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“Exploring India's Patent Linkage: Pharmaceuticals and Intellectual 

Property  Laws"  

  

In the pharmaceutical industry, innovation is paramount. companies invest heavily in research 

and development to bring new drugs to market, often relying on patent protection to safeguard  

their investments. Intellectual property laws, particularly patents, play a pivotal role in  

incentivizing innovation by granting innovators exclusive rights to their inventions for a limited  

period.   

Importance of Patent Linkage in the Pharmaceutical Industry: Patent linkage 

serves as a critical bridge between innovation and accessibility in the  pharmaceutical sector. 

By linking the approval process of generic drugs to the patent status of  their brand-name 

counterparts, patent linkage seeks to strike a delicate balance between  protecting innovators’ 

rights and ensuring timely access to affordable medicines for patients.  At its core, patent linkage 

aims to strike a balance between fostering innovation in the  pharmaceutical industry and 

ensuring access to affordable generic medicines. By linking the  approval process of generic 

drugs to the patent status of their brand-name counterparts, patent  linkage seeks to prevent the 

premature entry of generics that infringe on valid patents.  However, the implementation of 

patent linkage also raises several concerns, especially  regarding access to medicines. Critics 

argue that patent linkage can delay the entry of affordable  generic drugs into the market, thereby 

depriving patients of essential treatments. This delay can  have serious implications, particularly 

in developing countries where access to healthcare is  already limited.   

Moreover, patent linkage has the potential to stifle competition and impede the growth of the  

generic pharmaceutical industry. by granting brand-name companies greater control over the  

approval process of generics, the patent linkage may create barriers to entry for generic  

manufacturers, limiting consumer choice and driving up prices.   
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It is essential to approach the issue of patent linkage with a nuanced understanding of its  

implications, while protecting intellectual property rights is crucial for fostering innovation, it  

must be balanced with the need to ensure access to affordable medicines for all. any regulatory  

framework concerning patent linkage should be carefully crafted to strike this delicate balance,  

taking into account the interests of both the innovators and consumers.  

Legal Framework for Patent Linkage in India:  

In India, the legal framework surrounding patent linkage is evolving. while the concept is not  

explicitly recognised in Indian law, recent developments indicate a move towards incorporating  

patent linkage principles into the country’s Intellectual Property regime.   

• Indian Patents Act, 1970: The Indian Patents Act governs the grant, registration, and  

enforcement of patents in India. While the Act does not explicitly address patent  

linkage, it provides provisions for the grant of patents and the rights conferred upon  

patent holders. Section 48 of the Act outlines the rights of patentees, including the  

exclusive right to prevent third parties from making, using, selling, or importing the  

patented invention without authorization. This section forms the basis for discussions  

regarding patent linkage and the protection of innovators' rights.  

• Judicial Precedents: Judicial decisions in India have provided some guidance on the  

interaction between patent rights and public health concerns. The Supreme Court's  

ruling in various cases underscored the significance of patent linkage, setting a  

precedent for future cases involving pharmaceutical patents.  

o Novartis AG v. Union of India (2013): This landmark case revolved around  

Novartis' patent application for the cancer drug imatinib mesylate. The Supreme  

Court of India rejected Novartis' patent application, citing the drug's failure to  

meet the criteria of patentability under Indian law. The decision sparked  

widespread debate on the balance between pharmaceutical innovation and  

access to essential medicines, setting a precedent for considering public health  

concerns in patent disputes1.  

o Bayer Corporation v. Union of India (2013): In this case, Bayer Corporation  

challenged the issuance of a compulsory license for its cancer drug sorafenib  

tosylate, which allowed a domestic generic manufacturer to produce and sell the  

drug at a reduced price. The Delhi High Court upheld the validity of the  
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compulsory license, emphasizing the importance of ensuring access to   

1 Novartis Ag vs Union Of India & Ors, 2013 (6) SCC 1 

affordable medicines for patients. The ruling underscored the judiciary's role in  

safeguarding public health interests in patent-related matters2.  

o Glaxo Group Ltd. v. Controller of Patents (2006): This case involved Glaxo's  

patent application for the anti-HIV drug lamivudine. The patent office rejected  

Glaxo's application, citing prior art and lack of inventive steps. The decision  

highlighted the stringent patentability criteria under Indian law and the  

importance of ensuring that patents are granted only for genuine innovations  that 

contribute to scientific advancement3.  

• International Obligations: India's obligations under international agreements, such as  

the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), also  

influence its approach to patent linkage. While TRIPS does not mandate patent linkage,  

it requires member states to provide effective protection of intellectual property rights,  

including patents. India's implementation of TRIPS provisions while balancing public  

health concerns shapes its approach to patent linkage within the broader framework of  

intellectual property law.  

Challenges and Controversies:  

Despite its potential benefits, patent linkage is not without its challenges and controversies.  

Critics argue that stringent patent enforcement can delay the entry of generic drugs into the  

market, leading to monopolistic practices, increasing litigation burdens, creating complexities  

in regulatory frameworks and inflating drug prices. It could also impede access to affordable  

medicines by delaying the entry of generic drugs into the market, potentially exacerbating  

healthcare inequalities. Stringent patent enforcement might inhibit innovation by discouraging  

competition and deterring investment in research and development. Therefore, balancing these  

concerns with India’s international trade obligations, particularly under agreements like TRIPS,  

is to be necessitated in a careful and nuanced approach considering the diverse interests of  

various stakeholders.   



 
 

THE INDIAN JOURNAL FOR RESEARCH IN LAW AND MANAGEMENT, VOL. 1, ISSUE 7, APRIL - 2024 

 

2 Bayer Corporation vs Union Of India, Writ Petition No.1323 of 2013.  

3 Glaxo Smith Kline Plc & Ors vs Controller Of Patents & Designs & Ors, 2008 (17) SCC 416 

Conclusion:  

Navigating India’s patent linkage landscape requires a nuanced understanding of  

pharmaceuticals, intellectual property laws, and the broader societal implications of innovation  

and access. Therefore, in conclusion, patent linkage in India is a complex issue that requires  

thoughtful analysis and careful consideration. As future legal professionals, it is our  

responsibility to engage in informed dialogue and advocate for policies that promote innovation  

while safeguarding public health and access to medicines for all.  


