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BAYER CORPORATION VS UNION OF INDIA : INTERPRETING 

SECTION 107A AND THE SCOPE OF INDIA'S BOLAR EXEMPTION 

~ Agrima Tiwari 

Facts of the case 

The appellant Bayer corporation held a patent for the drug Sorafenib Tosylate, which is used 

to treat several types of cancer. in 2012 Natco pharma obtained a compulsory license for 

Sorafenib under section 84 of the patents act 19701. While Bayer’s suit for an injunction 

against Natco to stop them from producing, importing or selling the drug as it was a matter of 

Bayers patent no. 215758 was still pending, the court went ahead and granted the compulsory 

licence to Natco solely for the purposes of making, using, offering to sell and selling the drug 

covered by the patent within the territory of India.2 However Natco was found producing the 

drug under the compulsory license for export purposes as well. 

Bayer filed a writ petition seeking the customs authority to seize any consignment that 

contained the drug for export covered under compulsory license, while this action was carried 

out, Natco was still given the liberty to apply for permission to export the drug. 

Arguments from Bayer Corp. and Natco 

• Natco pointed out that they already had a drug license which permitted them to export 

Sorafenib Tosylate if it did not exceed 15gm and was being exported for clinical 

trials/developments/studies 

• Natco applied for permission to export 1kg of Sofraenib to China for clinical studies 

but the application was rejected by Bayer as they claimed that this went against 

section 107A of the patents act3 also called Indias bolar exemption which allows for 

 
1 The Patents Act, No. 39 of 1970, Acts of Parliament, 1970, § 84 (India) 
2 Bayer Corporation. v. Union of India, LPA No. 359/2017, (2019) (Del. HC) (India) MANU/DE/1411/2019 
3 The Patents Act, No. 39 of 1970, Acts of Parliament, 1970, § 107A (India) 
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the  'making, constructing, using, selling or importing' of a patented invention, 'solely' 

for the purpose of 'development and submission of information' to regulatory 

authorities 'required under any law in India or in a country other than India'. 

According to Bayer the amount being exported would be considered a commercial 

sale which would directly infringe their patent and violate section 107A. 

• Bayer interpreted 107A in favour of sales and imports and claimed that the legislature 

mindfully excluded the term export from the section. 

• Natco counterargued that they had not exported any product to any parties outside of 

India for commercial use. They further argued that the sale of such products for the 

purpose of drug development was favoured by legislative intent and therefore 

permissible. 

More on the bolar exemption 

The bolar exemption provides for exceptions to patent exclusivity, in other words it 

defines acts that do not account to patent infringement. The bolar exemption was first 

introduced in the United States under the Hatch Waxman Act in 19844. The bolar 

exemption was introduced to prevent unfair extensions of patents and delays faced by 

third parties due to lengthy regulatory periods, as when one patents a new drug, they 

usually get exclusive rights over the production and sale of it for a period of 20 years. 

Even after this period ends, generic drug companies who can produce the drug for a 

cheaper price have to wait up to 2 years more due to the lengthy regulatory processes. 

Hence, the bolar exemption was enacted, it ensures that generic companies can start 

testing and producing cheaper versions of the drug while the patent is still valid so that 

they can launch them immediately after the period is over. This way affordable versions 

of expensive drugs can reach the public faster. 

India is a global hub for medical manufacturing and drug production which makes it 

necessary for Indian patent law to make exceptions for innovations and testing. Indias 

bolar exemption is found in section 107A of the patent act, introduced in 2002. It allows 

for generic companies to produce, sell, import and use a patented drug for research 

purposes while the patent is active, this law is extremely important to India’s medical 

industry as it supports the production of low cost drugs which are accessible to the public. 

 
4 Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, § 202, 98 Stat. 1585, 
1603 (codified as amended at 35 U.S.C. § 271(e) (2022)) 
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Indias bolar exemption is unique for allowing the export of such drugs to other countries 

too as long as its for research purpose. 

 

Courts interpretation and decision 

One of the primary arguments from Bayer was that the bolar exemption did not explicitly  

include the term export while other sections like 84, 92 and 92A did, so if the legislature 

intended to include the term in section 107A too they would have mentioned it. 

The Delhi high court rejected this argument by observing that sections 84, 90 and 92A 

specifically deal with compulsory license, for example section 845 of the act allows the 

Controller General of Patents to grant a compulsory license to a third party if a patented 

drug is not available to the public at an affordable price, so discussion of export for these 

sections is important as they deal with the welfare aspect of the sale of patented drugs. 

Section 107A is a research exemption, the sections do not hold the same meaning or 

capacity so it is not just to believe that the legislature intended to exclude the word export 

from the latter section.  

The court also provided a vast interpretation of the term ‘sale’ in the provision, declaring 

that once a patented drug is cleared to be sold for research purposes then there should be 

no bar or limitations on what the sale actually is- the sale could be for information or the 

product itself, what matters is the nature of the sale which should be non-commercial and 

for research purposes.  

The court laid down a ‘reasonability test’ which is used to assess whether the sale or use 

of the drug is reasonably related to research purposes, it contains a list of factors to be 

taken into consideration by the assessors. Ultimately, Bayers arguments were rejected and 

the court ruled in favour of Natco. 

Conclusion 

Bayer Corporation vs Union of India is a landmark case in IPR law in India, the Delhi 

high court upheld the rights of patent holders for their innovation but also observed the 

need for research and experimentation in the field of medicine, as life-saving drugs like 

 
5 The Patents Act, No. 39 of 1970, Acts of Parliament, 1970, § 84 (India) 
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Sorafenib Tosylate should be available to the public at affordable prices, while the 

innovation and invention of the drug can be respected through patents, the actual benefit 

and impact of the medication cannot be felt unless it is made available to the larger public 

for use. The patent laws and bolar exemption enacted in India strike a delicate balance in 

between the rights of patent owners and public interest. 


