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The Delicate Balance: Pharmaceutical Patents, Public Health, 
and the Quest for Innovation 

 
By: Sharad Vadehra108 
 
Over the years, India has emerged as a global leader in the production of generic drugs, playing 
a crucial role in providing affordable medicines across the world. A significant portion of these 
generics is exported to both the developed and developing nations, contributing to global 
healthcare affordability. 
 
Pharmaceutical patents are intended to incentivize innovation by rewarding pharmaceutical 
companies that invest in developing new and better drugs. However, when patents are granted 
for minor modifications of the existing drugs without genuine improvement, it can lead to 
extended monopolies, inflated drug prices, and limited access for the general public. To 
prevent such misuse, while still encouraging meaningful innovation, India has implemented 
robust safeguards within its patent framework. 
 
Section 3(d): India’s Firewall against Evergreening 
 
To address the risk of evergreening - where patent holders attempt to prolong exclusivity by 
making incremental, non-substantive changes to existing drugs - India introduced a unique 
provision: Section 3(d) of the Patents Act, 1970. This section states: “the mere discovery of a 
new form of a known substance which does not result in the enhancement of the known efficacy of 
that substance or the mere discovery of any new property or new use for a known substance or of 
the mere use of a known process, machine or apparatus [is not patentable], unless such known 
process results in a new product or employs at least one new reactant.” The explanation to Section 
3(d) further clarifies that salts, esters, ethers, polymorphs, metabolites, pure form, particle 
size, isomers, mixtures of isomers, complexes, combinations and other derivatives of a known 
substance shall be considered to be the same substance, unless they differ significantly in 
properties with regard to efficacy. 
 
India’s stance on evergreening was firmly reinforced in the Supreme Court’s landmark 
decision in Novartis AG v. Union of India109. Novartis had applied for a patent on the β-crystalline 
form of Imatinib Mesylate, the active ingredient in its cancer drug Glivec. The Court ruled 
that the new form did not show a significant improvement in therapeutic efficacy over the 
known substance. By rejecting the application under Section 3(d), the Court emphasized that 
mere improvements in bioavailability or physical properties such as flow or stability do not 
meet the threshold. The decision became a defining moment in India’s IP regime, balancing 
patent rights with the right to health and setting a global example of access-oriented IP policy. 
Since then, it is understood that to combat Section 3(d), significant enhancement of 
therapeutic efficacy must be shown to receive protection for new forms of known substances. 
 
 
 
 

 
108 Sharad Vadehra is a senior patent and trademark attorney, and managing partner, at the intellectual 
property law firm of Kan and Krishme, based in New Delhi, India ((https://kankrishme.com/). 
109 AIR 2013 SUPREME COURT 1311 

https://kankrishme.com/


Newsletter of the AIPLA Chemical Practice Committee Spring 2025, Volume 13, Issue 1 

59 
 

India’s Higher Threshold Compared to other Jurisdictions 
 
It may be said that the Indian Patent Office seems to apply a dual test for pharmaceutical 
patentability. In addition to the global standards of novelty and inventive step, India requires 
that new forms of known substances must also demonstrate enhanced therapeutic efficacy 
under Section 3(d). 
 
In contrast, the United States Patent and Trademark Office (USPTO) allows patents on new 
forms of known substances (e.g., polymorphs or salts) if they are non-obvious, without 
mandating therapeutic efficacy. The European Patent Office (EPO) assesses inventive step and 
plausibility, but lacks an equivalent provision to Section 3(d). 
 
This clause has become a cornerstone of India’s pharmaceutical patent regime and reflects 
the country’s commitment to maintaining a high threshold for pharmaceutical inventions. 
 
The Role of Courts in Balancing Rigour with Procedural Fairness 
 
While the Indian Patent Office has adopted strict scrutiny under Section 3(d), Indian courts 
have often taken a more flexible, procedural fairness-oriented stance. Courts have 
emphasized that rejection orders must be well-reasoned and must take into account all data 
and arguments presented by the applicant, including additional data submitted at later stages, 
provided it supports the original disclosure. The Courts have remanded numerous cases for 
reconsideration where the Indian Patent Office had issued rejections. For example, here are 
a few cases where the courts’ opinions differed from that of the Indian Patent Office. 
 
In D.S. Biopharma v. Controller of Patents and Designs110, the Delhi High Court set aside the 
rejection of a composition comprising 15-oxo-epa or 15-oxo-dgla, which was denied by the 
Patent Office under, inter alia, Section 3(d). The rejection was primarily based on a hearing 
notice that simply cited Section 3(d) without identifying the specific known substance or 
explaining how the claimed compound was a new form of it. The court held that a valid 
objection under Section 3(d) requires at least a brief identification of the known substance 
and the basis for its comparison. As the Patent Office failed to provide this and gave the 
applicant insufficient time to respond meaningfully, the Court remanded the matter for 
reconsideration. 
 
In Novozymes v. Assistant Controller of Patents & Designs111, the Madras High Court clarified that 
Section 3(d) applies not only to pharmaceutical substances but also to biochemical substances 
such as enzymes, including phytase. The court held that efficacy need not be narrowly defined 
and can include properties such as thermostability, provided such enhancements meaningfully 
improve the product’s utility. 
 
In Oyster Point Pharma Inc. v. Controller of Patents and Designs112, while setting aside the rejection 
order, the Calcutta High Court held that the Controller should have considered the details 
of the experiments conducted, comparative studies made, and their conclusive results to 
determine efficacy, which was submitted at a later stage of the prosecution. This decision was 

 
110 C.A. (COMM.IPD-PAT) 6/2021 
111 (T) CMA (PT) No.33 of 2023 
112 AID NO.10 of 2022 
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upheld by the Delhi High Court in Ischemix LLC v. Controller of Patents and Designs113, wherein 
the court held that in the pharmaceutical industry, a drug could be undergoing clinical trials 
for a new form at the time of filing of the patent application. Given the complexities and 
lengthy nature of the process for drug development, empirical evidence may not be readily 
available to the applicant at the time of filing a patent application. Therefore, additional data 
submitted at later stage should be accepted. 
 
In Mr. Tony Mon George Constituted Attorney of ABBVIE Inc. v. Deputy Controller of Patents & 
Designs114, the Madras High Court held that the claimed invention, which relates to 
polymorphic forms of a parent compound (RTA-408), which was made known to the public 
after the priority date of the claimed invention, does not qualify as a ‘known substance’ for 
purposes of Section 3(d). 
 
In Frito-Lay Trading Company-Gmbh v. Assistant Controller of Patents & Designs115, the Madras High 
Court held that the Controller misdirected himself in concluding that the claimed formulation 
is only a combination of two types of salts with a varied degree of primary particle sizes, with 
the particles exhibiting their own properties. The court believed that the Controller had failed 
to see that the Appellant had clearly exhibited considerable sodium level reduction, and 
thereby a synergistic effect, and remanded the matter for reconsideration. 
 
Recent Patent Office Trends 
 
Recently, judicial guidance seems to have influenced how the Controllers at the Indian Patent 
Office assess chemical and pharmaceutical patent applications. Some Controllers have started 
adopting a more reasoned and balanced approach in line with judicial standards, particularly 
when evaluating objections under Section 3(d). 
 
One such example is the patent for “Solid Oral Formulation of Utidelone” (IN 555915), which 
faced a pre-grant opposition from the Indian Pharmaceutical Alliance. The opponents raised 
objections under Section 2(1)(ja) (lack of inventive step), Section 3(e) (mere admixture), and 
Section 3(d). The claimed invention related to a solid oral formulation comprising Utidelone 
and pharmaceutically acceptable excipients. After a detailed examination, the Patent Office 
concluded that the claims were novel, involved an inventive step, and were not barred by 
Sections 3(d) or 3(e). The Controller also observed that the formulation demonstrated 
improved drug release and increased bioavailability, which constituted a technical 
advancement over prior art. It was further held that the claimed formulation was not a known 
substance under Section 3(d), exhibited a synergistic effect, and was not a mere admixture. 
Thus, the Controller defeated the pre-grant opposition and allowed the patent. 
 
 
In 2419/DELNP/2011, the Indian Pharmaceutical Alliance again filed a pre-grant opposition on 
grounds including lack of inventive step and non-patentability under Sections 3(d) and 3(e). 
The claims pertained to diethyl-[6-(4-hydroxycarbamoyl-phenylcarbamoyloxymethyl)-
naphthalen-2-yl-methyl]–ammonium chloride, or its pharmaceutically acceptable salts and/or 
solvates, proposed for treating Philadelphia-negative myeloproliferative syndromes, at a daily 
dosage of 50 to 150 mg. The Patent Office held that the claimed subject matter was a product 

 
113 C.A.(COMM.IPD-PAT) 33/2022&I.A.23186/2023 
114 (T) CMA (PT) No.150 of 2023 
115 (T) CMA (PT) No. 202 of 2023 
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per se and thus fell outside the scope of Section 3(e), thus rejecting the associated ground of 
opposition. Additionally, it was found that prior art references failed to teach or suggest the 
claimed compound at such a therapeutically effective and significantly lower dosage. Based on 
the efficacy data and improved tolerability compared to that of the prior art, the Controller 
concluded that the objection under Section 3(d) was not maintainable, and the patent was 
accordingly granted. 
 
These examples reflect a positive trend toward merit-based, balanced examination at the 
Patent Office, in line with judicial reasoning and India’s public health commitments. 
 
Conclusion 
 
India’s approach to chemical and pharmaceutical patent applications reflects a delicate 
equilibrium in fostering innovation and addressing public health requirements. Through 
provisions like Section 3(d), India has crafted a distinctive legal standard that prevents 
unjustified patent extensions while still leaving room for novel drug discoveries to receive 
protection. Recent judicial decisions and evolving trends at the Patent Office indicate a 
growing emphasis on transparency, procedural fairness, and scientific evidence. Going 
forward, the real challenge will be to maintain this delicate equilibrium: encouraging 
pharmaceutical research and attracting global investment, without compromising affordable 
access to essential medicines. 
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