing approval, 
an application for manufacture or marketing approval 
by another using the above data without the express 
consent of the original applicant shall not be approved 
by drug administration authorities.17 

Thailand 

Thailand now provides five years DE for new 
chemical entities as per the demand of USA, after 
having signed the US-Thailand FTA.18 

 

Korea 

The Korean Pharmaceutical Affairs Act is being 
amended after the United States-Korea FTA came 
into effect on 15 March 2012 (ref. 19). The revised 
Act and its implementing regulations include 
provisions for DE for patented pharmaceuticals. The 
new provisions provide for a five year data 
exclusivity period that is similar to that provided in 
the United States. Generic companies are prohibited 
from submitting generic drug applications in Korea 
for at least five years from the original company’s 
approval date for a new chemical entity.19 
 

Singapore 

Singapore offers a five-year DE period in its 
national law. No company can submit an application to 
the drug regulatory authorities for marketing approval 
and ask the regulatory authorities to use the data 
submitted by the originator company. In such cases, the 
second company needs to have the consent from the 
originator company for use of their data by regulatory 
authority for marketing approval for a period of at least 
five years from the date of approval of the original 
pharmaceutical product.20 
 

Vietnam 

Vietnam provides for a five-year DE period, unless the 
generic applicant has obtained the original manufacturer’s 
permission to use its data.20 If the applicant requests that 
the data be kept secret, the Vietnamese regulatory 
authority has to keep the data confidential unless the 
disclosure is necessary to protect the public. 
 

India 

In India DE is not yet available in the national legal 
provisions. Historically there was immense pressure on 
India to include data exclusivity from EU as India was 
negotiating a bilateral FTA with EU. But India stood 
strictly in favour of not implementing DE provisions. 
The Indian stand is further explained later on in details. 
Not only India, specific DE provisions are also not 
available in Pakistan, Indonesia, Philippines, Taiwan, 
Hong Kong, Sri Lanka, Bangladesh, Myanmar, etc.20 
 

Data Exclusivity Provisions in TRIPS Agreement 
The TRIPS Agreement, which was negotiated as 

part of the Uruguay Round of trade negotiations under 
the General Agreement on Tariffs and Trade (GATT), 
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the predecessor organization to the World Trade 
Organization (WTO), is the first international 
intellectual property agreement to include obligations 
for the protection of trade secrets, especially the 
proprietary data submitted by innovators to 
Governments. Provision of DE is not exclusively 
expressed in TRIPS Agreement, but the interpretation 
of Article 39 (ref. 21) is done in favour of DE. 

In totality, it is important to note that Article 39 
represents the section on ‘protection of undisclosed 
information’ which relates generally to trade secrets. 
Article 39.2 is a general clause to respect trade secrets 
and is an obligation for all WTO members. Article 
39.3 constitutes the obligations in the particular case 
where such trade secret data are submitted to 
governments or government agencies as a 
qualification for acquiring market approval. 

Article 39.3 states that “Members, when requiring, 
as a condition of approving the marketing of 
pharmaceutical or of agricultural chemical products 
which utilize new chemical entities, the submission of 
undisclosed test or other data, the origination of which 
involves a considerable effort, shall protect such data 
against unfair commercial use. In addition, Members 
shall protect such data against disclosure, except 
where necessary to protect the public or unless steps 
are taken to ensure that the data are protected against 
unfair commercial use.”  

Different components of the protection and its 
understanding are immensely important for the 
discussion of this article which is done in the following 
section. Highlights of Article 39.3 are as follows: 
 

(1) Data submitted for marketing approval – The 
protection is applicable only if the data is 
submitted to the national drug regulatory 
authority (DRA) for market approval. In case of 
submission of data voluntarily or as an accessory 
requirement for the approval, the protection is 
not applicable. 

(2) Scientific data – Subject matter of protected data 
would be the details of results of scientific 
health and safety test of drugs and 
agrochemicals; it also includes the ‘other’ data 
which may be the data related to manufacturing 
process, packaging and conservation of the 
products. 

(3) Undisclosed data – Article 39.3 protection to the 
test data will not be applicable for any data 
which is in public domain, the data must be 
‘undisclosed’ scientific data. If substantial part 

of the data is published, protection under Article 
39.3 will not be available. Even the 
‘undisclosed’ nature of data is subject to scrutiny 
by the DRA. 

(4) New chemical entities – Data must refer to a 
‘new chemical entity’. The Agreement does not 
provide the term ‘new’ for the purpose of this 
Article; a Member Country may or may not 
impose the patent standard of novelty for the 
purpose of ‘newness’ for data exclusivity. For 
all practical purposes DRA will accept a 
chemical as ‘new’ if no prior application has 
been submitted in relation to the same chemical. 
Moreover, Article 39.3 needs to clarify the 
territoriality of the newness, whether absolute 
(universal) or relative (local). 

(5) Considerable effort – Article 39.3 provides the 
protection for the test data only when a 
‘considerable effort’ is involved in obtaining the 
data. The term ‘considerable effort’ also needs 
clarification, in the sense that it is ambiguous on 
what is the parameter on which the type of effort 
involved would be judged - technical or 
economic. According to Trans Atlantic 
Consumer Dialogue (TACD) “data exclusivity 
provisions are designed to protect the 
investment, rather than innovation”. So, it is 
interpreted that the ‘considerable effort’ appears 
to indicate economic effort. 

(6) Unfair commercial use – The test data protection 
provided by Article 39.3 would be essentially 
against the ‘unfair commercial use’ of the data. 
Thus, an unpatented medicinal product can get 
market exclusivity for certain period of time, 
while in case of patented drugs, the marketing of 
generic medicine will be prevented for the 
period of data exclusivity. 

(7) Duration – The duration of protection is not 
mentioned expressly in the text of Article 39.3, 
so the term of protection is left to the discretion 
of Member Countries and varies from five years 
in US, Japan Australia etc., to 10 years in certain 
EU member countries. 

 

Therefore there is enough flexibility in the 
provisions of TRIPS Agreement for a country to 
determine appropriate means of protecting test data. 
In terms of paragraph 4 of the Doha Declaration, the 
provisions are to be “interpreted and implemented in a 
manner supportive of the WTO Members’ right to 
protect public health and, in particular, to promote 
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access to medicines for all”. Hence, there are two 
categories of countries according to the national 
provision of DE, one group that provides DE in the 
national legal regime and the second that does not. 
 
Indian Stand 

The Department of Chemicals and Petrochemicals 
was called for “suggesting measures that should be 
adopted in the context of data protection provisions as 
outlined in Article 39.3 of TRIPS” and 
recommendations regarding legislative changes 
thereof if required. An inter-ministerial committee 
was formed to help the Department with this task and 
a committee report was submitted on 31 May 2007 by 
Secretary Mrs Satwant Reddy and Joint Secretary Mr 
G S Sandhu.22 The committee clearly recommended 
that the obligation under TRIPS Article 39 can be met 
merely by non-disclosure of the data submitted for 
marketing approval to the regulatory authority and 
also mentioned that such non-disclosure did not 
necessarily preclude the reliance on that data by the 
regulatory authority for approval of the same product 
by any subsequent applicant.22 Most of the developed 
countries have adopted provisions of DE not as a 
mandate under TRIPS Agreement, but as a legislative 
policy and/or as a requirement under FTAs. 

The recent increase in FTAs signed between 
different countries has had a direct impact on DE 
forcing countries with lesser bargaining power to 
include DE provisions. 
 

Role of FTA in Asian National Data Exclusivity 

Protection 

Free trade agreements play a very important role in 
the provision of DE in the national regimes of 
different Asian countries. It is an observed trend that 
FTAs often enforce certain criteria that are in excess 
of the TRIPS requirements, i.e. ‘TRIPS plus’ 
conditions.23 Countries with greater bargaining power 
try to negotiate with countries with lower bargaining 
power into accepting their own terms and conditions 
which may not be suitable for the accepting country’s 
socio-economic structure. Notably these provisions 
are relevant for price rise of medicine, e.g. expanded 
scope of patentable subject matter, patent term 
extension, inclusion of data exclusivity provisions in 
national legal regime and introduction of patent 
linkage.24 The US in particular is said to be pursuing 
such agreements and has concluded several FTAs since 
1985 (ref. 25). Thailand had to enforce data exclusivity 
for a period of five years (in the case of pharmaceutical 

products) or ten years (for agricultural chemical 
products) from the initial regulatory approval of the 
original product. The drug regulatory authority is 
prevented from granting market approval to generic 
drugs on the basis of bio-equivalence or on the fact that 
the original product has got marketing approval in a 
foreign country.26 The United State Trade 
Representative (USTR) proposed that Thailand 
includes a provision obligating the Thai drug 
regulatory authority to inform the patent holder as to 
any attempt to register a generic drug. The authority is 
barred from approving registration for a generic 
medicine unless it is certain that the manufacturing, 
importing and selling of the generic will not infringe 
the patent rights of other companies.26 
 

Vietnam signed US-Vietnam Bilateral Trade 
Agreement in 2001 which requires Vietnam to provide 
data exclusivity.20 Vietnamese law requires a 
manufacturer to prove that the use of the generic drug it 
seeks to register will not infringe patent rights of other 
companies. This in effect prevents generic medicines 
from entering the market as it is almost impossible for 
the generic company to prove the patent status of the 
drug.27 In Malaysia, the National Pharmaceutical 
Control Bureau (NPCB) under the jurisdiction of the 
Ministry of Health is responsible to ensure safety and 
quality of a drug before it is allowed to be marketed in 
the country.20 The NPCB in its assessment used to rely 
on the results of the clinical trials submitted by the 
originator company, seeking marketing approval. The 
NPCB would also grant the marketing approval to the 
generic drug and there was no need for the generic 
company to submit new safety and efficacy data based 
on its own clinical trials. But, because of the FTA with 
US, Malaysia had to include a five year data 
exclusivity provision in its legal regime.28 Similarly the 
US-Singapore FTA put forward similar clauses and 
Singapore had to amend its national legal regime to 
include more stringent criteria. For instance, if a 
company required the marketing approval of a 
pharmaceutical or agricultural chemical product prior 
to permitting the marketing of such product, such party 
shall have to obtain the consent from the originator 
company to get a marketing approval from DRA on the 
basis of the data submitted by the originator company 
for a period of at least five years from the date of 
approval of the original pharmaceutical or chemical 
product.29 

The India-EU FTA negotiations have been long 
drawn with EU trying to include certain TRIPS-plus 
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provisions that India would be forced to implement in 
the national legal regime.30 Inclusion of DE is one of 
them. Data exclusivity as demanded by the EU in the 
FTA negotiations would require generic 
manufacturers to conduct their own clinical trials to 
get marketing approval or wait till a specified 
exclusivity period is over (6 to 11 years) before a 
generic product is approved.30 This measure creates 
exclusivity over medicines separate from patents and 
applies even to medicines that are off-patent.31 EU has 
also included strong provisions on pharmaceutical 
patents in FTAs with several other countries like 
Columbia, Peru, regional grouping of South-East 
Asia, specifically in case of Columbia and Peru the 
suggested period of data exclusivity was 11 years, 
which would have devastating effects on global 
access to medicine, though these are FTAs are still 
under consideration.32 Presently, negotiation is on for 
an EU-Thailand FTA and EU is pressurizing Thailand 
to accept similar stringent terms regarding DE and 
also to conclude the trade deal before beginning of 
2015; but civil society groups in Thailand and Europe 
have demonstrated their concern for its negative 
impact on the Thai national health coverage system.33 
Among the non-Asian countries, developing or least 
developed countries like Morocco, Jordan, Peru have 
also had to include DE provisions in their national 
legal regime as a result of FTAs with USA, although 
they were not really prepared for it. 
 

Impact of Data Exclusivity on Access to Medicine 
Almost 90 per cent of the total value of world 

pharmaceutical production is accounted for by high 
income countries.34 The figure shows that the high-
income developed countries dominate in world 
pharmaceutical production. The share of those 
countries in the value of world pharmaceutical output 
increased gradually from 89.1% in 1985 to 92.9% in 
1999 (ref. 35). In contrast, the figures of drug 
production in middle and low-income countries 
dropped from 7% and 3.9% in 1985 to 4.5% and 2.6% 
in 1999 respectively.36 Among the high-income 
countries, the majority of world pharmaceutical 
production is accounted for by 5 major countries. The 
United States has been the biggest producer, 
accounting for almost one-third of total production 
(31%), followed by Japan (16%), France (8%), 
Germany (6%) and the United Kingdom (6%).36 On 
the other hand, India’s pharmaceutical market is the 
third largest in the world covering 8% of global 
production and supplies India’s market with about 

70% of its pharmaceutical products.37 The market is 
quite well developed but highly fragmented. Not even 
the biggest producers account for more than 7% of the 
market share.37 The market is constituted of 270 large 
R&D based pharmaceutical companies, 5,600 smaller 
licensed generics manufacturers and 3,000 companies 
involved in pharmaceutical production.38 This is 
reflected in the low price of generics enabling drop in 
their prices in the range of 40–60% of the original 
drug price.38 Thus, India is counted among the major 
drug exporters to developing countries. According to 
a PWC report, from a global perspective, India is 
responsible for 20% of global generic production. 
India produces 80% of drugs for HIV/AIDS as well as 
drugs for cancer and heart disease. The study reveals 
that 70% of patients who received medicines from 
India belong to 87 developing countries.38 Only in 
Africa, there are more than 2.5 million AIDS patients 
who rely on generic drug production from India for 
their treatment. Medicins Sans Frontier (MSF) today 
relies overwhelmingly on affordable generic 
HIV/AIDS medicines produced in India to treat nearly 
180,000 people in 20 countries, as well as use 
medicines from India to treat other diseases such as 
tuberculosis and malaria. MSF buys more than 80% 
of their HIV/AIDS drugs, and 25% of the drugs for 
malaria, tuberculosis, and antibiotics from India.39 
Moreover, approximately 50% of the essential 
medicines that United Nations Children’s Emergency 
Fund (UNICEF) distributes in developing countries 
comes from India, while 75-80% of medicines 
distributed by International Dispensary Association 
are made in India.39 India has played a pivotal role in 
supplying affordable generic versions of drugs 
throughout developing and least developed countries. 
A strict DE provision can hinder the supply of 
affordable generic medicines, although generics are 
not the ultimate answer to access to medicine because 
generic drugs are based on the originator one. 
 

Data exclusivity provides protection of clinical test 
data and results submitted to regulatory authorities in 
order to confirm the safety and efficacy of 
pharmaceutical products. Therefore, if generic 
producers wished to produce generic drugs, they 
would not only have to provide bioequivalence tests 
and bioavailability tests but also conduct clinical tests. 
Most likely, this would result in increasing production 
costs, hence higher generic drug prices.38 Data 
exclusivity, in principle, is applicable irrespective of 
the patent status of the drug, and hence will be 
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applicable to unpatented medicines, as well as 
medicines whose patent terms have expired. So, 
essentially it acts as an extra layer of protection for 
the originator companies. The negative side of the 
proposed DE would also make it virtually impossible 
to use compulsory licences for drug production in the 
case of urgent situations with public health, as 
opposed to patents. 

Data exclusivity has a large impact on the price of 
the medicine. Following are a few examples of it. 
 

(1) As a part of the United States-Jordan FTA, Jordan 
implemented DE. A study conducted by Oxfam 
in 2007 found that of 103 medicines registered 
and launched since 2001 that had no patent 
protection in Jordan, at least 79% had no 
competition from a generic equivalent as a 
consequence of DE.40 The study also found that 
prices of these DE protected medicines were up 
to 800% higher than in neighbouring Egypt. 

(2) A 2010 study by the Centre for Policy Analysis 
on Trade and Health determined that once 
Guatemala enacted DE, prices of some medicine 
rose as much as 846% - even though just a 
handful of them were under patent protection.41 

(3) Data exclusivity raises the price of medicines 
even when no patent exists. For example, in the 
US, the price of colchicine, a treatment used 
mainly for gout, rose more than 5,000% after DE 
law was enacted.42 Colchicine has been in use for 
thousands of years and costs almost nothing to 
produce, and cannot be patented. Therefore, 
generic formulations of the tablet have been 
widely available since the 19th century. However, 
a new monopoly on colchicine was created in 
2009 when the US Food and Drugs 
Administration accepted clinical data from a one-
week trial of the drug and granted data 
exclusivity to URL Pharma. URL Pharma 
subsequently sued to force other manufacturers 
off the market, and raised prices from US$ 0.09 
to 4.85 per pill.42 

 

Economic Rationale behind Data Exclusivity 
In order to demonstrate a drug’s efficacy and safety 

for its intended therapeutic use, it is necessary for the 
originator of the drug to conduct extensive testing on 
animals and humans in pre-clinical and clinical trials 
as well as toxicology, manufacturing feasibility and 
other scientific studies. The results of these tests and 
studies, which are proprietary, are contained in a 
registration dossier that is submitted to governmental 

authorities to obtain marketing approval for the drug. 
The generation of this confidential registration data 
involves a substantial amount of time and expense for 
the originator. For example, research-based 
pharmaceutical companies in the United States 
invested US$ 21.8 billion in R&D in 1998, a 10% 
increase over 1997 (ref. 43). With 40% of this R&D 
expenditures going to pre-clinical functions and 30% 
towards completing the Phase I, II, and III clinical 
trials required by the FDA, 70% of all R&D 
expenditure in the United States are targeted towards 
gaining regulatory approval. A new drug costs, on an 
average, US$ 500 million and requires as long as 15 
years to develop taking into account pre-clinical and 
clinical trial phases. Only three out of ten drugs 
introduced in the United States from 1980 – 1984 had 
returns higher than their average after-tax R&D costs. 
Comprehensive drug testing in the clinical trial stage 
alone can cost US$ 150 million or more for a single 
medication and only 10% - 20% of drugs ever clear 
the full set of pre-clinical and clinical trials.43 
 

In stark contrast, a manufacturer of a generic 
alternative, if it is not required to generate its own test 
data to gain marketing approval, needs to invest only 
US$ 1 million to launch a competitor drug, as long as 
it can demonstrate bioequivalency. When the latter 
applicant receives the benefit of the data generated by 
the originator without any investment on its part, the 
originator is placed at a significant commercial 
disadvantage. Such a situation undermines the 
investment potential existing even in countries with 
strong and effective patent protection, since the 
results of the originator’s tests are immediately 
available to competitors at no cost. In addition, the 
burden is placed entirely on the originator to pursue 
any patent rights; under the data protection scenario, a 
product is only considered for marketing approval 
once the period of data protection has passed. Given 
the imbalance between the cost to the originator in 
gaining marketing approval for its drug and the 
copier’s cost of coming on to the market, the 
research-based industry would have a reduced 
incentive, without such protection, to engage in the 
important R&D activities that will ultimately benefit 
patients through the availability of new and 
innovative drug therapies. The incentive for 
developing new drug therapies that is provided by a 
period of data exclusivity is especially critical when 
the new drug therapy is not patentable. The 
registrations of data are provided to the authorities in 
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confidence and are not meant to be referred to by 
third parties. If these data were immediately available 
to third parties, there would be no incentive for a 
company to generate these data in the first instance, 
unless the investment in terms of both time and costs 
were protected by other means. In many instances, a 
patent will cover the pharmaceutical product at issue. 
However, more and more compounds which are not 
patent protected (for whatever reason) are being 
developed and thus data exclusivity in some instances 
is the only available intellectual property right. It is 
important that governments protect the confidentiality 
of these data against its unauthorized use or disclosure 
in order to protect the proprietary interests of 
scientists and others and to maintain the economic 
incentives for further pharmaceutical research and 
development. However, because of a concern for 
avoiding repetitive tests and trials on animals and 
humans, governments have sought to limit the 
originator’s proprietary data rights. Therefore, the 
USA and the EU have acknowledged the right of data 
protection for a certain fixed period of time. After the 
period has expired, reference to the data is permitted 
by generic companies. This compromise is viewed as 
protecting the investment of the originator, while at 
the same time preventing unnecessary repetitive tests 
and trials. Arguably, if a country had no data 
protection law at all, then the data submitted as part of 
a registration should never be permitted to be referred 
to by a generic company.  
 

The period of data exclusivity is not fixed by the 
TRIPS Agreement. Earlier drafts of the TRIPS 
Agreement provided a minimum five year period of 
protection. However, this specific minimum time frame 
was removed from the final version and was expected 
to be sufficient to protect the originator’s investment. 
 

Thus, the generation of the data necessary for the 
original marketing approval requires a substantial 
investment of time, expertise, resources and money. 
The originators of the drug must be given an 
opportunity – and the incentive – to recoup the 
enormous costs involved in generating such data 
before a competitor is permitted to rely on those data 
for the approval of the generic alternative. 

For example, had generic copies of Taxol, 
(paclitaxel), Bristol-Myers Squibb’s (BMS) anti-
cancer drug, which did not have any patents on its 
active ingredient, been approved immediately, BMS 
would not have had any incentive to incur the 
extensive costs (estimated at well in excess of  

US$ 500 million) to develop, test and bring Taxol to 
market.43 The fact that both patent protection and DE 
provide incentives reflects the dual nature of the drug 
development process. 
 

Exhaustion of Patent Term during Marketing 

Approval 
Pharmaceutical inventions usually require human 

clinical testing in order to obtain regulatory approval 
to market the new product. Often a patent application 
is filed before the invention undergoes human testing, 
but sometimes a human clinical trial may be started, 
or even completed before the application is filed. 
While US patent law provides that a ‘public use’ of 
the invention within the US can constitute prior art, a 
clinical trial often does not qualify as prior art, either 
because it was not ‘public’ (e.g., it was conducted 
under confidentiality) or it qualifies as ‘experimental 
use’. The European patent law takes a stricter view of 
prior art than the USA in many ways, applying an 
absolute novelty standard with no grace period. 

One strong contention in favour of DE is that, the 
usual patent term of 20 years is exhausted during the 
clinical trials and marketing approval of the patented 
drug. If the whole process takes on an average 10-15 years 
the patent holder company has very little of the 
effective patent term left to commercially benefit and 
recoup the huge investment in the research, 
development and clinical trials. Then the obvious 
question will arise - whether clinical trials can be 
initiated before patent application or patent grant; 
which is not the usual and regular practice in the 
industry. The reason behind this is the fact that 
initiation of clinical trial is related with the loss of 
novelty issue which may end up with the rejection of 
patent application based on the above mentioned 
ground. 
 

Debate against Data Exclusivity: Concern for 

Access to Medicine 
Although the economic rationale behind DE and 

the support of developed countries is evident, this is 
only one side of the coin. The world consists of not 
only developed countries; rather it is made up of large 
number of developing and least developed countries. 
The other side of the coin shows a grim picture where 
millions live below the poverty line without proper 
house, food, safe drinking water, basic education and 
medical facilities. For them, buying costly medicines 
is a luxury. Unfortunately, they are a subset of human 
population suffering more from the life threatening 



J INTELLEC PROP RIGHTS, SEPTEMBER 2014 
 
 

334

infections as well as cancer; the cause of which is 
largely associated with the poor socio-economic 
condition of the society. Vast populations of Asia, 
Africa, Latin America are included in this subset. 
Irrespective of awareness among the community of 
their legal and constitutional rights, it is no less a fact 
that they are eligible for proper access to life saving 
medicine. Neither personal capacity nor the ability of 
the government permits them to buy costly original 
patented drugs; hence they are largely dependent on 
the cheaper generic versions. But the market of 
generic drugs is significantly affected by the DE 
provisions. The effects are twofold; market entry of 
generic versions are delayed because of DE 
provisions, and clinical trials if executed by the 
generic companies will increase the cost of generics 
manifold thus putting generics beyond the reach of 
people/government of developing or least developed 
countries. 
 

Conclusion 
The main points of discussion here are the 

prevention of unfair commercial use of the 
originator’s test data and proper access of life saving 
medicine in spite of all protection measures. The point 
to be considered is that R&D by originator companies 
is the foundation of the invention of medicines for 
mankind. Originator companies invent the original 
molecules, the safety and efficacy of which are 
validated by clinical trials. Only if an original 
molecule exists can a generic medicine producer 
make a similar product and only then will the question 
of reliance on the originator’s test data arise. 
Therefore no R&D by originator companies will mean 
no original drug molecule and hence no generic 
medicine. Scientific R&D activities are imperative 
along with clinical validation of safety and efficacy of 
medicines. At the same time, proper incentive to 
originator companies in the form of protection 
through DE provisions cannot be denied. But, 
imposition of DE implementation on each and every 
country irrespective of their socio-economic capacity 
and pharmaceutical manufacturing capability is 
creating a state of imbalance, with the result that 
accessibility to medicines is at stake. 

To achieve a balance between the economic 
interest of the originator companies and public 
interest towards access to medicine, there is a need to 
get alternative approaches, like preferential pricing, 
tax benefits, special benefits from the originator 
companies for patients of least developed countries, 

etc. Generic companies should be encouraged to enter 
into research based medicinal product formulation, so 
that the underprivileged population of the world will 
not be dependent on generic medicine only. These 
changes usually take lot of time, but given the grave 
situation of poorer subset of population, who are 
struggling hard to survive with HIV/AIDS, 
tuberculosis, malaria or other life threatening 
infections and/or cancer, the changes have to happen 
quickly in a specified time frame. The alternative way 
of treatment for many diseases are available in 
traditional medicinal knowledge, proper and effective 
use of that alternative medicine may be possible along 
with the mainstream medicine in the same hospital 
setup; more effectivity can be achieved by planning 
proper R&D activities for the improvement and 
validation of alternative medicine. The TRIPS 
Agreement provides flexibility for Member Countries 
to implement the provisions according to national 
need in terms of protection of public health. Proper 
utilization of that flexibility has to be made; the 
pressure to implement TRIPS-plus measures through 
FTAs in the national legal regime should be reduced, 
only then can the world go towards a better tomorrow 
where most or all of the patients will get the access to 
medicine and fall prey to inadequate consideration of 
public health requirements. 
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