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INTRODUCTION 

 

Patentees enjoy an exclusive right for their brilliance of mind (invention) i.e. monopoly for a 

certain period of time. But they are extending their monopoly rights by restricting the 

generics/third parties from entering the market just after the patent expiry, as the marketing 

approval takes at least two years and thus thereby the patentees enjoy two years de facto 

monopoly. Therefore in order to curb such practices and to ensure the rights of generic 

manufacturers, the seeds of bolar exemption or research exemption were sowed. The bolar 

exemption was first introduced by U.S. in Hatch Waxman Act, after the Roche v. Bolar case. 

Thereby it was adopted by many countries, India adopted the same in 2002, and India‘s research 

exemption is on the lines of Canadian Bolar exemption.  

India has not seen much litigation with respect to this provision, till now only one case has been 

reported i.e. Bayer v. UOI,  and it is also in a disputed position, as a stay order has been put by 

the Delhi High Court on the decision pronounced wherein it was stated that export of patented 

invention will fall within the ambit of  bolar exemption. Thus India‘s research exemption is at a 

dormant stage. There is a lot which India has to explore in this provision that is its scope and 

parties to be covered under this provision, type of goods to be covered and enforcement 

mechanism etc. Therefore Indian judiciary while interpreting and developing this provision 

should not compromise with both the parties‘ right i.e. of patentees and of the generic 

manufacturers or third parties   
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HISTORY AND EMERGENCE OF BOLAR EXEMPTION 

Fundamental purpose of granting patents is to encourage research and development, further 

creation of new inventions and therefore to fulfill this purpose, the inventors are given incentives 

like market exclusivity, in India it is for 20 years.
1
 But when issue comes to granting patents for 

pharmaceuticals, government has to look for a wider perspective, i.e. not only encouraging 

research and development but also making the pharmaceutical products, medicines easily 

affordable and available in the market, thereby protecting public health and nutrition. Same is 

provided in Trips under Article 8-  

Members may, in formulating or amending their laws and regulations, adopt measures 

necessary to protect public health and nutrition, and to promote the public interest in 

sectors of vital importance to their socio-economic and technological development, 

provided that such measures are consistent with the provisions of this Agreement.
2
 

Thus keeping in mind the public health issues and problem, the Bolar exemption was introduced 

which thereby helped in curbing the monopoly and market exclusivity granted to the patentees. 

This provision basically came into existence to facilitate the generic drug manufacturers. The 

provision was the need of the hour, as every year millions in developing countries die from 

diseases that can readily be treated by drug therapies, and more economically be treated by 

―Generic drugs‖
3
  

Hatch Waxman Act  

Bolar exemption was first introduced by U.S., in Hatch Waxman Act which was provided in the 

35 U.S.C. § 271(e)(1), which reads:  

It shall not be an act of infringement to make, use, offer to sell, or sell within the United 

States or import into the United States a patented invention . . . solely for uses reasonably 

related to the development and submission of information under a Federal law which 

regulates the manufacture, use, or sale of drugs or veterinary biological products. 

                                                           
1
 The Patents Act 1970, s.53.  

2
  TRIPS, Article 8 .  

3
 Coenraad Visser, ‗'Affordable medicines' exceptions to patent rights under the TRIPS Agreement: Some pointers 

for South Africa?‘ (2001) 34(3) The Comparative and International Law Journal of Southern Africa   

<http://www.jstor.org/stable/23251044>  accessed on 4
th

 December 2017. 
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Thus Bolar exemption is the research exemption, i.e. generic manufacturers can use the patent 

for FDA (food and drug administration) approval, before the expiration period and can launch 

their product easily, just after the expiration of the patented term. Earlier when this provision was 

not into existence, patentees enjoyed market exclusivity for a period beyond the patent term, as 

FDA approval usually took two years time, thereby generic manufacturers were not able to 

launch their product exactly after the expiration of the patent term of the patent, but only after the 

two years approval period. But bolar exemption did away with the FDA approval period i.e. 

monopoly and market exclusivity enjoyed by the patentees during that span. Further the purpose 

for which the Act was enacted clearly justified the inclusion of Bolar exemption – the aim of the 

Act was to 1) encourage generic 'competition' in the pharmaceutical industry by streamlining the 

process of regulatory approval for generics, 2) stimulate investment in pharmaceutical research 

and development by restoring to the patent owner a part of the patent term consumed by 

regulatory delay, and 3) facilitate immediate competition in the market place upon patent 

expiration by securing for the generic industry an exemption from infringement activities relating 

to FDA submissions.
4
 The inclusion of the bolar exemption is not as lucid as it seems, as before 

the enactment of Hatch Waxman Act, the exemption was in debates and was highly criticized in 

the celebrated case of Roche v. Bolar
5
  

Facts of the case - Roche had a patent for the prescription sleeping drug ‗Dalmane‘ 

(3,299,053 U.S. patent no.) which was to be expired by 17
th

 January 1984. But during early 

1983‘s Bolar became interested in launching a generic drug equivalent to Dalmane. And thus not 

waiting for expiration of patented period, by mid 1983 Bolar obtained from a foreign 

manufacturer 5 kilograms of ‗flurazepam hcl‘ to form into ―dosage form capsules, to obtain 

stability data, dissolution rates, bioequivalence studies, and blood serum studies‖ necessary for a 

New Drug Application to the United States Food and Drug Administration (FDA). 
6
 

Issues -  The issue raised was whether the information submitted to FDA and usage of the patent 

for clinical test purposes before the expiration of the term is valid or not.  

                                                           
4
 Milenkovich N, ‗Deleting the Bolar Amendment to the Hatch-Waxman Act: Harmonizing Pharmaceutical Patent 

Protection in a Global Village‘ (1999) 32(3) J Marshall L Rev 751 < 

https://repository.jmls.edu/cgi/viewcontent.cgi?referer=https://www.google.co.in/&httpsredir=1&article=1587&cont

ext=lawreview> accessed on 6
th

 December 2017. 
5
 Roche Products inc. v. Bolar Pharmaceutical Co., Inc. 733 F.2d 858 [1984]. 

6
 Ibid.  
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Decision -  District court held that Bolar's use of the patented compound for federally mandated 

testing was not infringement of the patent in suit because Bolar's use was de minimis and 

experimental
7
 But Federal Circuit reversed the said decision, the court said that it is misnomer to 

call the usage as de minimus, It is no trifle in its economic effect on the parties even if the 

quantity used is small. Further Justice Story contended that we cannot construe the experimental 

use rule so broadly as to allow a violation of the patent laws in the guise of ―scientific inquiry,‖ 

when that inquiry has definite, cognizable, and not insubstantial commercial purposes. 

Thereby the Hatch Waxman Act, paved its way by opposing the said decision of the Federal 

Circuit in Roche v. Bolar and embracing the experimental use rule.  

Bolar exemption in India  

India until 2005 only permitted process patents in pharmaceuticals, further being a developing 

country, TRIPS gave a transitional period of 10 years to India to introduce provisions relating to 

grant of product patent.
8
 Thus this period helped India to develop a flourishing pharmaceutical 

industry. In the midst of it India introduced the bolar exemption by The Patents Amendment Act, 

2002, with the insertion of s. 107A-  

107A Certain acts not to be considered as infringement. -For the purposes of this Act,- 

(a) any act of making, constructing,[using, selling or importing] a patented invention 

solely for uses reasonably related to the development and submission of information 

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
9
 

The exemption provided for in India is broader and more liberal than the bolar exemption 

provided in U.S., as the exemption does not restrict the use, sale, import, making and 

constructing of the patent for submission of information to India only, as the same is allowed for 

in any other country apart from India, unlike U.S. Safe habour rule, which restricts the same to 

U.S. only. Further unlike U.S. rule which has specified that research exemption is to be provided 

                                                           
7
 Ibid.  

8
 V.K. Ahuja, Intellectual property Rights in India ( 2

nd
 ed. Lexis nexis 2015) 577.  

9
 The Patents Act 1970, s. 107A (a).   
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only for drugs or veterinary biological products, Indian law has not created any such demarcation 

and the research exemption is for ―any product‖.  

Thus because of U.S. restrictive clause regarding the product to be covered under research 

exemption, it faced a lot of litigation to resolve the same. For instance in Eli Lilly and Co. v. 

Medtronic
10

 U.S. Supreme Court observed that the research exemption can be extended to 

medical devices also, and thus court found that the "phrase 'patented invention' in § 271(e)(1) is 

defined to include all inventions, not drug-related inventions alone."
11

 (The court included 

medical devices under the meaning of bolar exemption by giving a wider approach to the s. 271 

(e) wherein term ‗Federal Law‘ was interpreted in a manner to include the same, i.e. court 

conceded that everything that is being covered under Drugs and Cosmetic Act, will also be 

covered under this provision). Similarly in  Merck KgaA v. Integra Lifesciences I, Ltd.
12

 Supreme 

Court contended that pre clinical testing which is related to submission of information to FDA 

will also come within the ambit of research exemption. Further in Momenta Pharm. v. 

Amphastar Pharm.,
13

  Federal Circuit contended that the post approval activities, even if 

information is not submitted, will come within the ambit of research exemption.  

There is paucity of cases regarding Bolar exemption in India, the Indian Patents Act, provide for 

liberal and flexible provision for Bolar exemption and the provision is just a replica of the 

provision provided in the Canadian Law. So far, India has only one case regarding this provision 

i.e. Bayer Corporation vs. Union of India & Anr.
14

 This will be discussed in detail in the section 

– ‗Bayer v. UOI- Contentious case‘ of the report. 

 

 

 

                                                           
10

 Eli Lilly and Co. v. Medtronic 496 US 661 [1990]. 
11

 Rosenkranz E, 'The FDA Exemption and Research Tools: The Federal Circuit Gets It Wrong.' (2010) 38(3) 

AIPLA Q J 309 

<http://heinonline.org/HOL/Page?handle=hein.journals/aiplaqj38&div=15&start_page=309&collection=journals&s

et_as_cursor=0&men_tab=srchresults#>  accessed on 6
th

 December 2017. 
12

 Merck KgaA v. Integra Lifesciences I, Ltd.545 U.S. 193 [2005]. 
13

 Momenta Pharm. v. Amphastar Pharm., 686 F.3d 1348 [2012] 
14

 Bayer Corporation vs. Union of India & Anr. W.P.(C) 1971/[2014]. 
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BOLAR EXEMPTION AND ARTICLE 30 OF TRIPS 

Bolar exemption or research exemption is a controversial issue when it has to be in sync with 

exceptions provided for in Article 30 of the TRIPS. The contentious position of bolar exemption 

was challenged for the first time in EU-Canada Pharmaceutical Patents
15

case, World Trade 

Organization. Though the bone of contention in this case was stockpiling exception, but the 

panel report extensively cleared the position of bolar exemption with respect to TRIPS.  

In EU-Canada case, EU challenged the exceptions provided by Canada in their domestic 

legislation against the exclusive rights of the patentees. The debatable provisions were –  

s. 55. 2 (1) – ―It is not an infringement of a patent for any person to make, construct, use 

or sell the patented invention solely for uses reasonably related to the development and 

submission of information required under any law of Canada, a province or a country 

other than Canada that regulates the manufacture, construction, use or sale of any 

product.” (Regulatory review exception) 

s. 55. 2 (2) -  ―It is not an infringement of a patent for any person who makes, constructs, 

uses or sells a patented invention in accordance with subsection (1) to make, construct or 

use the invention, during the applicable period provided for by the regulations, for the 

manufacture and storage of articles intended for sale after the date on which the term of 

the patent expires‖ ( Stockpiling Exception) 

As can be seen, the former section deals with bolar provision and the later deals with stockpiling 

exception. In this section of report, study will be confined to the analysis of bolar exception only, 

though the panel in its report made it explicitly clear that stockpiling exception is against the 

spirit of TRIPS and thus the same has to be removed by Canada from their Act.  

There are certain rights conferred on the patentees
16

 and equally there are certain exceptions to 

the exclusive rights granted to patentees. But it should not be neglected that as per Article 1.1 of 

                                                           
15

 Canada – Pharmaceutical Patents (2000), WT/DS114/R. 
16

 TRIPS , Article 28  
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TRIPS, that the protection of intellectual property under the TRIPS Agreement is to be 

considered a minimum level of protection. The flexibility which is to be allowed should be 

related to the means by which this minimum level of protection is to be secured in each 

Member's legal system.
17

 Thus bolar exemption has to be studied in the light of this principle laid 

down by TRIPS. Bolar exception is an exception to the five fundamental minimum level of 

protection granted to the patentee i.e. making, using, constructing, selling and importing of their 

patented invention. The problem arises, when Article 30, Article 28 and bolar exemption are 

conjointly studied, thus in order for bolar exemption to be valid, it has to pass through the three 

conditions specified in Article 30 of the TRIPS.  

Exception do not unreasonably conflict with a normal exploitation of the Patent  

It is conceded that the exception will only be valid if it does not unreasonably conflict with a 

normal exploitation of the patent. The term ―Normal exploitation‖ is quite subjective, and the 

article also did not specify what can come within the ambit of ―normal exploitation‖. Thus the 

reliance will be placed on the interpretation provided by Panel in EU-Canada case, thereby the 

term was interpreted to mean that the patent holder could exclude all forms of competition that 

could detract significantly from the economic returns anticipated from a patent‘s grant of market 

exclusivity.
18

 If bolar exemption is to be taken into consideration, it only gives third parties right 

to exploit the fundamental protection
19

 given to the patentee for clinical test purposes or for 

approval of drug authorities, further the third parties or generic companies cannot launch their 

products until the expiration of the patent term. If going by the interpretation, then the market 

exclusivity enjoyed by the patentee is not hampered, as the market exclusivity is only affected 

after the expiration of the patented term. Further if one would have derailed from the 

interpretation and tried to explain the meaning of normal exploitation in some other manner, then 

it would have gone against the spirit of Article 29
20

and Article 33
21

 i.e. disregarding the 

                                                                                                                                                                                           
Basically the article give the exclusive right to the patentee over his or her process or product patent and thus 

provides that third parties cannot without the consent of owner make, use, construct, offer for sale, sale or import the 

same.    
17

  WTO Panel Report , Canada – Patent protection of pharmaceutical products, WT/DS114/ R, 2000, 

<https://www.wto.org/english/Tratop_e/dispu_e/7428d.pdf>  accessed on 23
rd

 November 2017.  
18

 Justin Malbon, Charles Lawson, Mark Davison, The WTO Agreement, on trade related aspects of intellectual 

property rights (1
st
 ed.  Edward elgar publishing ltd. 2014). 

19
 TRIPS, Article 28. 

20
 TRIPS, Article 29. 
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principles of public policy and free and open competition with the patent owner, after the 

immediate expiration of the patent term.  

Therefore patentee retained the exclusive and inalienable rights till the patent term, and he has 

the full authority i.e. he has the monopoly rights to make and sell the patented product, he has the 

right to give licenses for some consideration of his patented product. Thus at no time during the 

patent term, the bolar exception was in conflict in any manner with the normal exploitation of the 

patent.
22

 

Do not unreasonably prejudice the legitimate interests of the patent owner, taking account 

of the legitimate interest of the third parties 

This condition has to be studied in two parts, i.e. former dealing with that the exception should 

not unreasonably prejudice the legitimate interest of patent owner, and later dealing with that the 

exception should take into account the interest of the third parties as well. Now there arises 

plethora of questions, i.e. what could be legitimate interest of the owner or that of third parties. 

―Legitimate interest‖ – legitimate means having a legal authority, conforming to rules/law or 

which is permissible. Thus legitimate interest of the patent owner can be the one‘s provided in 

Article 28 of the TRIPS, that his right to fully exploit his patent for the patent‘s term. But there 

are certain obligations, as rights carries with them certain duties and thus patent owner is as per 

Article 29, is bound to disclose his invention to the public, thereby conforming to ―basic patent 

deal‖ i.e. disclosing the invention to the public against the exclusive rights conferred by the 

government towards the patentee. Thus it can be said that the disclosed invention to the public, is 

a source of further research and development in that particular patent, therefore research 

monopoly is not to be included in legitimate interest of the patentee.
23

  

Further as per Article 33 of TRIPS patentee has the right to exploit his patent for a period of 20 

years, but the article does not in any manner specifies that the market exclusivity is to be 

extended for a period of say two years during which the generic drug companies will have to 

obtain the drug authorities approval. Here steps in the bolar exemption, as it allows the generic 

companies to obtain the approval of the authorities just before the expiration of the patent term. 

                                                                                                                                                                                           
21

 TRIPS, Article 33.  
22

 Supra 17.  
23

 Ibid.  
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Thus legitimate interest of patentee is for 20 years period and not more than that, there is no 

clause for extra two years period of market exclusivity. And thereby bolar exemption does not 

violate legitimate interest of the patent owner.  

Talking about the legitimate interest of third parties, now article has not defined the term third 

parties, and therefore in general sense third parties can be the generic companies, scientists, 

consumers, and government speaking of which former includes generic companies which also 

have some legitimate interest and thus the exceptions are to be framed in such a manner in which 

their interests are also taken into account. Bolar exception came into existence to do away with 

the extra period of market exclusivity enjoyed by the patentee and also to work for the larger 

cause i.e. of health. Now as per Article 33 of TRIPS, the term is not to be more than 20 years and 

as per Article 40 of TRIPS, members may adopt some licensing practices or anti competitive 

activities etc, 
24

 further members are allowed to specify in their legislation licensing practices or 

conditions that may in particular cases constitute an abuse of intellectual property rights having 

an adverse effect on competition in the relevant market. Therefore Bolar exemption does not 

harm the interest of the patent owner, i.e. by favoring the generics for legit situations and 

conditions.  

Further a monopoly is not good for the consumers and economy in general, as under monopoly 

there is only one seller, and he is the price maker, i.e. he has the full exercise over regulation of 

price. Now, this gives immense power to the patentee and he could charge price according to his 

whims and fancies, a price ostensibly above the production cost.  

 

                                                           
24

 TRIPS, Article  
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The blue area is the deadweight loss, i.e. combined loss of producer and consumer surplus, due 

to higher prices and lower output, further MC (marginal cost) and price are not in an equilibrium 

stage and thus consumers would have less incentive to buy the product due to high prices. 

Further since monopoly does not face competition, it does not have the efficiency to cut 

production cost and also does not have any incentive for research and development. Also under 

monopoly there will be less contribution towards investment and which will suddenly lead to 

economic stagnation. Thus monopolies are not a good option and they give the monopolist 

enormous power. Thereby bolar exemption will be good option to curb the monopoly enjoyed by 

the patentee in post patent expiration term.  

Consumers are also the major third party, and their interests cannot be overlooked and that is 

why Article 8 forms the principle of TRIPS agreement, which states that  

Members may, in formulating or amending their laws and regulations, adopt measures 

necessary to protect public health and nutrition, and to promote the public interest in 

sectors of vital importance to their socio-economic and technological development, 

provided that such measures are consistent with the provisions of this Agreement
25

 

Article 8 is thus essentially a policy statement that explains the rationale for measures taken 

under article 30, 31 and 40.
26

 Thus this article in its essence provides for retention by members 

of a degree of state autonomy to protect their public health and nutrition. 

 

 

 

 

 

 

                                                           
25

 TRIPS, Article 8.1 
26

 Daniel Gervais, The TRIPS Agreement (1
st
 ed. Sweet and Maxwell 2011).  
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BAYER V. UOI – THE CONTENTIOUS CASE 

 

India has not seen much litigation with respect to Bolar provision and Bayer v. UOI, was the first 

case wherein India interpreted this provision, therefore this section of the report will analyze the 

bolar exemption in the light of this case 

Facts of the Case -  Natco and Bayer, are both pharmaceutical companies, Bayer in 2011 filed 

CS(OS) No. 1090/2011 restraining Natco from using, making or importing any drug comprising 

of SOFRANEB or SOFRANEB TOYSLATE,  in the mean time Natco applied for compulsory 

license against the Bayer patent no. 215758 and was granted the same in the year 2012. The 

most important condition that was to be followed by Natco in order to enjoy the privileges given 

under compulsory license was to not to export the patented product and only to use the patented 

product within the confines of the domestic market or Indian boundary for the purposes of 

treating HCC and RCC in humans. Further it was alleged by Bayer, that Natco violated this 

condition by exporting the product and thereby violating S.48 of the Patents Act. Notice of 

W.P.(C) No. 1971/2014 was issued wherein it was stated that no consignment covered under 

compulsory license can be exported, though liberty was granted for export of minimum quantity 

i.e. 15 grams by the consent of Bayer for approval by drug authorities regarding clinical tests.  

Later Natco applied for permission for exporting 1kg of SOFRANEB to China for clinical test 

purposes. The application was challenged by Bayer, and in response to that the Natco filed a 

counter affidavit, stating that they have not exported any product being the subject matter of 

compulsory license, as they have exported product for clinical tests and experimental purposes, 

which is also provided for in S. 107 A of The Patents Act, 1970 and also backed their submission 

by relying on the scheme provided in Drug and Cosmetics Act, 1940.  Bayer in return argued 

that S.107 A does not allow the export of the product outside India.  

Issues - Whether export of the product for submission of information in any other country other 

than India is allowed? 

Whether the rights ensured under S.107 A are affected due to the grant of compulsory license or 

whether they can be read jointly?  

Judgment  -  
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S. 107 A of The Patents Act, 1970- 

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

reasonably related to the development and submission of information 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.  

The bone of contention was that whether a non patentee can ―export‖ for uses reasonably related 

to the development and submission of information required under the law of any other country. 

The court ruled in affirmation of the above statement, it emphasized that Export can come within 

the ambit of the word ―selling‖ as the word selling is not restricted to any geographical 

boundaries, further the court cited the definition of sale given under Black‘s law dictionary. 

Bayer conceded that when it comes to ―selling‖ outside India, patented invention cannot be sold 

but information can be, court refused to read any such dichotomy in the language of S.107 A. 

Further the court said that the rights given to the generic manufacturers i.e. third parties under 

S.107 A are covered by fundamental right , Article 19 (1)(g)
27

 of Indian Constitution, thus such a 

right cannot be curtailed by mere absence of the word ― export‖.  

On the second issue court relied on the submissions of Natco, i.e. the grant of compulsory license 

cannot deprive the party from the rights provided in S.107 A. While affirming the same, court 

added that the condition for which the exception to exclusive rights of patentee exists are 

different, i.e. in Compulsory license the party is allowed to make use, sale, import the patent for 

treating HCC and RCC in humans, wherein under S.107 A the patent was used for submission of 

information for the approval of drug authorities. Thus the decision was rendered in favor of 

Natco, but a stay has been put on the order by a division bench of Delhi High Court. 

Compulsory licensing and Bolar exemption   

The exclusive rights enjoyed by the patentee are not only hampered by bolar provision, but also 

by the compulsory licensing system. Now what exactly compulsory license is and from where it 

gets it authorization can be explained as – the regime of compulsory licensing is explicitly 

mentioned in TRIPS, it can be inferred from Article 31 of TRIPS, where it is specified that 

member states can have a law which allows government or third party to exploit the subject 

                                                           
27

 The Constitution of India 1950, Article 19 (1) (g).  
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matter of the patent without the due permission from the patent holder, further the intended party 

must have made some reasonable requests regarding the use of patent from the patent holder 

before taking the shield of law under Article 31, also this requirement can be waived by the 

members on three counts i.e. ―national emergency‖, ― extreme urgency‖ and ―public non 

commercial use‖.  The same principles are reiterated in The Patents Act of India, under S. 84.  

There are other international agreements which also lay emphasis on compulsory licensing 

system; they are Paris Convention on Protection of industrial property, 1883 
28

 and Doha 

declaration on TRIPS.  Recently in the case Bayer v. Union of India
29

 the nexus of these two 

exceptions was discussed i.e. compulsory licensing and bolar exemption  

But there were certain aspects, which were not looked into the Judgment,  

Is it possible to distinguish Compulsory licensing and Bolar Exemption everytime? 

The court said that both the provisions/ exceptions are different from each other; compulsory 

licensing is an exception to S.48
30

 whereas Bolar exemption is not. The purpose for which the 

patent is used also differs. But there are certain glitches in this lucid explanation 

1. Technical Know How 

Compulsory licenses can most of the times be rendered ineffective, if they are devoid of the 

technical ‗know how‘. Compulsory license cannot be worked without the cooperation of the 

patentee in a country like India, which is not technologically advanced. This means that the 

licensee might face difficulty or it might even be impossible for him to produce and sell the same 

quality product at a price lower than the price at which the originator was selling them.
31

 Further 

it is provided in Ayyinger Committee-  

―it is alleged that without the ―know-how‖ many patents could not be worked. If this 

latter allegation is true, it must mean that the disclosure of the invention (which is legally 

                                                           
28

  Paris Convention on Protection of Industrial Property, 1883, Article 5A (2) 

Each country of the Union shall have the right to take legislative measures providing for the grant of compulsory 

licenses to prevent the abuses which might result from the exercise of the exclusive rights conferred by the patent, 

for example, failure to work. 
29

 Bayer Corporation and ors. v. Union of India, W.P.(C) 1971/[2014] and CS(COMM) No. 1592/2016. 
30

 The Patents Act 1970 s. 48.  
31

 Sudhi Ranjan Bagri and Nishtha Tiwari, ‗Compulsory License related to pharmaceutical sector in India‘, 2017 8 

(1) IJIPR < http://iaeme.com/IJIPR/issues.asp?JType=IJIPR&VType=8&IType=1> accessed on 4
th

 December 2017. 
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required in order to obtain a patent and is supposed to be sufficient to enable others to 

apply the new invention) has been insufficient. Stricter laws regarding disclosure may be 

desirable, even providing, perhaps, that to obtain a patent a patentee must be prepared to 

instruct a licensee in the use of the invention if necessary.
32

 

Further it is conceded that even the full disclosure in the patent specification is not sufficient to 

judge the technicality of its working, as it could only be tested or judged after a certain years of 

working. So, it is practically not possible for the licensee to know the technical know how unless 

patentee helps him out, thus to solve this issue Ayyanger Committee, said that for the effective 

utilization of compulsory licensing provision in India, the patentee must impart the Know How - 

—enforced either by the withholding of royalties or by the revocation of the patent. The majority 

of the replies received by the committee with regard to this solution expressed the view that the 

provision would be unworkable.
33

 

Now, if this issue is read along on the lines of bolar exemption, then compulsory licensing will 

not be on a different stature from that of bolar exemption. As in bolar exemption, the generic 

companies need the patent for submission of information, and thus desire for access of the same 

in order to work on their generic version. Thus both the generic producer and licensee needs to 

know the technical know how and requires assistance of the patentee for the same. Even after the 

purpose of the exceptions being different, they cannot work effectively without the technical 

know how. 

There have been cases where technical know how was shared by the patentee to licensee, like in 

FTC v. Xerox Corporation  
34

 Ciba-Geigy and Sandoz merger
35

. It was ordered by FDC to share 

the same in order to curb anti competitive practices and monopoly exercised by the patentee.  

In Ciba geigy and Sandroz Merger Ciba-Geigy, Sandoz and Chiron were required to license a 

large portfolio of patents, data and know-how relating to HSV-tk products, hemophilia gene 

rights and other products to Rhone-Poulenc Rorer. Further in FTC v. Xerox Corporation Battelle 

                                                           
32

 Shri Justice N. Rajagopala Ayyangar, Report on the revision of Patents Law < https://spicyip.com/wp-

content/uploads/2013/10/ayyangar_committee_report.pdf> accessed on 4
th

 December 2017. 
33

 Ibid. 
34

 FTC v. Xerox Corporation 463 F. Supp. 983 [D. Conn. 1978]. 
35

 Ciba-Geigy and Sandoz merger, [1996]. 
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agreed to transfer to Xerox all data and know-how concerning xerography that Battelle might 

acquire in the future, the obligation to continue as long as Xerox funded at least $25,000 of 

research at Battelle per year. SCM made no claim and offered no proof that it suffered any 

damage for lack of any data and know-how that Battelle transferred to Xerox pursuant to this 

obligation.
36

 

2. S. 92 A and Bolar exemption  

S. 92 A of The Patents Act 1970 says Compulsory license for export of patented pharmaceutical 

products in certain exceptional circumstances. - 

1. Compulsory licence shall be available for manufacture and export of patented 

pharmaceutical products to any country having insufficient or no manufacturing 

capacity in the pharmaceutical sector for the concerned product to address public 

health problems, provided compulsory licence has been granted by such country or 

such country has, by notification or otherwise, allowed importation of the patented 

pharmaceutical products from India. 

In Bayer v. UOI , China was involved which is certainly capable enough to manufacture 

pharmaceutical products, but if any other country would have been involved in the same, which 

lacked the capacity to manufacture then export would have been allowed. The Doha Style 

compulsory license cases are explicit examples of the same - with Canada Rwanda case, Canada 

became the first country to enable compulsory licenses for export of generic versions of patent 

drugs to countries which lack the manufacturing capacities.
37

 And India also observed the same 

in Natco v. Roche.  

Does the bolar exemption cover third parties apart from the manufacturer? 

In Bayer v. UOI, the court was not faced with any question related to third parties, as in the said 

case, Natco was the manufacturer of Sofraneb, for instance if Natco would have received the 

sofraneb i.e. API from some supplier, then the question that crops in is that ―will the supplier will 

also be included or covered under bolar exemption?‖, this is an issue which is not yet covered in 

                                                           
36

 Supra 34. 
37

 Harshita Mathur, ‗Compulsory Licensing under s.92A : issues and concerns‘, 2008 13 JIPR < 

http://docs.manupatra.in/newsline/articles/Upload/25F10966-E420-4AC1-A83B-12B29D83C76B.pdf> accessed on 

6
th 
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Indian case laws. The situation is already discussed in EU bolar provision with the case 

Polpharma Sa Pharmaceutical works v. Astellas Pharma Inc.
38

  

Facts of the case - Polpharma SA Pharmaceutical Works is a Polish company which delivers and 

offers its medicinal products and in addition generic active pharmaceutical ingredients (API) 

around the world. Polpharma publicized the generic substance solifenacin succinate in the 

international journal SCRIP and Generics Bulletin, and also on its site. Polpharma provided 

30.5kg of solifenacin succinate at a business cost of EUR 127,000 to Hexal AG, a German 

company which is engaged in manufacture of generics.  Astellas Pharma Inc, a Japanese 

organization, sued Polpharma in Poland and Germany for encroachment of its European patent 0 

801 067 coordinated to solifenacin succinate. 

Issues -    

 Can Polpharma SA pharmaceutical take the defence of bolar exemption ? 

 If third party is covered under bolar exemption, then is that based on the assumption that 

third party knows that its consumer will use the product only for experimental purpose? 

 Is there any requirement that third party must take into considerations some precautions, 

in case if its consumer does something which vitiates the purpose of their agreement? 

Judgment – Polish Supreme Court – Poland Supreme court gave the decision in favor of Astellas 

Pharma, and stating that even after the existence of agreement between Polpharma SA 

pharmaceutical and Hexal AG, that the patented product will only be used for clinical test 

purposes, thereby submission of information, but still the same cannot be covered under bolar 

exemption. The Courts emphasized that Polpharma as the seller was unable to control whether 

the purchaser used the purchased API solely for the purposes that the Bolar exemption covers.
39

 

Düsseldorf Court of Appeal-  The court reversed the decision rendered by Polish Supreme Court, 

and said that - 

                                                           
38

 Polpharma Sa Pharmaceutical works v. Astellas Pharma Inc I-2 U 68/12, [2013].  
39

 Marta Koremba and Aleksandra Karpinska, ‗Poland: outsourcing of API manufacture is not covered by the Bolar 

exemption‘ ( Lexology 6
th

 feb 2014) < https://www.lexology.com/library/detail.aspx?g=91fd533c-1318-473a-b796-

1177b21baeb2> accessed on 4
th

 December 2017.  
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―…the marketing authorization privilege - at least in principle - also extends to those acts 

of delivery that create the substantive preconditions of the set up for the trials and studies. 

It derives that the production of medicinal products shall also be subject to this provision 

to the extent that it is required for the implementation of studies and trials‖
40

  

Therefore conceding to the situation that though the law does not mention the acts carried out by 

third party, but it does not mean that only those acts are allowed which the user of trial carries 

out by him only. On third issue court said that the third party must take precautionary measures 

in order to avoid any unlawful use of patented product supplied. Further the court said the 

privilege did not extend to simple replication studies, as in particular bioequivalence studies 

which were conducted before the application for approval was filed in the abridged approval 

procedure. Thus court construed the liberal interpretation of Article 10(6)
41

 

Now if India would have encountered the same situation, the Indian judiciary by keeping in mind 

the Indian Patent law, would have most likely rendered its decision on the same line as that of 

provided by German Supreme Court, i.e. the court would have tried to achieve the balance 

between protecting patentees rights and that of generic manufacturer, further giving a decision in 

such a way that the purpose of bolar provision would not have been defeated.  

 

 

 

 

 

 

 

 

                                                           
40

 Supra 38. 
41

 Article 10 (6) , Directive 2001/83/EC 
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NEXUS OF DATA PROTECTION AND BOLAR EXEMPTION 

Bolar exemption was introduced to provide a market wherein generics could compete, and not to 

give monopoly to any single generic company or manufacturer. Though Indian research 

exemption explicitly says that ―patent is used solely for purposes reasonably related to 

development and submission of information‖, but it does not charges or imposes the regulatory 

authority in the case of disclosure of information, though there are some sections which ensures 

that inspector/investigator must maintain some confidentiality-  

Drug and Cosmetic Act,1948- 

53. Prohibition of disclosure of information. ___ Except for the purposes of official 

business or when required by a Court of Law, an Inspector shall not, without the sanction 

in writing of his official superior, disclose to any person any information acquired by him 

in the course of his official duties.
42

 

Though rule 53 imposes obligation on the inspector to keep the information confidential but still 

it has not been extended to the office of DCGI  

Guidelines for good clinical practice 

7.2.2 Confidentiality Statement The sponsor may wish to include a statement instructing 

the investigator/recipients to treat the IB as a confidential document for the sole 

information and use of the investigator's team and the IRB/IEC.
43

 

1.21 Direct Access Permission to examine, analyze, verify, and reproduce any records 

and reports that are important to evaluation of a clinical trial. Any party (e.g., domestic 

and foreign regulatory authorities, sponsor's monitors and auditors) with direct access 

should take all reasonable precautions within the constraints of the applicable regulatory 

requirement(s) to maintain the confidentiality of subjects' identities and sponsor’s 

proprietary information.
44

 

                                                           
42

 Drug and Cosmetics Act 1948 , Rule 53.  
43

 Guidelines for good clinical practice, 1996.  
44

 Ibid.  
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(xi) I will maintain confidentiality of the identification of all participating study patients 

and assure security and confidentiality of study data.
45

 

But still India, does not have any enforcement mechanism in case of disclosure of information.  

Article 39.2 of TRIPS  

Article 39.2 of the TRIPS, requires members to protect information which is provided for in the 

three criteria‘s laid down in the article 

Natural and legal persons shall have the possibility of preventing information lawfully 

within their control from being disclosed to, acquired by, or used by others without their 

consent in a manner contrary to honest commercial practices (10) so long as such 

information: 

(a) is secret in the sense that it is not, as a body or in the precise configuration and assembly 

of its components, generally known among or readily accessible to persons within the 

circles that normally deal with the kind of information in question; 

(b) has commercial value because it is secret; and 

(c) has been subject to reasonable steps under the circumstances, by the person lawfully in 

control of the information, to keep it secret. 

The article provides for Trade secrets and the three conditions laid down, are related to or 

inspired from U.S. Uniform Trade Secrets Act. So protection must be accorded to some secret 

information that has some commercial value, now data/ clinical data submitted by the generic 

company has also some commercial value, as the data is used for marketing approval of the 

drugs, and it costs a lot to the company to conduct trials, and if some other company uses that 

data unfairly, then the former company may inculcate losses i.e. loss of data and there 

prospective market share. So as per the Article to constitute information to be secret -  It only 

needs to be known to a specific class and not in the public domain
46

 While commercial value of 

the secret is its actual value and not potential value.  

                                                           
45

 Ibid.  
46

 Justin Malbon, Charles Lawson, Mark Davison, The WTO Agreement, on trade related aspects of intellectual 

property rights ( 1
st
 ed.  Edward elgar publishing ltd. 2014)  581.  
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Further Article 39.3, provides that data submitted in case of new chemical entities, shall be 

protected from unfair commercial use, but since new entities/ new drugs as defined in 122 E of 

drug and cosmetic rules, do not comprises of patented products but the clause (c)
47

 could 

possibly be patented if synergies is proved and thus the provision then can be taken into 

consideration for protection of clinical data of generic companies for marketing approval of 

patented product which is about to expire-   

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
48

 

India does not have any law protecting trade secrets, though attempt was made in the form of 

―national innovation bill 2008‖, but it lapsed and did not become the law, but still it initiated the 

need for India to have trade secrets law. However there are some cases related to trade secrets in 

India, which covers the issue under Contract and Tort law. In Saltman Engineering Co v 

Campbell Engineering Co 
49

 - In India, the law of contract has to be relied upon for the 

protection of the secrets.‖However, ―in India, the law that is used is the law of tort of ‗breach of 

confidence‘.‖ 

Since data is the new oil, it needs to be regulated. The information related to clinical data 

submitted must be protected from unfair use of the same, if not protected the purpose for which 

the bolar exemption was granted would be defeated. Thus India needs more stringent laws to 

protect the trade secrets, either new legislation can be introduced on the lines of USDA, or 

certain provisions can be added in drug and cosmetics act, which imposes penalties on the 

inspector or controller, if any data is disclosed by them even if negligently.  

                                                           
47

 Drug and Cosmetic Rules, Schedule Y, Appendix  VI, 122 E (C)  

The third group of FDCs includes those which are already marketed, but in which it is proposed either to change the 

ratio of active ingredients or to make a new therapeutic claim. For such FDCs, the appropriate rationale including 
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CONCLUSION 

The bolar exemption as provided in S.107 A has not seen much fervency in the Indian market as 

compared to other countries like Mexico, Poland etc. But still with the Bayer v. UOI the 

litigation in this section has been started and has gained some pace. But since the judgment was 

mostly based on the interpretation of the word ―sale and export‖, it missed out on some really 

important issues connected with bolar exemption. Indian research exemption is quite vast and is 

not restricted unlike that of U.S., but with such liberal provision comes many hurdles and 

obstacles. Indian bolar exemption will have a clearer stance if these few points are inculcated in 

Indian jurisprudence of bolar exemption – 

1. Indian bolar provision has made it very clearly that bolar exemption is provided for ―any 

product‖. India adopted its bolar exemption from Canada‘s bolar exemption. Canada has 

made it explicit that its provision applies for pharmaceutical products despite of their 

liberal textual attempt to bolar exemption.
50

 But India has not taken in any such stance so 

they have to follow the provision for other products as well like motor vehicles, aircrafts 

etc or if India also wants a similar  situation like that of Canada then there needs to be an 

amendment in the Patents Act.  

2. Indian Bolar exemption has not made it clear that who can use, construct, sell, and import 

the patented invention solely for purpose of development and submission. So whether 

India will take the German stance on the issue, i.e. including suppliers of patented 

invention apart from the generic company engaged in submission of information or 

taking the stance like that of Poland or Mexico, which refused to take suppliers/third 

parties within bolar exemption.  

The decision pronounced by the Delhi High Court regarding the Bayer v.UOI case has expanded 

the reach of the bolar exemption by giving liberal interpretation to the word ―sale‖, and same is 

expected from the judiciary with regards to the above two points, i.e. striking a balance between 

public interest and patentee‘s rights.  
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