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PHARMACEUTICAL INDUSTRY PATENTING SYSTEM
In spite of the fact that it operates under rigorous price-related rivalry and government price
regulations, the pharmaceutical sector in India is a technologically advanced industry that has
shown signs of expansion over the course of the previous three decades. It would be
beneficial to undertake a concise analysis of the primary regulation and the economics of
patents6é in order to gain an understanding of the concerns that are related to the
pharmaceutical business. A patent is a particular privilege that is awarded to the creator of an
invention, allowing them to construct, manufacture, employ, and advertise the creation,
provided that the innovation satisfies certain conditions that are defined in the law. There are
certain selective rights that state that the innovation cannot be used, manufactured, marketed,
or manufactured by anyone else without the consent of the patent holder. With the exception
of the fact that it can be transferred, the patent in India is only valid for a period of twenty
years and cannot be renewed. A country is able to create and advertise an innovation in that
country that is connected with protected data lines when the patent is designated in that
country. Additionally, organisations are able to supply the significance associated with the
profits of their finances in research and development when the patent is designated in that
country. Additionally, many nations in the southern regions of the world have struggled to
make patents available for pharmaceutical products. This is occurring at the same time that

patenting in the pharmaceutical business is becoming more commonplace in the northern

portions of the world. 2

Patents that are primarily concerned with treatments for medical conditions are known as

pharmaceutical patents. The active medications, innovative formulations, and strategies that
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are utilised are all included in it. >As a result of the fact that public health has always been at
the forefront of any government's concerns, a significant amount of attention is placed on the
availability of pharmaceuticals, which in turn leads to an increase in the price that society is
ready to pay for that drug. This issue has been resolved as a result of the contract on Trade-
Related Aspects of Intellectual Property Rights, which ensured that a blanket period of
twenty years would be in place. The concept of compulsory licencing was also introduced as
a result of this contract, which was draughted with the understanding that it is essential for
pharmaceuticals to be accessible in regions that are experiencing growth. Therefore, patent
protection for drugs is a prime example of changing the period of the patent while

simultaneously making it accessible to the public. 4

PATENT INFRINGEMENT

Ever since the beginning of time, there have been rules in place to safeguard intellectual
property. These statutes have been draughted with the intention of safeguarding the rights of
innovators with regard to their creations. The majority of nations have, via a variety of
legislation laws, acknowledged and safeguarded the economic and moral rights of the
inventor in relation to their inventions. Innovation, creativity, and the dissemination of
information for the benefit of society and the application of its results for the economic and
social growth of mankind are the goals of such rights. These rights are intended to promote
innovation, creativity, and the dissemination of knowledge. °

When someone uses, manufactures, sells, or imports a patented invention without the
authorisation of the patent owner, this is considered to be an instance of patent infringement.
Because it undermines the rights of patent owners and inventors and hinders innovation, this
IS a major concern that has to be addressed. It is essential to protect intellectual property

rights through patent laws in order to encourage creative thinking and to recognise and

reward innovators for the contributions they make to contemporary society.

The fundamental piece of legislation that governs patents in India is considered to be the
Patents Act, 19701. Additionally, it establishes means for the enforcement of patent holders'

rights, as well as explains the rights and obligations of patent holders. Section 48, parts 104 to

3 Ibid
41d 63
°B BLohray and Kaushik Banerjee, “Contributory Patent Infringement and the Pharmaceutical Industry” 8
Journal of Intellectual Property Rights 302-311 (2003).
®Divya Dubey, “Patent Infringement in India: Recent Case Studies and Legal Updates”, De Penning and De
Penning, May 21, 2024, available at: https://depenning.com/blog/patent-infringement-in-india-recent-case-
studies-and-legal-updates/ (last visited on Mar. 5, 2025).
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111, and Sections 113 to 115 of the Patents Act of 1970 are among the most important parts

that pertain to infringement’. The patent holder is granted exclusive rights under Section 48,

which enables them to prevent anyone from manufacturing, using, selling, or importing the
patented invention (i.e. product or process) without their permission. In matters involving
patent infringement, Sections 104 and 108 address the jurisdiction of the court as well as the
remedies that are available to the parties involved. Within the context of patent infringement
proceedings, Section 104A addresses the burden of proof and specifies the evidence that must
be shown in order to establish infringement. 8

Types of Patent Infringement

a. Direct Infringement

When someone creates, uses, or sells a patented invention in a place where the patent is valid
and enforceable, they are committing direct infringement. This occurs when the person does

not have the permission to do so.

b. Induced Infringement
Induced infringement occurs when a person actively and knowingly aids and abets direct

infringement of a patent by another person.

c. Contributory Infringement, or

A Contributory infringement occurs when “any person, without authority from the patentee
sells or offers to sell within the patent granting States, or imports in such States, a component
of a patented machine, manufacture, combination or composition, or a material or apparatus,
for use in practising a patented process, or machine constituting a material part of the
invention, knowing the same to be especially made or especially adapted for use in the
infringement of such patent, and not a staple article of commerce suitable for substantial non-

infringing use”. °

In a general sense, the notion of contributory infringer is applicable in all major countries
where the laws governing patents are clearly stated. On the other hand, the scope, premises,

and interpretation of the legislation governing contributory infringement might vary

"1d 67
81d 68
%1d 66
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significantly from one nation to the next by a significant amount. Generally speaking, there is
a consensus in the majority of countries that the production, sale, or offer for sale of an article
will only constitute contributory infringement if the article in question is not a staple article
of commerce. This is the conclusion that has been reached. It can be deduced from this that
the item in question does not have any other significant commercial use apart from the

production of the patented article.

d. Infringement under Doctrine of Equivalents

According to the principle of equivalence, a device that is accused of infringing a patent is
regarded to be infringing if it performs "substantially the same function in substantially the
same way to (achieve) substantially the same product as claimed in a patent.” The
fundamental guiding principle is to prevent the "unscrupulous copyist from evading liability
for infringement simply by making minor modifications, without having any novelty, in such
a manner that would take the copied invention outside the scope of the claims made in the

original patent for that invention. This is the fundamental principle that guides the process”.*

ASSESMENT OF PATENT INFRINGEMENT

Identifying instances of patent infringement requires conducting a comprehensive
comparison between the patented innovation and the product or process that is being accused
of infringing on the patent. In most cases, the procedure starts with a comprehensive review
of the patent claims, which are necessary in order to determine the extent of the protection
that is granted to the patent holder. These claims provide an outline of the particular

characteristics or components of the invention that are protected by the patent or patent

application.!

Following this, the product or procedure that is being accused of infringing is subjected to a
thorough examination in order to ascertain whether or not it has all of the fundamental
components of the claimed innovation.'? This frequently necessitates a comparison of the
patented claims with the characteristics of the product or process that is being accused of
infringing upon the patent. In order to determine whether or not the alleged infringement has
taken place, any distinctions or similarities that exist between the two are taken into

consideration and examined. Not only is it vital to take into consideration the literal text of
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12 1hid
For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com
https://www.ijalr.in/
©2025 International Journal of Advanced Legal Research



https://www.ijalr.in/

VOLUME 5 | ISSUE 3 FEBRUARY 2025 ISSN: 2582-7340

the patent claims, but it is also essential to take into consideration the Doctrine of
Equivalents, which allows for a more expansive interpretation of infringement that goes
beyond literal copying. In accordance with this concept, the accused product or procedure
may nonetheless be judged to be infringing on the patent if it performs essentially the same
function in basically the same way to produce substantially the same outcome as the patented

innovation.®

BURDEN OF PRROF

In situations involving patent infringement, the burden of proof lies with the patent holder.
This means that the patent holder must demonstrate that all components of the patented
invention are present in the product or method that is being accused of infringing intellectual
property rights. This requires presenting proof that is both obvious and persuasive that each
element of the claim has been satisfied, either in a literal sense or in accordance with the

Doctrine of Equivalents.

It is necessary for the patent holder to provide comprehensive evidence and arguments in
support of their allegation of infringement in order to fulfil this obligation. Documentation
that illustrates the similarities between the claimed innovation and the alleged infringement is
typically included in this. Additionally, expert testimony and technical analysis are also

common components.

The burden of proof changes on the claimed infringer once the patent holder has presented
their case. The suspected infringer is responsible for refuting the claims of infringement. A
number of different defences to liability can be raised by the alleged infringer, including the

presentation of evidence to contest the validity of the patent, the assertion of non-

infringement based on distinctions in the accused product or process, and other defences. 4

At the end of the day, the court will consider the evidence that was submitted by both parties
and will decide whether or not there has been an infringement based on the evidence that is

more convincing.

EXCEPTIONS TO THE INFRINGEMENT
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a. Government Use:

According to section 47 of the Indian Patents Act, 1970, an invention may be used at any
time after the application for a patent has been submitted, or after the patent has been granted
by the "Central Government" and by "any person authorised by it."*> The government may
import or manufacture the patented product, or it may do so on behalf of the government. In a
similar vein, the government may use the patented process for its own purposes, either

directly or on behalf of the government.

b. Research Exemption:
Without restriction, the patented invention may be used or manufactured by any anyone for
the sole purpose of conducting experiments or study, including the purpose of providing

pupils with instructions.®

c. Supply of Patented Drugs to Health Institutions:
A patented invention in respect of any medicine or drug may be imported by the Government
for the purpose merely of its own use or for distributing in any dispensary, hospital or

medical institution maintained by or on behalf of the government.

d. Use of Patented Invention on Foreign Vessels:
According to section 49 of the Indian Patents Act!’, patent rights are not regarded to have
been infringed upon when a foreign vessel, aircraft, or land vehicle arrives in India for a short

period of time or by accident and uses the innovation in the body of the vessel, in machinery,

tackle, or apparatus, or in its construction or operation. *0n the other hand, this provision is

only applicable to foreign vessels, aircraft, and land vehicles and only to those foreign

countries that offer reciprocity to Indian vessels, aircraft, and land vehicles.

e. Bolar-Like Provision:
As stated in section 107A (a) of the Patents Act of 1970, any act of making, constructing,

using, or selling a patented invention solely for uses reasonably related to the development

15 The Indian Patents Act 1970, Section 47

®patent Infringement in India”, S.S. Rana & Co., available at: https://ssrana.in/ip-laws/patents/patent-
infringement-
india/#:~:text=Patent%20rights%20are%20not%20considered,0f%20the%20Indian%20Patents%20Act.)  (last
visited on Mar. 5, 2025).

17 The Indian Patents Act 1970, Section 49
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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, or sale of any
product is not to be considered as an act of infringement according to the Patents Act.
Because of this, generic drug manufacturers are able to conduct experiments with any
copyrighted drug for the purpose of development and the submission of data to a drug control
authority or public health authority without infringing on the patents of the patented drug.
Following the expiration of the patent, the manufacturers of generic drugs will be able to sell
their product at a price that is more reasonable.

f. Parallel Import:
In accordance with section 107A (b) of the Indian Patents Act, 1970, the importation of
patented products into any nation by any person authorised by the patent owner or the

licensee of the patent owner would not be considered an infringement of the patent.*°

g. Defences, etc., in suits for infringement
According to the Indian Patents Act of 1970, section 107 states that:
e Every reason on which a patent may be revoked in accordance with section 64 of the

Patents Act shall be accessible as a ground for defence in any litigation that is brought

for the infringement of a patent against a third party.?°

It shall be a ground for defence in any suit for infringement of a patent by the making,
using, or importation of any machine, apparatus, or other article or by the use of any
process or by the importation, use, or distribution of any medicine or drug. This is
because it is a ground for defence that such making, using, importation, or distribution is
in accordance with any one or more of the conditions specified in section 47 of the Indian
Patents Act.

h. Jurisdiction

A lawsuit for patent infringement can be filed in either the District Court or the High Court
by the patent holder. On the other hand, in cases where the defendant files counterclaims for
the revocation of the patent, the complaint and the counterclaims are moved to the High

Court for judgement on whether or not the patent is still valid.
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The IPA, on the other hand, does not provide any information regarding the courts that will

have the authority to hear the lawsuit. In accordance with section 19 of the Civil Procedure

Code of 1908, the patentee has the ability to file a lawsuit for infringement in the court that

has jurisdiction over the region in which he or she resides, operates a business, or works for
personal benefit. Additionally, the patentee has the option of filing a lawsuit for infringement
in a court that has jurisdiction over the region in which the activity that infringed on their

patent took place.

i. Rights of Patent Exclusive Licensee

The Indian Patent Act, specifically section 109, grants the exclusive licence holder the same
rights as the patentee to initiate a patent infringement suit in the event that the act of
infringement is done after the date on which the licence was issued. When deciding whether
or not to award damages, an account of profits, or any other form of relief, the court takes
into account any loss that has been suffered or is likely to be suffered by the exclusive
licensee. Additionally, the court takes into consideration any profits that have been earned
through infringement, provided that this constitutes an infringement of the rights of the

exclusive licensee as such.?

j. Limitation period for Patent Infringement suit- India
According to the Indian Limitation Act, the time restriction for filing a lawsuit for patent
infringement is three years from the date of the infringement. This limits the amount of time
that can pass before the lawsuit can be filed. For this reason, it is essential to take note that
the statute of limitations for the lawsuit begins to run from the date of the conduct that
infringes, and not from the day that the grant was made.

If the patent has ceased to have an effect as a result of the non-payment of the renewal fee,
then the patentee will not be able to initiate legal action for any infringements that occurred
between the date on which the patent ceased to have an effect and the date on which the
application for the restoration of the patent was published. This is an additional point that

should be taken into consideration.?®

REMEDIES FOR INFRINGEMENT OF PATENTS

2L Civil Procedure code of 1908, Section 19
2 |bid
2 |bid
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Section 108(1)?*Specifically, the remedies that are available to the plaintiff in the event that

his patent rights have been violated are outlined in Section 108(1) of the Patents Act. This
means that the court has the authority to grant reliefs such as injunctions and, at the discretion
of the plaintiff, either damages or an account of profits in any case involving infringement.

None of these treatments are cumulative; rather, they are alternate.

In addition, the court has the authority to issue an order that the goods that are found to be
infringing, as well as the materials and implements that are primarily used in the production
of infringing goods, shall be seized, forfeited, or destroyed, as the court deems appropriate

under the circumstances of the case, without any payment of compensation.

1. Injunction: It is a preventive civil remedy. It is of two kinds:

2. Temporary/ interlocutory injunction: It is restricted to a particular time frame or until
the point at which the case is fully determined on the basis of merit. It is possible to
award relief in the form of an interlocutory injunction in order to reduce the likelihood of
the plaintiff being treated unfairly during the time period before the uncertainty might be
resolved. If the doubt were resolved in the plaintiff's favor during the trial, the purpose of
this provision is to safeguard the plaintiff from suffering an injury as a result of a
violation of his right for which he would not be able to receive enough compensation in
the form of damages recoverable in the case. In the beginning phases of the lawsuit that
the plaintiff has filed, the court will consider the possibility of issuing an interlocutory
injunction. The defendant is prohibited from obtaining further revenues through the
utilization of other patented products as a result of this legislation. For the patentee to be
able to successfully invoke a temporary injunction, it is essential for them to demonstrate
that the patent is legitimate in every respect and that the defendant has violated the patent
in some way. In addition to this, the subsequent violation of his patent rights has resulted

in a loss that cannot be recovered.

Permanent injunction: When the judgment of the court is fully rendered on the basis of
the merits of the case, a permanent injunction is issued. In the event that the defendant is
determined to be in violation of patent infringement rights and the result is in favor of the

plaintiff, the interim injunction will be converted into a permanent injunction. In the event

%4The Indian Patents Act, 1970 (Act 39 of 1970), s. 108(1)
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that the defendant is found to be innocent and exonerated of any wrongdoing, the interim
injunction will be deemed null and void and will not be converted into a permanent

injunction. During the time that the patent is in effect, it is restricted.

4. Ex-parte interim injunction:2

Before deciding whether or not to award an ex-parte ad interim injunction, the trial courts

may take into consideration the following guidelines:

When both the plaintiff and the defendant are located outside of the state and their
personal information, such as their identity, address, and other details, are readily
available to the public.

In cases when the products that are being infringed upon are not being sold on a
commercial scale.

In the event that the defendant is likely to be forced to shut down their operations or
business as a result of the interim injunction. * In the event that there is a disagreement
regarding a patent or trade mark, the trial court should carefully examine the certificates,
infringing markings, and other documentation.

If the plaintiff has not shown any evidence of infringement, then an ex-parte temporary

injunction cannot be given without the plaintiff's presence.

Damages or account of profits: An account of profits or damages may be awarded to the

owner of a patent, depending on the circumstances. Either he can seek damages for losses

that were caused by the defendant's infringing activity or he can seek an account of profits

obtained by the infringer; but, he cannot seek both of these things at the same time under any
circumstances. When the claimant is preparing the particulars of their claim, they will
typically propose these remedies as an alternate course of action. In addition to the remedy of
injunction, it will be given without question. When the plaintiff opts for the remedy of
account of profits, he will have the right to claim only the portion of the profit that the
defendant was able to enjoy as a result of the defendant's use of the plaintiff's intellectual

BTanisha Rhuja, “Infringement of Patents and Remedies for Infringement of Patents”, Lawbhoomi, May 22,
2021, available at:  https://lawbhoomi.com/infringement-of-patents-and-remedies-for-infringement-of-
patents/#:~:text=Section%20108(1)%200f%20the,o0r%20an%20account%200f%20profits (last visited on Mar.
5, 2025).
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property. The patentee should not be entitled to the earnings that were not gained via the use

of his invention. This is an absurd request.?®

In Ravi Raj Gupta v. Acme Glass Mosaic Industries?’, the court held that the patent sought to

be enforced and alleged to have been infringed by the defendant was not an invention within
the meaning of Section 2(j) of the Patents Act, 1970. Therefore, the plaintiff was not entitled
to the grant of an ad interim injunction as prayed for. However, to protect the interest of the
plaintiff in the event of his ultimately succeeding in the suit, the defendant was directed to

maintain a complete, true and accurate account of the manufacture and sale of the tiles.

Seizure or forfeiture of infringing goods: Other reliefs that a court may grant include the
order that the goods that are found to be infringing and the materials that are predominantly
used in the creation of infringing goods shall be seized, forfeited, or destroyed, as the court
deems fit under the circumstances of the case, without any payment of compensation. This is

in addition to the other reliefs that a court may grant.

How much does it cost to sue for patent infringement?28

In a lawsuit for patent infringement, the following is an example of the normal range of costs:

1. Approximately fifty thousand to sixty thousand dollars, not counting stamp duty and
court expenses, will be required for the filing of a lawsuit; the amount of money
required will be determined by the number of damages that the plaintiff is seeking.
During the course of the trial, the fee may range anywhere from one hundred fifty
thousand to three hundred thousand dollars, depending on the degree of difficulty of
the case and the fee of the senior attorney who is utilized; and
The fees for appealing a case to the Supreme Court might vary from $350,000 to

$650,000, depending on the specific circumstances.

The aforementioned fees are subject to change based on the degree of difficulty of the case as
well as the number of times the attorney appears in court. Advocates are not allowed to

charge their clients fees that are dependant on the outcome of the litigation or to pay a

26United Shoe v. Stewart, (1888)5 RPC 260 at Pp.266-67

2’Ravi v. Acme Glass Mosaic Industries, 56(1994) DLT 673

2Prachi Darji, “Patent Infringement in India: Its Types, Costs, and Remedies in Case of Infringement”, My
Advo, May 24, 2019, available at: https://www.myadvo.in/blog/patent-infringement-india-types-cost-remedies/
(last visited on Mar. 5, 2025).
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percentage or part of the claims that are awarded by the court, as this is against the rules

established by the Bar Council of India.
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