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INTRODUCTION 

 

The association between the regulations for marketing approval of medicines and patent law explains 

the need for what has been termed as the “Bolar exception”. If a producer of a generic or similar 

version is certainly wait until the last Day of the term of patent covering a pharmaceutical product, 

the owner of expired patent will enjoy a de facto additional period of monopoly power, as long as a 

generic version of the pharm industry obtains market permission from the regulatory agency. During 

this period there can be no competition and, hence, the owner of the expired patent may continue to 

charge a monopolistic price. 

The Bolar exception, first introduced by the US ‘Drug Price Competition and Patent Term 

Restoration Act, of 1984 and more commonly known as the ‘Hatch-Waxman Act’ intended to strike 

a compromise between the ‘innovator’ and generic pharmaceutical producers. Generic producers 

were allowed to use the patented material for the aim of regulatory procedures before the expiry of 

relevant patent, while innovator companies got the right to request, under certain circumstances and 

within some limits.1 

The patentee is entitled to quest relief just in case of an infringement, which incorporates an 

injunction, damages or an account of profits. However, certain acts of making, using, selling or 

importing a patented invention by a third party, even without the consent of the patentee, are not 

considered to be an act of infringement. Section 107(A) of the jurisprudence which is mentioned 

because the ‘Bolar exemption’ may be a safeguard against violation, especially significant to 

pharmaceutical drugs.2 

 

 

 

                                                           
1 Carlos M. Correa, THE BOLAR EXCEPTION: LEGISLATIVE MODELS AND DRAFTING OPTIONS, south 

centre, March 2016 
2 Shukadev Khuraijam and Sunali Sharma, Patent infringement defences – India’s Bolar story so far, 03/oct/2019  
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BOLAR EXEMPTION 

Bolar Provision is a lawful defence against patent infringement. When an invention is formed, it's 

either used or sold by a third party surely purposes for further research and development. Thus, this 

provision assumes extreme importance because the generic drug manufacturers, who seek to boost 

their business in the market soon after the expiry of the innovator company's patents, through the 

appliance of Bolar provision have the required time and opportunity for conducting research on the 

merchandise while the patent being still valid. 

Section 107A(a) of the Act, commonly mentioned because the "Bolar" provision exempts certain acts 

associated with the event and submission of data required under Indian law or the law of the other 

country from being considered as infringement of the patent. 

 

EMERGENCE OF THE CONCEPT OF BOLAR EXEMPTION 

The history of the Bolar provision highlights that the interest in creativity and progress was not to be 

undermined by the seemingly wide nature of patent rights; in the context of essential products such 

as drugs, diagnostic aids, medical equipment and other articles, the knowledge in the patent 

necessarily do not lead to its use by the public, upon their lapse to the public domain. To fulfil drug 

acceptability standards prescribed by regulatory authorities, further tests are to be conducted. 

The name of the exception derives its origin from the earlier decision by the US Federal Circuit in 

Roche Products, Inc. v. Bolar Pharmaceutical Co.3 The court held in this case that the experimental 

use exemption to patent infringement narrowly provided under US law (35 U.S.C. § 271(a)) did not 

allow for testing undertaken by Bolar Pharmaceutical to obtain marketing approval of a generic 

product.  

 

 

 

                                                           
3 (733 F.2d 858, 1984) 
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BOLAR EXEMPTION IN INDIA 

This provision has been made to ensure prompt availability of products, particularly generic drugs, 

immediately after expiry of the term of the patent. The amendment in this clause has been made to 

make a provision in consonance with the Bolar provisions at the global level.4 

Section 107A was introduced in the existing Act by way of Patents (Amendment) Act, 2002 through 

Section 44 thereof. Insertion of this provision into the Act was recommended by a report of the Joint 

Parliamentary Committee being set up to recommend changes to the patent regime. According to said 

report being submitted by the JPC to the Parliament on December 19, 2001. 

 

BOLAR EXCEPTION IN PHARMACEUTICAL INDUSTRY 

Bolar exemption play very vital role in the realm of pharmaceutical industry in India, as if we perceive 

the current situation of not only India but of the whole globe everyone is suffering and in the grave 

need of the medicinal drug and vaccine. Liberal law for the research and development in 

pharmaceutical industry is very significant for any of the country in the world. The Bolar Exemption 

has very crucial share in the current situation even after that it has great important in the area of 

Pharmaceutical Industry.  

Public health concerns is prime importance for any of the state, the foremost reasonable approach 

would appear to hide under the exception all regulated products, since there's no solid argument to 

differentiate between health-related and other products, the marketing of which is subject to prior 

regulatory approval. 

Since governments and consumers would enjoy lower prices because the results of generic 

competition, the Bolar exception may play a crucial role in reducing the burden on health budgets 

and increase access to more affordable pharmaceuticals. 

                                                           
4 Dinesh Kumar Sharma, India: Bolar Exemption in Indian Patent Law: Is Section 107A(a) an Exception or an Enabling 

Provision?, 30 March 2017 
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The exception enables generic drug manufacturers to use an inventor's pharmaceutical drug before 

the patent expires, which not only aids in the early launch of generic versions of the drug once the 

innovator drug's patent term ends, but also promotes further research and development. 

The manufacture and sale of pharmaceutical products is regulated by law in nearly all countries and 

which laws prohibit manufacture and sale of pharmaceutical products without obtaining prior 

approvals and obtaining which approvals. The process of development and of obtaining 

manufacturing, marketing and selling such approvals takes a minimum of two years' time.  

Indian pharmaceutical industry is the largest exporter of generic drugs the Indian generic industry is 

the biggest supplier of medicines to the developing world research and development activity with 

respect even to patented drugs, for submission of data to the Drug Regulatory Authority, is not 

infringement. 

 

EXPORT OF PATENT INVENTION FOR THE PURPOSE OF RESEARCH 

All exports by a non-patentee of a patented invention are deemed to be for said purpose and only if 

proved to be otherwise, can make exporter liable for consequences thereof in an appropriate legal 

proceeding. Thus, language of Section 107A of Act, permits exports from India of a patented 

invention solely for uses reasonably related to development and submission of information required 

under any law for time being in force, in India, or in a country other than India, that regulates 

manufacture, construction, use, sale or import of any product. No suit prohibiting export per se of a 

patented invention can lie.5 

 

SECTION 107 IS INDEPENDENT PROVISION NOT ASSOCIATED WITH 

COMPULSORY LICENCES 

A grantee of compulsory licence can't be deprived of his rights under Section 107A of Act. Condition 

of compulsory licence is for making, using, and selling drug covered by patent for purpose of treating 

humans within territory of India. However, purpose of sale under Section 107A of Act, is different 

                                                           
5 Bayer Corporation and Ors. Vs. Union of India and Ors. (08.03.2017 - DELHC) : MANU/DE/0594/2017 
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and is only for obtaining regulatory approvals under laws of India or in a country other than India. 

Thus, grant of compulsory licence doesn’t come in way of Petitioner exercising its rights under 

Section 107A of Act, as a non-patentee. Thus, Petitioner as a non-patentee cannot be deprived of 

making, creating and selling by way of export a patented invention for purposes specified in Section 

107A of Act, for reason of having been granted compulsory licence. 

 

PROTECTION OF PATENT OWNER’S RIGHT 

 

In the case of sale, manufacture or use of the patented article, either within India or outside the 

territory of India, the question of such injury cannot ordinarily arise if the object or purpose of that 

transaction is solely to experiment or research and develop information that is reasonably related to 

the requirements of the law. If one considers this aspect, it is clear that the fullest effect ought to be 

given to the research exception embodied in Section 107A.  

Specified acts of non-patentee won’t be considered as patent owner’s rights infringement, if non-

patentee will adhere the very sense of the provision then it will be consider as a valid defence:-  

(a) any act of creating , constructing, using, selling or importing a patented invention solely for uses 

reasonably associated with the event and submission of data required under any law for the time 

being in force, in India, or in a country other than India, that regulates the manufacture, construction, 

use, sale or import of any product;6 

(b) Importation of patented products by any person from a person who is duly authorised under the 

law to produce and sell or distribute the product, shall not be considered as a infringement of patent 

rights. 

 

 

                                                           
6 Section 107A of the Patents Act, 1970 
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BAYRE CASE: LEADING CASE OF BOLAR EXEMPTION IN INDIA 

  

This judgment certainly provides clarity on what was previously a highly contentious issue under 

Indian jurisprudence. India has often been called the “pharmacy of the developing world” thanks to 

the contributions of the Indian generic industry in providing access to medicines in other 

underdeveloped nations. This judgment furthers India’s stance in prioritizing public health over 

private patent rights. 

Facts of the case:-  

In 2011, Bayer filed a suit for injunction against Natco from making, importing, selling, and offering 

purchasable, ‘Sorafenib, Sorafenib Tosylate’. Which was a subject matter of Bayer’s Patent, while 

the suit was pending, Natco was granted a compulsory license against the patent under Section 84 of 

the Act. The compulsory license was granted solely for the needs of creating, using, offering to sell 

and selling the drugs covered by the patent within India. However, besides manufacturing the drug 

for the Indian market, Natco manufactured an equivalent product for export outside India, against 

which Bayer filed a writ petition. 

Bayer contention:- 

It was the contention of the Bayer that the rights of Natco under Section 107A of the Act stood 

surrendered on Natco obtaining Compulsory Licence and thereafter Natco was governed only by the 

terms of the Compulsory Licence that such giving up of statutory rights under Section 107A of the 

Act flows from Section 84(4) of the Patents Act that the word 'selling' in Section 107A of the Patents 

Act means 'selling in India only' and does not include export; that the words "or in a country other 

than India" in Section 107A relate to "for the law time being in force" that Section 107A of the Act 

uses the word 'import' and from absence of the word 'export' therefrom, the only logical conclusion 

is of exports of patented invention being outside the ambit of Section 107A of the Act, that the 

patented invention can be used only in India for conducting trials and therefore the information 

generated from the said trials are often furnished to the concerned authorities during a country aside 

from India. 
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Nacto contention:- 

Natco argued that the exports intended by Natco are just for research and development purposes and 

to get the drug regulatory approvals within the countries to which exports are intended, the component 

of the drug which has the healing/curative powers is that the API. that Natco is willing to subject 

itself to appropriate conditions to satisfy Bayer that exports intended aren't for commercial purposes 

the method of obtaining marketing approvals takes minimum two years’ time and if it were to be held 

that person other than the patentee, for the purpose of development and research also cannot 

manufacture a patented product and obtain marketing approvals thereof, it might amount to extending 

the lifetime of a patent from the utmost of 20 years to 22 or more years inasmuch as if the method 

for obtaining marketing approvals was to start only after the expiry of the patent, the method would 

consume another two or more years conferring exclusivity on the patentee beyond the term of the 

patent. 

Alembic Pharmaceuticals case:-  

Suit has been filed by Bayer property GmbH and Bayer Pharmaceuticals Ltd. for injunction Alembic 

Pharmaceuticals Ltd. (Alembic) from making, selling, distributing, advertising, exporting, offering 

purchasable and in any manner directly or indirectly dealing in Rivaroxaban and any product that 

infringes Bayer's patent and for ancillary reliefs pleading that the topic patent is registered within the 

name of Bayer and is Titled Oxazolidinones and Their Use that Alembic is manufacturing and 

exporting Rivaroxaban to the Union that Alembic has made multiple Drug main file submissions to 

the us Food and Drug Administration to the United states of America for the drug Rivaroxaban that 

a drug main file may be a submission to the us Food and Drug Administration that's wont to provide 

confidential detailed information about the facilities, processes and articles utilized in the 

manufacturing, processing, packaging and storing of 1 or more human drugs that Alembic has also 

filed an application for grant of a patent over the method of producing of Rivaroxaban; that the said 

application of Alembic specifically refers to Bayer's patent and states that Rivaroxaban is disclosed 

by Bayer's patent; which Alembic is thus infringing Bayer's patent. 
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First Decision of Delhi High Court:- 

Delhi High court disposed-off the writ petition and therefore the commercial suit filed by Bayer 

against Natco and Alembic on March 08, 2017. The judge held that the intention of the legislature in 

interpreting Section 107A clearly doesn't exclude sale outside India, which “export” of the patented 

invention solely for experimental purpose was covered and hence wouldn't amount to violation. This 

decision was appealed before a Division Bench of the Delhi High court. 

 

Final judgement of the division bench of Delhi High Court:- 

Division Bench of the Delhi High Court in its recent order asserted that Section 107A of Patents Act 

permits exports from India of a patented invention solely for uses reasonably associated with the 

event and submission of data required under any law for the law time being effective, in India, or 

during a country aside from India, that regulates the manufacture, construction, use, sale or import of 

any product. No suit prohibiting export intrinsically of a patented invention can lie. Natco as a non-

patentee cannot be deprived of making, constructing and selling by way of export a patented invention 

for purposes specified in Section 107A for the reason of having been granted the Compulsory 

Licence. 

In Sushil Kumar Sharma vs. Union of India7 it had been held to be settled that a mere possibility of 

abuse of a provision of law doesn't intrinsically invalidate a legislation which merely because power 

could also be abused is not any ground for denying the existence of power. It had been also held that 

while interpreting a provision, the Court only interprets the law and can't legislate it; if a provision 

of law is misused and subjected to the abuse of the method of law, it's for the legislature to amend, 

modify or repeal it if deemed necessary.  

Merely because no provisions are stated to exist in laws concerning export of pharmaceutical 

products, for ensuring that API exported is employed within the destination country for the needs that 

it's been exported, doesn't allow me to interpret Section 107A as not permitting export thereof albeit 

the aim declared for export is that the purpose permitted. A bench of nine Judges of the Supreme 

                                                           
7 MANU/SC/0418/2005 : (2005) 6 SCC 281, 
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Court in Mafatlal Industries Ltd. vs. Union of India8 held, that mere possibility of abuse of a provision 

can't be a ground for holding the supply to be unreasonable. 

State of Orissa Vs. Joginder Patjoshi9 to contend that where the language is obvious , it can't be 

interpreted in the other way merely because reading the language of Section 107A so would come 

with 'exports' and which can cause misuse, is not any ground to interpret the language of Section 

107A differently if there's misuse, then Bayer can bring another action establishing to the Court, to 

stop Indians from getting used as guinea pigs, has banned clinical trials in India for obtaining drugs 

approval abroad that different countries have different requirements for clinical trials; some countries 

require trial on lakhs of individuals and which needs API in great quantity reference was made to the 

statutory provisions of USA, Europe, UK, Germany, Australia, New Zealand India has not imposed 

any limitations as a number of the opposite countries have done Alembic can't be directed to disclose 

the persons to whom it's exporting, as Bayer is that the competitor of Alembic during this regard. 

 

PROVISIONS OF PATENT LAW MAJORLY DISCUSSED IN THE CASE 

Acts of a non-patentee, of making, using, offering for sale, selling patented products would be 

infringement of patent and patentee is entitled to approach Courts to prevent non-patentee from doing 

said acts. However Section 107A of Act, provides that, acts of a non-patentee of making, using, 

selling a patented product for purposes prescribe therein shall not be considered as infringement.  

Sale by a non-patentee of a pharmaceutical product solely for purposes prescribed in Section 107A 

of Act, would not be infringement and cannot be prevented. 

under Section 4810 of Patent Act, exclusive right to make and sell patented product and to prevent 

infringement of said right has been granted to patentee, under Section 107A of Act, it is clarified that, 

making and selling patented products solely for purposes mentioned therein was not infringement. It 

follows that, grant of patent under Act does not confer on patentee right to prevent others from making 

and selling patented product, if solely for purposes prescribed in Section 107A of Act. 

                                                           
8 MANU/SC/1203/1997 : (1997) 5 SCC 536 
9 MANU/SC/0933/2003 : (2004) 9 SCC 278 
10 Section 48 of the Patents Act, 1970 
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Non patentees for the reason of having been granted the Compulsory License under Section 84 of the 

Patents Act, cannot be deprived of making, constructing and selling by way of export a patented 

invention for purposes specified in Section 107A for the reason of having been granted the 

Compulsory Licence.11 

 

EXAMINATION OF THE PROS AND CONS OF THIS PROVISION 

India is the country which always prioritize public welfare, health and safety, being a country with 

large number of population it’s become imperative for the state to provide cheaper and reasonable 

drugs and medicine. Other than this there is so many factor for which it is significant to indorse 

research and development in pharmaceutical industry. As this judgement has very rightly pointed out 

everything and explained the whole thing in very descriptive manner allowing export of the generic 

drug for the purpose research and development is one of the preeminent decision of the court.  

As every right comes with certain duty here also the non-patentee can use the patented product as 

right for purpose of research and development. The non-patentee can take defence of Bolar 

Exemption for using the product for the said purpose and to provide good health to the public. If the 

non-patentee use the generic drug or patent drug for the commercial purpose it will be clear 

infringement of the right of the patent owner. Therefore to protect the right of patent owner court 

should come up with certain guideline which will protect the right of patentee owner and monitor the 

act of non-patentee.   

 

 

 

 

 

                                                           
11 Section 48 of the Patents Act, 1970 
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CONCLUSION 

 

The Bolar exception serves the interest of the general public also as governments and Social Security 

systems that bear the value of medicines. There’s ample evidence indicating that, after the primary 

generic is introduced subsequent patent expiration, price is reduced, albeit it's going to not be initially 

significant. within the USA, as an example , the introduction of the second generic, on the average , 

has been reported to scale back the worth by half which when a bigger number of generic 

manufacturers enter the market, the typical price may fall to twenty per cent or less of that of the 

brand-name product. 

If the method of development of a patented invention and of obtaining manufacturing and marketing 

approval thereof were to be commenced after the expiry of the term of the patent, it might end in the 

patentee, notwithstanding the term of his patent having expired, enjoying the prerogative to 

manufacture and sell and market the merchandise till anyone else develops the patented invention 

and obtains approvals for manufacturing and marketing thereof.  

It was thus deemed necessary to permit the acts of creating, using, selling a patented invention, even 

during the lifetime of the patent but solely for uses reasonably related to the event and submission of 

data required under the law for obtaining approval. In this way, a non-patentee are often able to 

manufacture and market pharmaceutical products from the very moment of expiry of term of patent. 
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