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ABSTRACT

Patent evergreening is a strategy used by pharmaceutical companies to
extend their market exclusivity through minor modifications of existing
drugs, often without significant therapeutic advancements. This practice
raises concerns about access to affordable medicines, particularly in
developing countries like India, where high drug prices impact public
health. A comparative analysis with the European Union (EU ) reveals that
while India relies on patent law restrictions, the EU employs competition
law under Article 102 of the Treaty on the Functioning of the European
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Union (TFEU) to regulate evergreening. Cases such as AstraZeneca v.
European Commission demonstrate the EU’s effects-based approach
to curbing anti-competitive patent strategies. This study highlights the
gaps in India's regulatory framework, emphasizing the need for greater
coordination between the Indian Patent Office (IPO) and the Competition
Commission of India (CCI), and adopting an effects-based approach are
crucial to preventing evergreening while ensuring both innovation and
consumer welfare.

1. INTRODUCTION TO PATENT
EVERGREENING IN HEALTHCARE

Patent evergreening refers to the practice of extending the monopoly of
a patented product through minor modifications, often without significant
technological advancements. This strategy, widely observed in the pharma-
ceutical industry, involves obtaining secondary patents on variations such
as altered dosages, extended-release formulations, or new combinations.
While these secondary patents may technically meet the standards of
novelty and inventiveness, they often offer minimal therapeutic benefits,
raising concerns about their impact on competition and public health (De
& Samuel, 2020).

The MedTech industry, much like pharmaceuticals, is a patent-driven
industry. Companies rely on intellectual property (IP) protection to safe-
guard their investments in medical devices, diagnostics, and treatment
technologies. Unlike pharmaceuticals, where evergreening is primarily
associated with extending drug monopolies, MedTech firms employ
strategic patenting practices that can have similar effects—delaying mar-
ket entry for competitors and inflating healthcare costs. These strategies
include patent thickets, software-based exclusivities, and restrictive licens-
ing agreements that limit generic or biosimilar alternatives. While these
practices may not fit the traditional definition of evergreening, they raise
significant competition law concerns by restricting innovation diffusion
and maintaining monopolistic control.

150



34 more pages are available in the full version of this
document, which may be purchased using the "Add to Cart"
button on the publisher's webpage: www.igi-
global.com/chapter/regulatory-and-strategic-challenges-of-

patent-evergreening-in-the-medtech-industry/377166

Related Content

The Impact of Enhancing Social Media Marketing Knowledge on Customer
Attraction and Engagement for University Organizational Growth and
Development from the TRACK Theory: The Context of Mpumalanga
University of South Africa

Glenton Khulani Samboand Austin Musundire (2020). International Journal of Applied
Management Theory and Research (pp. 19-40).
www.irma-international.org/article/the-impact-of-enhancing-social-media-marketing-knowledge-

on-customer-attraction-and-engagement--for-university-organizational-growth-and-development-
from-the-track-theory/260736

The Impact of Outsourcing on Performance and Competitive Priorities
among Malaysian SMEs

Hasliza Abdul Halim, Noor Hazlina Ahmadand T. Ramayah (2018). Operations and
Service Management: Concepts, Methodologies, Tools, and Applications (pp. 1318-
1336).
www.irma-international.org/chapter/the-impact-of-outsourcing-on-performance-and-competitive-

priorities-among-malaysian-smes/192531

Factors Influencing Consumers' Purchase Intentions Towards Made-to-Order
Tea Drinks in China

Zixuan Ricky Wangand Rob Kim Marjerison (2019). International Journal of Food and
Beverage Manufacturing and Business Models (pp. 29-52).
www.irma-international.org/article/factors-influencing-consumers-purchase-intentions-towards-
made-to-order-tea-drinks-in-china/234724

Firm Competitiveness: Theories, Evidence, and Measurement

Aspasia Vlachveiand Ourania Notta (2017). Factors Affecting Firm Competitiveness
and Performance in the Modern Business World (pp. 1-42).
www.irma-international.org/chapter/firm-competitiveness/166908



http://www.igi-global.com/chapter/regulatory-and-strategic-challenges-of-patent-evergreening-in-the-medtech-industry/377166
http://www.igi-global.com/chapter/regulatory-and-strategic-challenges-of-patent-evergreening-in-the-medtech-industry/377166
http://www.igi-global.com/chapter/regulatory-and-strategic-challenges-of-patent-evergreening-in-the-medtech-industry/377166
http://www.irma-international.org/article/the-impact-of-enhancing-social-media-marketing-knowledge-on-customer-attraction-and-engagement--for-university-organizational-growth-and-development-from-the-track-theory/260736
http://www.irma-international.org/article/the-impact-of-enhancing-social-media-marketing-knowledge-on-customer-attraction-and-engagement--for-university-organizational-growth-and-development-from-the-track-theory/260736
http://www.irma-international.org/article/the-impact-of-enhancing-social-media-marketing-knowledge-on-customer-attraction-and-engagement--for-university-organizational-growth-and-development-from-the-track-theory/260736
http://www.irma-international.org/chapter/the-impact-of-outsourcing-on-performance-and-competitive-priorities-among-malaysian-smes/192531
http://www.irma-international.org/chapter/the-impact-of-outsourcing-on-performance-and-competitive-priorities-among-malaysian-smes/192531
http://www.irma-international.org/article/factors-influencing-consumers-purchase-intentions-towards-made-to-order-tea-drinks-in-china/234724
http://www.irma-international.org/article/factors-influencing-consumers-purchase-intentions-towards-made-to-order-tea-drinks-in-china/234724
http://www.irma-international.org/chapter/firm-competitiveness/166908

Linkages in Advanced Manufacturing Strategy: A Literature Review
Balkrishna Eknath Narkhede (2016). International Journal of Applied Management

Sciences and Engineering (pp. 30-55).
www.irma-international.org/article/linkages-in-advanced-manufacturing-strategy/143673



http://www.irma-international.org/article/linkages-in-advanced-manufacturing-strategy/143673

