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Abstract

This research paper delves into the legal challenges and issues within the framework of Indian patent law in the context of
international intellectual property (IP) standards, particularly those established under the TRIPS Agreement and other global
frameworks. It explores the interplay between India’s domestic patent laws and its international obligations, analyzing the key
areas such as patentability criteria, compulsory licensing, and the protection of traditional knowledge M. The research also
highlights the conflicts arising from the diverse socio-economic priorities of developing nations like India and the uniformity
demanded by the global IP standards. By examining judicial precedents, legislative amendments, and policy debates, the study
aims to provide a comprehensive understanding of the gaps, compliance measures, and reforms necessary for aligning Indian
patent law with global IP norms while safeguarding national interests [4.
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Introduction

Looking at Indian patent law shows a tricky mix of local
needs and worldwide intellectual property rules. India is
trying to fit in with global agreements like the WTO and the
TRIPS Agreement. There’s a lot of work going on to fine-
tune its laws while also dealing with issues like public
health and access to technology. But, this balancing act
comes with legal problems. There are questions about what
can be patented, how to enforce laws, and the ongoing
struggle between encouraging innovation and meeting the
needs of society. Examining these points is vital. It shows
how important it is to have a strong and adaptable patent
system Bl This system should align with global rules but
also cater to India's unique situation. So, this discussion will
look into the legal challenges India faces with its patent
laws and suggest ways to improve them. The goal is to
boost innovation while also protecting the public's interests.

A. Overview of Indian Patent Law

The development of Indian patent law shows a strong legal
structure that mixes local needs and global benchmarks,
supporting economic advancement and protecting public
welfare. First introduced with the Patents Act of 1970, this
framework aimed to boost local innovation by not allowing
product patents in crucial areas like pharmaceuticals.
Changes in 1999, 2002, and 2005 brought Indian law in line
with TRIPS by allowing product patents and lengthening
patent durations. Importantly, Section 3 of the Patents Act
specifies what cannot be patented, including traditional
knowledge, which helps protect public health interests.
Legal experts state that “Section 3(p) gives protective
coverage of traditional knowledge by not allowing
inventions that are ‘in effect’ traditional knowledge to be
patented” "Section 3(p) provides defensive protection of
traditional knowledge by excluding inventions which are ‘in
effect’ traditional knowledge, from patent eligibility. The
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term ‘in effect’ in the provision ensures that there is no
circumvention of the prohibition by concealing the usage of
traditionally known components or their properties in a
claimed invention." (Madras High Court). Additionally, the
framework deals with ongoing lawsuits and outside critiques
about how well it works.

Table 1: Overview of Indian Patent Law

Total

Patents| Patent Office International
Year g?;i’:;fj Filed | Efficiency (%) | Applications (PCT)
2020] 2861 | 4275 67 844
2021] 2927 | 4178 70 931
2022|3315 | 4690 70.7 951
2023|3401 | 4800 72 1075

B. Importance of International Intellectual Property
Standards
A strong international intellectual property (IP) system is
crucial for boosting innovation and economic growth around
the world. When nations follow international IP standards,
they protect their investments. They also foster an
atmosphere for teamwork and sharing technology across
borders. This is especially important for a developing
country such as India. Here, the challenge is to balance local
needs with global demands. India's commitment to the
frameworks set by the WTO and TRIPS shows its effort to
align its patent laws with international norms. At the same
time, it is attentive to issues of public health and access for
its citizens [, A solid IP system defends these investments
and creates a legal setting for enforcing rights and offering
remedies when necessary "Innovation is risky by definition.
Most of the time it fails. So, when it succeeds you need to
have a way of recovering that investment. A robust IP
system protects those investments and provides a legal
framework for enforcing them and providing appropriate
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remedies if necessary. It enables the transfer of innovation
from lab to market. It enables collaboration with respect to
that innovation." (David Kappos). Such alignment with
global standards is essential for India to manage legal
challenges and improve its position in global innovation and
research, as highlighted in.

C. Obijectives of the research
This research
Tackles legal issues around Indian patent law. It aims to
highlight key points where domestic law meets international
intellectual property rules. First, it looks at important factors
like what can be patented and how laws are enforced. These
are crucial for fostering innovation and satisfying public
needs. The discussion delves into laws, inefficiencies in
processes, and balancing public health with corporate
interests. Notable cases, including Novartis AG v. Union of
India (2013) and Bayer v. Natco Pharma (2014), are key
examples in this context. The research also seeks to suggest
a reform plan. This plan includes policy changes, improving
capabilities, and better enforcement tactics to strengthen
India’s intellectual property system. Ultimately, these goals
emphasize the need for ongoing reform and adjustments,
especially as global norms change, as discussed in [,
D. Significance of Balancing  Domestic  and
International Interests
Navigating Indian patent law is complex. It requires
thinking about both local and global rules. India works to
follow the TRIPS Agreement from the World Trade
Organization. This effort brings challenges. The country
aims to protect public health and stimulate innovation at the
same time. A key point is patentable subject matter. For
instance, Section 3(d) shows India's attempts to stop
evergreening of patents. At the same time, it aims to support
local manufacturing, which many believe is vital for making
healthcare affordable. This dual approach creates a tricky
regulatory environment. Balancing global standards with
local economic needs is crucial. This balance is essential for
improving India’s intellectual property system. It also helps
create an atmosphere that supports innovation. By bringing
together these different interests, India can strengthen its
role as a leader in global intellectual property governance [,
This also helps ensure that technology and medicines are
accessible to its citizens.
The analysis of international applications designated to
India reveals significant implications for the countrys
intellectual property landscape and its socioeconomic
trajectory. As countries increasingly seek protection for
their innovations in thriving markets like India, the influx of
international applications has resulted in a noteworthy rise
in recorded intellectual property activity. This increase not
only fosters innovation but also enhances collaboration
between Indian entities and foreign applicants, thereby
facilitating  knowledge transfer and technological
advancement. Moreover, the examination of these
applications, particularly in the context of the COVID-19
pandemic, illustrates a shift towards prioritizing health
technologies and digital solutions. For instance, blockchain-
based initiatives for contact tracing have emerged as crucial
responses to the public health crisis, ultimately reflecting a
broader trend of leveraging international applications to
address domestic challenges ((Hao Xu et al., 2020); (Vinay
Chamola et al., 2020)). Such dynamics underscore the
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interconnectedness of global innovation while emphasizing
Indias role as a significant player in the international
intellectual property arena.

Trends in Domestic and International Applications (2015-2023)
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Fig 1: The chart depicts the trends in domestic and international
applications from 2015 to 2023. The data reveals a consistent
increase in both types of applications over the years, with domestic
applications growing significantly and international applications
also showing a notable rise, particularly in recent years

Ensuring compliance with patent law can be a complex
process, particularly in the context of Indias Rule 10
regarding proof of rights. This regulation stipulates that
individuals applying for a patent based on an assignment
must provide documented proof—such as an assignment
deed—within a six-month window from the initial
application date. For example, if a patent application is filed
in India on January 1, 2025, the applicant is required to
submit the necessary proof by June 30, 2025. This timeline
is crucial, particularly for international patent applications,
where the six-month period commences from India’s filing
date. As an illustration, if a PCT international application is
filed in India on February 15, 2025, the corresponding proof
must be provided by August 14, 2025. Adhering to this
timeline not only reinforces the legitimacy of the application
but also ensures the applicant’s rights are protected under
Indian patent law.

The time limit for responding to objections of first
examination report in accordance with the Indian patent
system is six months from the date the First Examination
Report (FER) is issued.

The extension request is upto to 3 months of extension and
it is requested using Form 4 before the 6-month period
expires.

The time period for Written submissions for oral hearing is
15 days from the date of the oral hearing.

As per Section 8(1) of the Indian Patent Act, applicants are
required to submit a statement and undertaking in Form 3,
declaring the details of foreign patent applications related to
the same invention. According to Rule 12(1A), this must be
filed within six months from the date of filing the patent
application in India.

The form 27 which is Statement of working form of patent
act asks for information about whether the patented
invention is being manufactured, sold, licensed, or imported
into India. It also asks for the value of the patented product,
and whether the public's needs have been met.

According to the revised rules, form 27 [the statement of
working of patents] has to be filed annually for every
financial year and is to be submitted within six months from
the start of the next financial year i.e. by 30" September of
the next financial year.
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In India, penalties for patent infringement and related
offenses include a fine of up to X1 lakh, or 210 lakh for
falsely representing an article as patented if the claim
continues. Failure to submit a patent working statement
attracts a fine of up to X1 lakh or 1,000 per day of non-
compliance, while submitting false information in the
statement can result in a fine of up to X5 crore or half the
total sales/turnover, whichever is less. Practicing as a Patent
Agent without registration leads to a fine of 5 lakh or
%1,000 per day of non-compliance. Making false entries in
registers or providing false evidence can result in
imprisonment of up to two years, a fine, or both, and
misusing words to imply a connection to the Patent Office
can result in imprisonment of up to six months, a fine, or
both. Violations of secrecy provisions may lead to
imprisonment of up to two years, a fine, or both.

Table 2: Compliance with Specification Guidelines in Patent
Applications
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Rule 13 of the Patents Rules, 2003, outlines the
requirements for patent specifications. Specifications,
whether provisional or complete, must be in Form 2, and
divisional applications under Section 16 must reference the
original application whereas Section 16 of the Indian Patent
Act, 1970, provides the Controller the power to give orders
pertaining to the division of a patent application.

Further applications under Section 16 can also be filed for
inventions disclosed in previous specifications. Patents of
addition under Section 54 must reference the main patent
and state how the invention improves or modifies it.
Drawings, where necessary, must comply with Rule 15 and
be detailed in the specification and claims. Unnecessary
matter must be excluded from the title, description, claims,
and drawings. Inventorship must be declared in Form 5
within one month of filing the complete specification,
except for certain international or convention applications.
Abstracts must summarize the invention concisely in not

v I‘Ote‘ll. Pff[‘f‘em App'_itcr?gons_?o”[[‘_p"a”t Compliance more than 150 words and indicate technical advancements,

ear ppFli(I:S dlons wl Gu?gg:i:wceas on Percentage main uses, and specific features. Biological deposits referred
2022 61000 48000 78.69 to in Sectioq _10(4)(ii)(A) must be mentione_d V\_/ithin three
2021 57000 43000 75.44 months of filing, or by the date of a publication request
2020 53000 39000 73.58 under Rule 24A. Rule 24A of the Patents Rules, 2003 is
2019 50000 36500 73 about the requesting of the publication of a patent
2018 46000 35000 76.09 application.

Table 3: Comparison of Rule 13 with International Patent Specification Standards
Standard Specification Requirement International Standard Specification Requirement (International)

Detailed description of the

Indian Patent Rule 13| . L . .
invention, including the claims.

TRIPS Agreement Article 29

Requires adequate disclosure to enable a person
skilled in the art to replicate the invention.

Claims should be clear and

Indian Patent Rule 13 supported by the description.

PCT Rule 5

The claims must be clear and concise, defining the
matter for which protection is sought.

Must include drawings if

Indian Patent Rule 13 .
necessary for understanding.

EU Patent Directive Article 78,

Drawings must be included if they are necessary
for the disclosure of the subject matter.

Language of the specification

Indian Patent Rule 13 must be English or Hindi.

PCT Rule 12

May be filed in one of the official languages of the
receiving office.

E. Methodology of Analysis

Examining legal matters in Indian patent law requires a
careful analysis to see if it fits with international intellectual
property rules. This means looking closely at laws, court
cases, and procedures while also considering broader social
and economic factors. For instance, Section 3 of the Patents
Act, 1970, outlines key areas that cannot be patented,
impacting innovation and the public good. Analyzing
significant court cases, like Novartis AG v. Union of India,
reveals how public health plays a big role in patent law
debates, shedding light on the conflict between innovation
and access. Additionally, reviewing how effective patent
opposition processes and compulsory licensing are can show
the difficulties in enforcing and complying with laws in a
quickly changing legal environment. Therefore, this
analytical approach highlights the importance of continuous
reforms to strengthen and adapt India's patent system while
meeting international requirements [1,

F. Structure of the Research

Writing a clear explanation is crucial for explaining the
complex legal matters in Indian patent law as they relate to
worldwide intellectual property (IP) standards. The research
starts with an introduction that discusses how Indian law
connects with global IP standards, paving the way for
deeper discussions. After the introduction, a historical
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overview provides context on the development of Indian
patent law, from colonial days to changes made after
independence. It then shifts into specific sections on key
legal topics like patentability, enforcement, and compulsory
licensing. Each section uses relevant case law to highlight
the difficulties that practitioners encounter. The research
also includes suggestions for policy, procedural, and
training improvements to tackle the identified problems. By
following this organized method, the research emphasizes
the ongoing need for reform in the legal system to balance
innovation and societal needs within India's patent system.

Historical Overview of Indian Patent Law

The history of Indian patent law shows a clear path
influenced by colonial rule and reforms after independence
to meet global standards. The early system started with the
Patents Act of 1856. This was updated into the Indian
Patents and Designs Act of 1911, creating a basic setup for
protecting intellectual property. But then, the major change
came with the Patents Act of 1970. This act aimed to
encourage local innovation and didn’t allow product patents
in key sectors like pharmaceuticals. Later changes in 1999,
2002, and 2005 made adjustments to include TRIPS-
compliant rules. This meant allowing product patents and
extending patent terms . These updates showed India’s
effort to align its patent laws with international requirements
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while also trying to safeguard public health and support
local businesses. Overall, the history of patent law in India
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highlights the ongoing struggle to balance domestic interests
with global responsibilities I,

Third Amendment

Second Amendment

First Amendment

Enactment of Patents Act

Consolidation into Indian Patents and Designs Act

Introduction of Patents Act

Key Events in Patent Law History in India

Year

Fig 2: The chart depicts the key events in the history of patent law in India, illustrating significant milestones from the introduction of the
Patents Act in 1856 to subsequent amendments aimed at aligning with international standards. Each event is marked along the timeline,
showecasing the evolution of intellectual property protection in the country

A. Colonial Era and Initial Framework

When looking back at the history of Indian patent law, one
sees a lot of colonial impact mixed with changes that
formed the initial system. This legal framework started with
the Patents Act of 1856, which was created under British
colonial oversight. It mainly aimed to protect the interests of
foreign inventors. Then, this was organized further into the
Indian Patents and Designs Act of 1911, which clarified
patent protections as India’s industrial scene expanded.
After gaining independence, the Patents Act of 1970
brought significant changes [°. It focused on boosting
domestic innovation by leaving out product patents in key
areas like pharmaceuticals. These changes show a constant
evolution trying to balance international standards with local
public health needs. This is clear with the updates made to
follow the TRIPS Agreement.

B. Development of the Patents Act, 1970

The Patents Act came to life in 1970. This was a big change
for India and its view on intellectual property. The goal was
clear: boost local innovation and tackle global standards. At
that time, India was looking to grow economically after
colonial rule. The law smartly did not include product
patents in key areas, like medicine, keeping public health as
the top priority in patent laws. This choice aimed to break
down monopolies that could make essential medicines hard
to get. It was also the start of several legal disputes linked to
the Act, with Section 3(k) being particularly notable. This
section restricts patents on software and algorithms.
According to Section 3(k) of the Indian Patent Act, 1970,
things like mathematical methods, business methods, and
computer programs cannot be patented "Section 3(k) Indian
Patent Act, 1970 all mathematical methods, business
methods, algorithms and computer programs ‘per se’ are
excluded from the scope of patent protection. Although the
statute was designed to prohibit monopoly over abstract
ideas and ensure free availability of basic knowledge, it has
only recently come to be realized that the extreme
interpretation of Section 3(k) is now fundamentally
thwarting Al-driven innovations." (Anonymous (Times of
India Blog)). So, while the 1970 Act met national needs, its
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growth in the global intellectual property world is still
complicated and continues to develop, as seen in.
Table: Key Provisions of the Patents Act, 1970

C. Amendments Post-TRIPS Agreement

The adjustment of Indian patent law to fit international
standards after the TRIPS Agreement shows a big change in
intellectual property. Before, the Patents Act of 1970
worked to support local innovation by limiting product
patents, mainly in the pharma sector. But changes made in
1999, 2002, and 2005 forced India to take a more global
perspective. Now, product patents are enforced across all
technology areas. This change highlights that TRIPS
required India to make significant updates to its intellectual
property laws, which now demand product patents in all
tech fields "Further TRIPS necessitated major overhauling
of the intellectual property laws of India which insisted on
product patents in all fields of technology." (Vikram
Choudhary) [*4, These legal changes have led to discussions
about finding a balance between protecting public health,
ensuring that essential medicines are accessible, and
meeting international commitments under the TRIPS
Agreement. As India continues to deal with these
challenges, it’s crucial to tackle issues like what can be
patented and the use of compulsory licensing while aligning
its local laws with ever-changing global standards [*2,
Table: Amendments Post-TRIPS Agreement in Indian
Patent Law

D. Impact of Globalization on Patent Law

The merging of international trade and local laws has
increased globalization's impact on patent law, especially in
India. As India updates its patent laws to meet WTO and
TRIPS standards, it faces a tough challenge. The nation
must support innovation while also protecting public health.
The changes made to the Patents Act in the late 1990s and
early 2000s, designed to fit international requirements, led
to serious discussions about their effects on access to vital
medicines in India. This brings to light issues like
evergreening and high drug costs. It is clear that we need
rules that can balance global standards with local needs.
Landmark cases like Novartis AG v. Union of India show
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how vital public health is in patent law. Therefore,
globalization is changing the legal scene, pushing India to
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develop careful strategies to handle these challenges
effectively (3,

Timeline of Significant Developments in Indian Patent Law

L] L] L] L]

on Fabetinb Erpeiting §odetace Paent Revsngiec hanisms

2000 2005

2010

Year

2015 2020 2025

Fig 3: The chart depicts a timeline of significant developments in Indian Patent Law from 1999 to 2023. Each event highlights key
milestones, such as the implementation of the TRIPS Agreement, amendments to patent laws, and landmark legal cases. The annotations
provide insights into the evolving focus on balancing patent rights with public health needs. This visual representation emphasizes the
progress and ongoing discussions regarding equitable access to medicines in India

An international application designating India under the
Patent Cooperation Treaty (PCT) can be filed using Form 1,
incorporating amendments under Articles 19 or 34 of the
Treaty. For instance, if an applicant files a PCT application
designating India, they must pay the national fee and, if the
application is not in English, submit an English translation
(covering the description, claims, drawings, abstract, and
any amendments) within 31 months from the priority date.
If the applicant requests early processing using Form 18,
examination can start before the 31-month limit. Failure to
submit required translations of amended claims, even after
being invited by the Patent Office, will result in those
amendments being disregarded during further processing.
Applicants are encouraged to use prescribed forms from the
Second Schedule for compliance.

An international application must be filed with the
appropriate office in triplicate in English or Hindi, along
with the required fees as specified in the regulations, First
Schedule, and Fifth Schedule. For instance, if an applicant

files an international application with only one copy instead
of three, the office will prepare the additional two copies
upon payment of the specified fee. If the applicant later
requests a certified copy of the priority document, the office
will prepare and transmit it to the International Bureau upon
payment of the required fee, while notifying the applicant
and the Patent Office, Delhi branch.

Applications filed domestically in a year are grouped into a
series identified by that year (e.g., 2025). However,
applications corresponding to international filings (e.g.,
under the PCT) where India is designated are recorded in a
separate series, distinct from domestic applications, but still
identified by the year of filing in India. For example, if a
domestic application is filed in 2025, it belongs to the 2025
series of domestic filings, whereas an international
application with a corresponding Indian filing in 2025
belongs to a separate 2025 series specifically for
international applications.

Table 4: Requirements for Patent Specifications in India.

Requirement

Description

Reference

Title of Invention

A clear and concise title that reflects the nature of the invention.

Patent Rules, India

Field of Invention

A brief statement about the technical field to which the invention pertains.

Patent Rules, India

Background of the Invention

An explanation of the problem to be solved and prior art references.

Patent Rules, India

Summary of the Invention

A brief overview of the invention and its advantages.

Patent Rules, India

Detailed Description

Complete and detailed disclosure of the invention including examples and drawings.

Patent Rules, India

Claims Clearly defined claims that outline the scope of the invention's protection. Patent Rules, India
Abstract A summary of the disclosure that allows for quick understanding of the invention. | Patent Rules, India
Table 5: Comparison of Multiple Aspects of different countries
Aspect India us EU Japan
Patent Duration 20 years from the filing date | 20 years from the filing date 20 years fg;?; the filing | 20 years fg;?; the filing

Patentable Subject

Process, product, and

Process, machine, manufacture,

Inventions requiring an

Inventions that have a

Matter improvement thereof or composition of matter industrial application practical utility
Requirement of  |Requirement to work patent in . . . . No explicit working
. ) No working requirement No working requirement .
Working India requirement
Opposition Provisions Pre-Grant and_ I?ost-Grant No formal opposition process Opposmop procedure No formal opposition
Opposition available process

Compulsory Licensing

Yes, under certain conditions

Limited scenarios under public
health considerations

Restricted, varies by
member state

Yes, but rarely used

22
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E. Evolution of Patent Law in to
Technological Advances
Tech keeps changing things. So, patent law has to change
too. It’s crucial to find a balance between new ideas and
legal safety. In India, the Patents Act of 1970 was set up to
boost local innovation. But it left out some important
product patents, like those in the drug industry. Changes
came, especially with the TRIPS Agreement, in 1999, 2002,
and 2005. These changes made the patent system stronger
for new tech areas, like biotech and software. Still, there are
problems. Section 3(d) is one big issue. It restricts patents
unless something shows better effectiveness. Many see this
as a roadblock to progress. The Novartis AG vs. Union of
India case highlights this struggle. It shows that patent laws
must keep evolving. We need laws that support tech

advances while also taking care of public health in India [,

Response

F. Current State of Indian Patent Law

The development of Indian patent law has been heavily
shaped by the need to align with international intellectual
property standards while tackling important local issues.
This tricky area includes key legal rules, like Sections 3(d)
and 3(K) of the Patents Act. These sections limit patenting to
stop problems like evergreening and restrict the patenting of
simple algorithms. Such rules are crucial to find a balance
between innovation and public health. A significant
example is the famous case of Novartis AG v. Union of
India (2013). This case supported Section 3(d) and showed
how the law helps maintain access to key medicines. As
stated in "Under this clause of the Act, it considers an
invention to be new if the originator has not published or
even used it anywhere in India or even anywhere in the
world at the time of the application for a patent.", “Under
this clause of the Act, it considers an invention to be new if
the originator has not published or even used it anywhere in
India or even anywhere in the world at the time of the
application for a patent.” Furthermore, highlights the need
for ongoing reforms to manage the conflicts between patent
protection and public needs, showing India’s dedication to

enhancing its patent system even under global observation
[15]

Patentable Subject Matter

The legal scene about what can be patented in India
connects closely to public health and the push for
innovation. A key part of this discussion is Section 3 of the
Patents Act, 1970. This section keeps certain inventions
from being patented. The aim? To stop abuse and
evergreening, especially in pharmaceuticals. A notable case
is Novartis AG v. Union of India (2013). The Supreme
Court sided with these exclusions, putting public health
ahead of company profits. But there are real issues with the
clash between tech growth and rules. Section 3(d) gets a lot
of international criticism for making it tough to get patents
in biotech and computer fields. In the case of Ferid Allani v.
Union of India (2020), the ruling hints at a more careful way
forward. It allows patents for inventions that show real
technical progress, trying to strike a balance between
innovation, public good, and global standards. In the end,
careful policy changes and judicial decisions are needed to
handle the tricky area of patentable subject matter in India.

23
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A. Statutory Provisions under the Patents Act, 1970

In the changing scene of Indian patent law, the Statutory
Provisions in the Patents Act of 1970 hold a key place in the
discussion between local needs and global intellectual
property rules. Section 3 is particularly important. It outlines
key exclusions for what can be patented. Sections 3(d) and
3(k) are notable here. They work to stop evergreening and
keep computer programs out of patenting. This careful
distinction shows India’s aim to balance innovation and
public health. A prime example is the case of Novartis AG
v. Union of India (2013). It backed Section 3(d) to maintain
access to medicines in the context of patent law. Still, there
are ongoing criticisms about these rules. Concerns focus on
their effects on foreign investment and technology growth.
This unveils a complicated relationship between legal rules
and socio-economic needs. In the end, the statutory
provisions need to adapt. They should align better with
global norms while protecting local interests as well (28],

A. Challenges in Defining Patentable Inventions
Navigating the complex world of patent eligibility is quite
challenging, especially in Indian patent law compared to
global standards. Indian law, specifically Section 3(d) of the
Patents Act, sets strict rules to avoid evergreening of
patents. It requires that new forms of known substances
demonstrate significant efficacy. This is crucial for public
health but raises worries internationally. Critics say it limits
pharmaceutical innovation. Adding to the confusion,
Section 3(k) excludes computer programs and algorithms
from patent eligibility. This makes it hard to assess
inventions related to computers. As legal discussions
evolve, it's clear that we need a clear framework to tackle
these uncertainties. “The technical effect test is usually used
to see if a CRI counts as ‘algorithm’ "The technical effect
test is typically used to determine whether a CRI falls within
or outside the purview of ‘algorithm’. However, the lack of
a clear, standardized definition of what constitutes an
‘algorithm’ in the context of Indian patent law creates
uncertainty for patent applicants, particularly in the field of
CRL." (Authors from Lakshmikumaran & Sridharan
Attorneys (Senior Associate and Partners)), but the lack of
clear definitions only increases the confusion in patent
applications.

B. International Criticism of Section 3(d)

The issues around Section 3(d) of the Indian Patents Act
have drawn a lot of international backlash. This mainly
comes from big pharmaceutical companies and legal
experts. This section says that new versions of known
substances must show a big improvement in effectiveness to
get a patent. Many see this as too strict. Critics say it blocks
patent protection and hinders innovation, especially in
important areas like medicine, where small improvements
can make a big difference in health outcomes. Indeed,
Section 3(d) has faced strong criticism, particularly from
those in the pharmaceutical sector "Section 3(d) of the
Indian Patent Act has been a subject of intense debate and
criticism, particularly from the pharmaceutical industry. It is
argued that this section restricts the patentability of new
forms of known substances, which can hinder innovation
and limit the availability of new drugs." (Chinmay Harsh
Karn). This tricky part of Indian law shows the ongoing
challenge of finding a balance between public health needs
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and global intellectual property rules. This balance is made
more complex by India’s commitment to TRIPS 7],

C. Case Law Analysis: Novartis AG v. Union of India
The key ruling in “Novartis AG v. Union of India” is a
major example. It shows how Indian patent law deals with
the tricky balance between global intellectual property rules
and health issues. The Supreme Court said no to Novartis's
patent for Glivec, a cancer drug. This highlighted the
importance of Section 3(d) of the Patents Act. This section
works to stop evergreening by asking for strong proof of
better efficacy for new versions of known drugs. This ruling
boosted the legal framework that focuses on making
essential medicines accessible. It also brought attention to
ongoing global discussions about patent protections and
their effects on drug innovation. Moreover, the case
revealed the difficulties that multinational companies face in
India’s complex patent system. They must find a way to
meet TRIPS obligations while also considering local needs
for public health and affordable medicine 11,

D. Case Law Analysis: Ferid Allani v. Union of India

Recent changes in Indian patent law show a close look at
global intellectual property rules. A key example is the case
of Ferid Allani v. Union of India (2020). This important
ruling opened the door for patents on computer-related
inventions, as long as they showed real technical progress. It
highlights the need to balance innovation in the fast-
growing tech sector with Indian law requirements,
especially Section 3(k) of the Patents Act. This section has
historically kept computer programs out of patent eligibility.
These legal interpretations are crucial, especially as
software and Al gain more importance in world markets.
Also, this case relates to earlier cases like Novartis AG v.
Union of India (2013). This earlier case emphasized the
need for public health protections but received international
attention regarding India’s patent rules. Through these
cases, it becomes clear that there is a push to align Indian
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patent law with global norms while still protecting local
interests 9,

E. Balancing Innovation and Public Health Concerns

Navigating the complex world of patent law is tricky. It
requires a careful balance between encouraging new ideas
and addressing health issues. As India updates its patent
laws to meet global standards, it faces a tough challenge. It
must make sure essential medicines are affordable while
also supporting local innovation. The Patents Act has
important rules, especially Section 3(d). This section helps
prevent “evergreening.” It makes sure that only real medical
breakthroughs can get a patent. This is key to stopping
monopolies that can limit access to drugs. The Supreme
Court’s decision in the Novartis AG v. Union of India case
showed this, denying a patent on Glivec due to public health
concerns. Therefore, India's legal system has to keep
changing to make sure “the realization of access to
medicines depends heavily on the legal framework for the
production and distribution of medicines” (Correa et al.).

Patent Opposition Mechanisms

Indian patent law is complex. Its opposition mechanisms
aim to balance innovation and public good. These include
pre-grant (Section 25(1)) and post-grant (Section 25(2))
opposition provisions. They let stakeholders challenge
patents before or right after they're granted. Still, these
systems face criticism. They can be misused, especially in
pre-grant cases. Some use them to delay patenting. This
causes procedural inefficiencies. It stretches out litigation
and harms public interests. Examples are seen in UCB
Farchim SA v. Cipla Ltd. (2010) and Mylan Laboratories
Ltd. v. Union of India (2021). Reforms are needed now.
International commitments under frameworks like TRIPS
demand it. We must recalibrate these opposition

mechanisms to support both innovation and access rights
[20]

Table 6: Patent Opposition Mechanisms in India

Year Number_of Opposition_Cases Successful_Oppositions Percentage Successful
2021 120 45 37.5

2022 135 50 37

2023 140 60 42.9

A. Overview of Pre-grant and Post-grant Opposition

In Indian patent law, the opposition systems are very
important. They help keep the patent system honest and
encourage public involvement. There are two main types:
pre-grant opposition from Section 25(1) and post-grant
opposition from Section 25(2) of the Patents Act, 1970. But
there are problems. Especially in the pre-grant stage, people
or companies might misuse the opposition process to slow
down real patent grants Y. This can hurt innovation
negatively. For instance, UCB Farchim SA v. Cipla Ltd.
shows how the system can fail and hurt public interest. By
improving these opposition processes and adding penalties
for pointless challenges, India can strengthen its patent laws.
This would help align them with global intellectual property
standards, while also respecting the rights of patent owners
and the needs of society.
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B. Issues of misuse in patent opposition

In Indian patent law, the ways to oppose patents are
becoming a big issue for legal disputes. These mechanisms,
especially pre-grant opposition, aim to thoroughly check
patent applications ?2, However, some folks misuse them to
delay patents. This delay can harm innovation and the
public good, as long fights can hinder technology progress
that should help society. For example, in the case of UCB
Farchim SA v. Cipla Ltd. (2010), we see how opponents can
manipulate the rules for delays instead of real legal worries.
Also, the process has inefficiencies that may help bigger
companies with more resources, which can hurt the fair
operation of the patent system. Fixing these issues is crucial
to bring Indian patent law in line with global intellectual
property standards, helping to create a space for true
innovation 23,
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Table 7: Patent opposition misuse statistics

Year | Total Patent Applications | Opposition Filed | Opposition Success Rate (%6) Key Reasons for Opposition

2020 55000 1200 25 Non-Disclosure, Lack of Novelty
2021 58000 1500 30 Improper Claims, Pre-existing Technology
2022 60000 1800 28 Fraudulent Claims, Lack of Inventiveness
2023 62000 2000 22 Prior Art, Errors in Filing

C. Procedural Inefficiencies in Opposition Mechanisms
The details of patent opposition methods in India shows big
problems with procedures that can slow down justice in the
realm of intellectual property. There are rules for pre-grant
and post-grant opposition to encourage careful checks, but
these rules often get misused, resulting in delays for patent
approvals. A key example is UCB Farchim SA v. Cipla Ltd.
(2010), which showed how misuse of the system can block
innovation by dragging out legal battles over important drug
developments. Such delays hurt patent seekers and can also
harm public health, as seen in Mylan Laboratories Ltd. v.
Union of India (2021), where long opposition processes
made it hard for people to get life-saving drugs. It’s
essential to fix these problems by making processes simpler
and setting strict time limits. This would help align Indian
patent laws with international practices while supporting
innovation and public health 24,

D. Case Law Analysis: UCB Farchim SA v. Cipla Ltd.
The case of UCB Farchim SA v. Cipla Ltd. shows the
complexities of India's patent law. Here, the pre-grant
opposition process was closely examined. This case
revealed serious procedural issues during the patent
opposition. It emphasizes the conflict between patent rights
and the risk of blocking legal actions. The court pointed out
the inappropriate use of pre-grant opposition to stall patent
approvals. This raises crucial questions about how to
balance innovation protection with the need for quick access
to low-cost medicines. The effects of this ruling go beyond
just this case. They highlight ongoing problems in India's
patent system, especially in enforcing global IP standards
with local priorities. In summary, UCB Farchim SA v. Cipla
Ltd. is key for anyone trying to grasp the legal framework of
Indian patent law (Parliament of India).

E. Case Law Analysis: Mylan Laboratories Ltd. v.
Union of India

The case of Mylan Laboratories Ltd. v. Union of India
(2021) really shows how complicated patent law and public
health issues are in India. Here, the court looked at how
delays from opposition proceedings made it hard for people
to get important medicines. This highlights a bigger problem
in the Indian patent system: the need for quick patent
approvals versus the necessity of protecting public welfare.
The case reveals serious problems in how patent oppositions
work. For example, pre-grant opposition is often misused,
which can hurt innovation and make it harder for people to
access affordable drugs. This situation shows a big
challenge in Indian patent law: finding a balance between
global intellectual property rules and the urgent need to
protect public health. Access to medical advancements is
key for the country’s socio-economic goals [2°],

F. Recommendations for
Processes

To make the patent opposition processes work better, some

important points need attention. First, we should try to cut

down on silly pre-grant oppositions. This could be done by

Improving  Opposition
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adding penalties for misuse, which would help stop delays
caused by tactics that don’t really mean anything. Next,
setting firm deadlines for both pre-grant and post-grant
actions can help speed things up. This helps ease the strain
of long battles, especially in light of issues mentioned in
cases like UCB Farchim SA v. Cipla Ltd. (2010) and Mylan
Laboratories Ltd. v. Union of India (2021). These cases
show how procedural tricks can hurt the public good. Also,
boosting the skills and numbers of patent examiners will
make the process more efficient and precise 8. This
combination helps improve the overall working of the patent
office. By doing this, we can greatly better the integrity and
function of India's patent system. This ensures it lines up
more closely with worldwide standards for intellectual
property, as noted in.

Table 8: Patent Opposition Procedure Metrics

Opposition | Opposition Average Success
Year - Resolution
Cases Filed |Cases Resolved | . Rate (%)
Time (months)
2021 150 100 14 67
2022 180 130 12 72
2023 200 160 11 80

Patent Enforcement and Infringement

The challenges of patent enforcement and infringement are
big in Indian patent law. This is especially true when
compared to international intellectual property standards.
One major issue is the long delays in litigation. These delays
prevent swift justice and can hurt the rights of patent
holders. There are also problems with issuing interim
injunctions. This is a tough balance, especially when public
health is involved. Cases like Roche v. Cipla (2008) and
Monsanto v. Nuziveedu Seeds (2018) show that public
welfare can be prioritized over strict patent rights. Such
decisions highlight the need for careful methods of
enforcement. We must respect legal protections while
addressing society's needs. Considering these complexities,
points out that reforms need to happen. They should aim to
set up systems that not only safeguard innovations but also
consider public interests properly.

A. Challenges in Patent Litigation and Enforcement

The complex link between patent lawsuits and how they are
enforced in India shows bigger issues about aligning local
laws with global intellectual property rules. The country
tries to safeguard innovation while also looking out for
public interest, but problems occur. Long legal battles and
mixed results in court make things worse. For example,
“these systems are scattered and often fail to tackle trade
secret protection challenges, showing how tough it is to
keep competitive balance among businesses. Plus, the
enforcement system lacks clarity and efficiency, causing
delays that hurt legitimate patent rights. This situation
damages investor trust and hampers innovation at home 71,
On top of that, dealing with international agreements like
TRIPS adds more problems, making compliance and
enforcement even harder. So, fixing these issues is crucial
for developing a fair and efficient patent system in India.
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Fig 4: The chart illustrates key events in the realm of intellectual property rights in India from 2011 to 2023. Each event is presented
alongside its corresponding year, providing a timeline of significant developments in the country's IP landscape. The descriptions of each
event offer a brief insight into their impact and context, highlighting milestones such as the introduction of the National IPR Policy and the
implementation of online patent filing, as well as challenges encountered, such as the setback in trade secret legislation and the increase in
patent infringement cases.

B. Conflicts in Granting Interim Injunctions

Patent rights and public welfare often collide in the tricky
world of interim injunctions. Courts face tough choices. In
India, judges must balance patent holders' rights with the
needs of society, particularly regarding vital medicines. A
key example is Roche v. Cipla (2008), where an interim
injunction was denied because of public health issues. This
decision showed the courts aiming to emphasize access over
exclusive rights. Likewise, in Monsanto v. Nuziveedu Seeds
(2018), the debate over patent enforcement versus public
interest was evident. These cases highlight the urgent need
for clear guidelines on interim injunctions. We must align
legal principles with global intellectual property rules. This
can help ensure fair access to innovations while still
motivating progress in pharma and agriculture [?8],
Organizations should address these conflicts to build a legal
framework that honors both innovation and public welfare.

C. Case Law Analysis: Roche v. Cipla

The Roche v. Cipla case (2008) is important for
understanding patent law and public health in India. In this
key ruling, the Indian courts turned down Roche's plea for
an interim injunction to stop Cipla from making a generic
version of the cancer drug Tarceva. This decision
highlighted the need to balance patent rights with the critical
need for public health access. It showed that enforcing
patents shouldn’t hurt public welfare, linking to Section 3(d)
of the Patents Act, which aims to stop the evergreening of
patents and promote access to low-cost medicines 2%, This
case has significantly influenced later rulings that seek to
balance innovation in pharmaceuticals with the needs of
society. It showcases India's unique role in global
intellectual property matters.

D. Case Law Analysis: Monsanto v. Nuziveedu Seeds

In the wider scope of Indian patent law’s fit with global
standards, the case of Monsanto v. Nuziveedu Seeds stands
out as an important legal point. This decision highlighted
the clash between the interests of big businesses and the
needs of the public, especially in biotechnology. The court’s
choice pushed for a balanced view, stressing that patent
rights should not take precedence over farmers' and local
communities’ right to crucial agricultural resources. It
pointed to Section 3(d) of the Patents Act, which deals with

26

stopping evergreening. The ruling aimed to make sure that
patents related to genetically modified crops from
companies like Monsanto do not block innovation or public
health goals %, The effects of this case go beyond its legal
significance, contributing to ongoing discussions about how
sustainable and fair patent systems are in India, particularly
regarding the need to follow international intellectual
property regulations.

E. The Role of Courts in Balancing Rights and Public
Interest

Judicial interpretation is key in balancing individual rights
with public interests, especially in patent law. In India,
courts actively interpret the Patents Act. They do this to
make sure patent protections don't block essential medicines
and technology access. This shows that intellectual property
must meet societal needs. A significant example is the
Novartis AG v. Union of India (2013) case. Here, the
Supreme Court upheld Section 3(d), protecting public health
by denying a cancer drug patent. This highlights the
judiciary’s dedication to balancing innovation and public
welfare. As India faces international TRIPS Agreement
standards, the judiciary's role is crucial B They help
manage the tension between protecting intellectual property
rights and ensuring equitable access to healthcare and
technology.

F. Suggestions for Enforcement

Mechanisms

A thorough method for boosting enforcement in Indian
patent law is key. It helps innovation while keeping in line
with global intellectual property standards. To make this
work, we need to look closely at the current system,
especially monitoring Section 146. This section requires
patent owners to reveal the status of their patents. Knowing
how patents are actually used is really important. If we
impose tough penalties for not sharing or misrepresenting
this crucial data, it could push patent owners to be more
accountable and transparent. Next, we need clear guidelines
for granting injunctions. This ensures we consider both
public health issues and patent rights fairly 4. A good
example is the Roche v. Cipla case. It highlighted how
public interest matters in patent law, showing that we can
protect public health without stifling innovation. However,

Strengthening
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the draft bill overlooks some information that might not
seem valuable now but could be critical later "The draft bill
does not take into account information that may presently
not have commercial value but is capable of such in the
future." (Neel Mason). This gap is significant. We need
flexible and forward-thinking enforcement strategies that
not only defend patent owners' rights but also tackle wider
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social needs as they change. Lastly, involving different
groups—Ilike patent holders, public health advocates, and
policymakers—in reviewing these enforcement measures
could greatly improve their effectiveness. This teamwork is
essential for making sure the enforcement systems stay
relevant and capable of facing today’s and tomorrow's
challenges.
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Evaluation of Public Interest in Landmark Cases
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Fig 5: The chart illustrates key events in patent law reform from 2024 to 2029. Each event is represented along the vertical axis, while the
horizontal axis shows the respective years in which these events are planned to occur. The layout ensures clarity and readability, making it
easy for the audience to understand the timeline of significant legislative changes regarding patent regulations

1. Importance of with  International
Standards
Navigating the tricky landscape of international intellectual
property (IP) rules is very important for countries like India.
They deal with many legal problems in their patent systems.
Following these rules helps create a space that encourages
innovation and draws in foreign investments, which are vital
for economic progress 31, As India seeks to bring its laws in
line with global standards like the TRIPS Agreement, it
faces the challenge of finding a balance. This balance is

between encouraging local innovation and sticking to

Aligning

international commitments. The changes being made are
meant to modernize the patent system. They show that India
is serious about aligning its patent practices with global
benchmarks. The goal is simple: boost innovation, attract
foreign cash, and support economic development "These
reforms align India's patent system with international
standards and aim to enhance innovation, attract foreign
investment, and support economic growth." (Intellectual
Property Helpdesk). By adopting, India can tackle the legal
issues within its patent laws and stand out as a strong player
on the worldwide intellectual property stage.

Increased Foreign Direct Investment in IP

Establishment of IP Awareness Programs

Launch of National Intellectual Property Policy

Events
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Fig 6: The chart illustrates the timeline of key events in the development of intellectual property policies in India from 2011 to 2023. Each
bar represents a significant event, along with a brief description, showcasing the progression and ongoing reforms to enhance the patent
system and promote innovation

2. Need for Continuous Reforms in Patent Law

Patent law in India is complicated. There’s a real need for
reforms that fit domestic needs and global standards. India
has commitments under the TRIPS Agreement B¢, This
creates a tough situation. Balancing innovation with public
health is now very important. Section 3(d) of the Patents
Act, 1970, tries to stop evergreening. However, it has faced

27

international backlash. Critics say it makes it harder to
protect patents in biotech and pharmaceuticals. The court
case Novartis AG v. Union of India (2013) shows the
judiciary's attempt to put public health first amid these
issues. Still, it highlights the unclear criteria for patentability
and opposition processes. To address these problems, we
need more than just legal changes. We must also focus on
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big reforms. This includes making the patent office work
better, improving how we enforce laws, and encouraging a
supportive environment for innovation that aids national
growth. Only then can we create a more flexible legal
system.

3. Potential impact of proposed suggestions

Dealing with Indian patent law is tricky but can really help
boost innovation at home and keep up with global standards.
By making some changes, like updating what counts as
patentable and creating better protections for trade secrets,
India could make its patent system smoother 71, This would
help find a good balance between what the public needs and
what private companies want. For instance, tweaking
Section 3(d) might ease some of the global criticism while
encouraging growth in biotech. Plus, speeding up patent
cases through special courts could cut down on legal delays.
This would help startups and Micro, Small, and Medium
Enterprises (MSMES) manage legal matters more easily. All
these changes would not only bring India closer to
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international intellectual property norms but also boost the
local innovation scene. In the end, this helps strengthen
India's stance on the global intellectual property stage.

4. Future directions for indian patent law

The landscape of Indian patent law is set to change. The
country is trying to balance its needs with international
intellectual property (IP) requirements. India is dealing with
the challenges from the TRIPS Agreement. Future changes
may lead to a legal framework that can adjust to new
technology and keep public health concerns in focus.
Revising Section 3(d) to clarify what enhanced efficacy
means might help reduce global criticism. This could also
boost local innovation in biotech and pharmaceuticals.
Improving how patent offices work and creating simpler
opposition processes, as noted in, is crucial for cutting down
procedural delays 8. In the end, India needs an approach
that values both innovation and the public’s interest to stay
competitive and follow worldwide IP standards.

Events

Fig 7: The chart illustrates key patent-related events from 2024 to 2029. It displays a horizontal bar chart with the years on the vertical axis
and significant events on the horizontal axis. Each event is accompanied by a brief description, providing context and highlighting their
importance in relation to patent reforms and innovations. The clear layout and annotations enhance readability, making it accessible for the
audience

(Courtesy: Google)
5. Final Thoughts on Balancing Innovation and Public
Welfare

Dealing with the tricky world of intellectual property rights,
especially in Indian patent law, requires a careful balance.
It's about encouraging innovation while also keeping the
public's good in mind. As India works to align its laws with
global standards, it’s important to focus on making things
accessible and affordable—especially in healthcare and
technology. Compulsory licensing is a key part of this.
Sometimes, big multinational companies don’t like it, but
it’s really important for making sure people can access
essential medicines and innovations [B%. Also, policy
changes that clarify what can be patented and better protect
trade secrets could help India foster creativity and tech
growth. In the end, sticking to ongoing improvements in
laws and how they're enforced will not only make India's
patent system better but also support the wider aim of
enhancing public welfare in a changing global world [0,

Conclusion
The complex world of Indian patent law shows a blend of
international intellectual property rules and local needs,
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creating a space that supports innovation. India tackles
issues like what can be patented, how to enforce patents,
and the changing needs of public health. This has led to a
system that is flexible and strong 2%, However, as noted in,
there are still challenges that call for ongoing changes to
make the system more effective. The suggested model for
improvement takes a wide approach, focusing on policy
changes, making processes faster, and building skills. These
plans aim to ensure that India's patent laws meet global
standards while also supporting local stakeholders, thus
ensuring fair access to technology and innovation. By
putting these strategies into action, India can strengthen its
role as a key player in the global realm of intellectual
property while balancing public well-being with business
interests.
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