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Abstract: Clinical trials constitute an indispensable component of pharmaceutical innovation, ensuring the safety, efficacy, 

and quality of medicinal products before they are introduced into the market. In India, the enactment of the New Drugs 

and Clinical Trials Rules, 2019 (NDCTR, 2019) marked a significant shift in the regulation of clinical research by 

introducing stricter ethical safeguards, streamlined approval procedures, compensation mechanisms, and enhanced 

responsibilities for sponsors and ethics committees. Simultaneously, the increasing importance of intellectual property 

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

particularly Article 39.3 concerning protection of undisclosed pharmaceutical test data, has intensified the debate 

surrounding data exclusivity and access to medicines. 

The present dissertation critically analyses the legal and ethical framework governing clinical trials under the NDCTR, 

2019 and examines the concept of data exclusivity under the TRIPS Agreement through a comparative analysis of the 

United States, the European Union, and India. The study explores the conflict between pharmaceutical innovation and 

public health interests, particularly in relation to the availability of affordable generic medicines. The research evaluates 

whether India’s present legal framework sufficiently balances obligations under international intellectual property law 

with constitutional commitments towards public health and access to healthcare. 

The dissertation further analyses landmark judicial decisions such as Novartis AG v. Union of India, which shaped India’s 

approach towards pharmaceutical monopolies and public health safeguards. The study concludes that India has adopted 

a comparatively balanced regulatory approach by strengthening clinical trial governance while refraining from 

introducing TRIPS-plus data exclusivity obligations that may adversely affect access to medicines. 

Index terms: Clinical Trials, NDCTR 2019, Data Exclusivity, TRIPS Agreement, Article 39.3, Pharmaceutical Regulation, 

Public Health, Generic Medicines, Intellectual Property Rights, CDSCO, FDA, EMA, Access to Medicines, Pharmaceutical 

Test Data 

I. INTRODUCTION: 

The rapid growth of the pharmaceutical industry and the increasing demand for innovative medicines have significantly expanded 

the importance of clinical trials and intellectual property protection across the world. Clinical trials are scientific investigations 

conducted on human participants to evaluate the safety, efficacy, and therapeutic value of pharmaceutical products before their 

approval for commercial use. Since clinical trials directly involve human subjects, they are governed by strict ethical and legal 

standards intended to ensure participant safety, informed consent, and accountability1. 

In India, the regulation of clinical trials has evolved considerably over the years. Earlier, clinical trials were governed primarily 

by Schedule Y of the Drugs and Cosmetics Rules, 1945. However, concerns relating to unethical experimentation, inadequate 

compensation, lack of transparency, and weak regulatory oversight resulted in substantial criticism of India’s clinical research 

environment2. In response to these concerns, the Ministry of Health and Family Welfare introduced the New Drugs and Clinical 

                                                             
1 World Medical Association, Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Subjects 

(2013). 
2 Swasthya Adhikar Manch, Indore v. Union of India. 
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Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940. The Rules were intended to modernise India’s regulatory 

framework, ensure faster approvals, strengthen ethical safeguards, and provide better protection to trial participants3. 

At the international level, intellectual property protection in pharmaceuticals gained substantial prominence following the 

adoption of the TRIPS Agreement under the World Trade Organization. Article 39.3 of the TRIPS Agreement obligates member 

states to protect undisclosed pharmaceutical test data submitted for marketing approval against unfair commercial use4. This 

obligation gave rise to the concept of data exclusivity, under which generic manufacturers are prohibited from relying on the 

originator’s clinical trial data for a specified period while seeking regulatory approval. 

The issue of data exclusivity has become one of the most controversial aspects of pharmaceutical regulation. Developed countries 

such as the United States and the European Union provide extensive exclusivity protection to pharmaceutical innovators, thereby 

granting additional market advantages beyond patent rights5. However, developing countries such as India have expressed 

concerns that stronger exclusivity regimes may delay the entry of affordable generic medicines into the market and adversely 

affect public health6. 

India’s cautious approach towards pharmaceutical monopolies was clearly reflected in the landmark decision of the Supreme 

Court in Novartis AG v. Union of India, where the Court refused patent protection for the beta crystalline form of Imatinib 

Mesylate under Section 3(d) of the Patents Act, 1970 in order to prevent “evergreening” of pharmaceutical patents and safeguard 

access to affordable medicines7. The decision became globally significant in balancing intellectual property rights and public 

health concerns. 

This dissertation critically examines the legal framework governing clinical trials under the NDCTR, 2019 and analyses the 

concept of data exclusivity under the TRIPS Agreement through a comparative study of the regulatory models followed in the 

United States, the European Union, and India. The study seeks to determine whether India’s existing framework successfully 

balances pharmaceutical innovation, ethical obligations, and public health interests. 

II. CONCEPT, EVOLUTION, AND IMPORTANCE OF CLINICAL TRIALS 

2.1 INTRODUCTION: 

Clinical trials are systematic scientific investigations conducted on human participants to evaluate the safety, efficacy, 

pharmacological effects, and adverse reactions of new drugs, vaccines, medical devices, or therapeutic procedures before they 

are approved for public use. Clinical trials form the backbone of evidence-based medicine because no pharmaceutical product 

can be lawfully marketed unless its therapeutic benefits and risks are scientifically established8. 

The modern pharmaceutical industry depends heavily upon clinical trials because the process of drug development involves 

extensive experimentation and regulatory scrutiny. Clinical trials not only determine whether a drug is effective but also assess 

whether the risks associated with the drug are acceptable in comparison to its therapeutic benefits9. 

In India, clinical trials are regulated primarily under the Drugs and Cosmetics Act, 1940 and the New Drugs and Clinical Trials 

Rules, 2019 (NDCTR, 2019), which were introduced to strengthen ethical safeguards and improve regulatory transparency10. The 

increasing globalization of pharmaceutical research has further transformed India into an important destination for multinational 

clinical trials due to its large patient population, skilled medical professionals, and comparatively lower operational costs11. 

2.2 MEANING AND DEFINITION OF CLINICAL TRIALS: 

The New Drugs and Clinical Trials Rules, 2019 define a “clinical trial” as a systematic study of a new drug or investigational 

new drug in human subjects intended to generate data for discovering or verifying clinical, pharmacological, or adverse effects 

with the objective of determining safety, efficacy, or tolerance12. 

Clinical trials generally involve the following essential elements: 

                                                             
3 New Drugs and Clinical Trials Rules, 2019, G.S.R. 227(E), Ministry of Health and Family Welfare, India. (cdsco.mohfw.gov.in) 
4 Agreement on Trade-Related Aspects of Intellectual Property Rights art. 39.3, Apr. 15, 1994, Marrakesh Agreement 

Establishing the World Trade Organization, Annex 1C. 
5 Peter Drahos & John Braithwaite, Information Feudalism: Who Owns the Knowledge Economy? 182 (2002). 
6 Carlos Correa, Protection of Data Submitted for the Registration of Pharmaceuticals: Implementing the Standards of the TRIPS 

Agreement 45 (South Centre 2002). 
7Novartis AG v. Union of India, (2013) 6 SCC 1. (lawyersclubindia) 
8 World Medical Association, Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Subjects 

(2013). 
9 Ezekiel J. Emanuel et al., What Makes Clinical Research Ethical?, 283 JAMA 2701 (2000). 

10 New Drugs and Clinical Trials Rules, 2019, G.S.R. 227(E), Ministry of Health & Family Welfare, India. (PMC) 

11 Ranjit Roy Chaudhury Committee Report on Clinical Trials in India, Ministry of Health & Family Welfare (2013). 
12 New Drugs and Clinical Trials Rules, 2019, Rule 2(j). 
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 Human participation; 

 Scientific testing of pharmaceutical products; 

 Regulatory approval; 

 Ethical oversight; 

 Informed consent; 

 Assessment of safety and efficacy. 

The process of clinical trials is therefore both scientific and legal in nature because it directly involves human rights, bodily 

autonomy, public health, and medical ethics13. 

 

2.3 EVOLUTION OF CLINICAL TRIALS: 
The evolution of clinical trials can be traced back to early medical experimentation practices. However, modern clinical trial 

methodology emerged only after several historical incidents involving unethical human experimentation exposed the need for 

legal and ethical safeguards14. 

The atrocities committed during Nazi medical experiments during World War II led to the formulation of the Nuremberg Code, 

1947, which established the principle of voluntary informed consent15. Subsequently, the Declaration of Helsinki adopted by the 

World Medical Association in 1964 introduced internationally accepted ethical principles governing medical research involving 

human subjects16. 

In the United States, the Tuskegee Syphilis Experiment, where African-American participants were denied treatment without 

informed consent, led to the creation of stricter federal regulations and the Belmont Report, 197917. These developments 

significantly influenced global clinical trial governance. 

In India, clinical trials were initially governed by Schedule Y of the Drugs and Cosmetics Rules, 1945. However, growing 

concerns regarding unethical practices, exploitation of vulnerable populations, and inadequate compensation mechanisms resulted 

in significant criticism of India’s regulatory environment18. Consequently, the government introduced the NDCTR, 2019 to 

modernize the regulatory framework and improve participant protection19. 

2.4 PHASES OF CLINICAL TRIALS: 

Clinical trials are generally conducted in four phases: 

Phase I-Phase I trials involve a small number of healthy volunteers and focus primarily on determining the safety, dosage range, 

pharmacokinetics, and side effects of a new drug. 

Phase II-Phase II trials involve a larger group of participants suffering from the targeted disease and evaluate the effectiveness 

and short-term side effects of the drug. 

Phase III-Phase III trials are conducted on large populations to confirm efficacy, monitor adverse reactions, and compare the 

drug with existing standard treatments. Successful completion of this phase generally leads to regulatory approval. 

Phase IV-Phase IV trials are post-marketing studies conducted after regulatory approval to monitor long-term safety, 

effectiveness, and rare side effects20. 

2.5 IMPORTANCE OF CLINICAL TRIALS: 

Clinical trials are essential for ensuring that pharmaceutical products entering the market are safe and therapeutically effective. 

Without clinical trials, dangerous or ineffective drugs may reach consumers, thereby endangering public health21. Clinical trials 

also contribute significantly to medical innovation by facilitating the development of new therapies for life-threatening diseases 

                                                             
13 I. Glenn Cohen & Holly Fernandez Lynch, Human Subjects Research Regulation 45 (2014). 
14 George J. Annas & Michael A. Grodin, The Nazi Doctors and the Nuremberg Code 121 (1992). 
15 Nuremberg Code, 1947. 

16 Declaration of Helsinki, supra note 1 

17 Belmont Report, U.S. Department of Health, Education, and Welfare (1979). 
18 Ranjit Roy Chaudhury Committee Report, supra note 4. 
19 Ajit Jhuria et al., Navigating the Evolving Landscape: A Review of Clinical Trial Regulations in India, 31 Persp. Clinical Res. 

(2025). (PMC) 
20 U.S. Food & Drug Administration, The Drug Development Process. 

21 World Health Organization, Handbook for Good Clinical Research Practice (2005). 
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such as cancer, HIV/AIDS, cardiovascular disorders, and rare genetic diseases22. During the COVID-19 pandemic, clinical trials 

played a critical role in the rapid development of vaccines and antiviral medicines23. From an economic perspective, clinical trials 

contribute substantially to the pharmaceutical industry and healthcare infrastructure. India has emerged as an attractive destination 

for clinical research due to lower costs and availability of diverse patient populations24. 

However, the commercialization of clinical research has also generated ethical concerns regarding exploitation of economically 

weaker participants, lack of informed consent, and conflicts of interest25. 

III. ETHICAL PRINCIPLES GOVERNING CLINICAL RESEARCH AND HUMAN SUBJECT PROTECTION  

3.1 INTRODUCTION: 

Clinical trials directly involve experimentation on human beings and therefore raise important ethical and legal concerns. Ethical 

governance of clinical research is essential to protect human dignity, bodily integrity, autonomy, and the right to health26. 

The history of medical experimentation demonstrates that absence of ethical safeguards can lead to severe human rights 

violations. Consequently, international ethical principles have evolved to ensure participant protection and scientific 

accountability27. 

3.2 PRINCIPLE OF INFORMED CONSENT: 

The doctrine of informed consent is one of the foundational principles of clinical research ethics. It requires that participants 

voluntarily agree to participate in research after receiving complete information regarding the nature, risks, benefits, and purpose 

of the study. 

The Supreme Court of India recognized the importance of informed consent in Samira Kohli v. Dr. Prabha Manchanda, where 

the Court held that medical treatment without valid consent violates personal autonomy and bodily integrity under Article 21 of 

the Constitution28. 

Under the NDCTR, 2019, written informed consent is mandatory before enrolling any participant in a clinical trial29. 

3.3 NUREMBERG CODE AND DECLARATION OF HELSINKI: 

The Nuremberg Code, formulated after the Nuremberg Trials, established the principle that voluntary consent of the human 

subject is absolutely essential30. It prohibited coercive medical experimentation and emphasized scientific necessity and 

participant welfare. 

The Declaration of Helsinki further strengthened ethical standards by emphasizing independent ethical review, risk-benefit 

assessment, confidentiality, and participant safety31. Today, the Declaration remains one of the most influential international 

ethical guidelines governing clinical research. 

3.4 BELMONT REPORT: 

The Belmont Report, published in 1979 in the United States, established three fundamental ethical principles: 

1. Respect for Persons; 

2. Beneficence; 

                                                             

22 Henry Grabowski, Follow-on Biologics: Data Exclusivity and the Balance Between Innovation and Competition, 7 Nature Rev. 

Drug Discovery 479 (2008). 
23 WHO, COVID-19 Vaccine Development Landscape (2021). 
24 Sudip Chaudhuri, The WTO and India’s Pharmaceutical Industry 67 (2005). 
25 Usha Ramanathan, Clinical Trials in India: Ethical Concerns, Econ. & Pol. Wkly. (2010). 

26 Declaration of Helsinki, supra note 1 

27 George J. Annas, American Bioethics 88 (2005). 

28 Samira Kohli v. Dr. Prabha Manchanda, (2008) 2 SCC 1 
29 NDCTR, 2019, Chapter V. 

30 Nuremberg Code, supra note 8. 
31 Declaration of Helsinki, supra note 1. 
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3. Justice32 These principles continue to influence international regulatory frameworks governing clinical trials. 

3.5 PROTECTION OF VULNERABLE GROUPS: 

Special protection is required for vulnerable populations such as children, prisoners, economically disadvantaged persons, 

pregnant women, and mentally ill individuals because they may be more susceptible to coercion or exploitation33. Indian courts 

have repeatedly emphasized that economically weaker populations should not be treated as “guinea pigs” for multinational 

pharmaceutical companies34. 

3.6 ROLE OF ETHICS COMMITTEES: 

Ethics Committees play a crucial role in reviewing and monitoring clinical trials to ensure compliance with ethical standards. 

Under the NDCTR, 2019, Ethics Committees must be registered with the Central Licensing Authority and are responsible for 

reviewing research protocols, informed consent procedures, compensation mechanisms, and participant safety35. The Rules 

significantly expanded the responsibilities of Ethics Committees to strengthen ethical oversight within India’s clinical trial 

framework36.   

IV. CLINICAL TRIAL REGULATION UNDER THE NEW DRUGS AND CLINICAL TRIALS RULES, 2019 

4.1 BACKGROUND OF NDCTR, 2019: 

The NDCTR, 2019 were introduced to replace the fragmented and outdated regulatory framework under Schedule Y of the Drugs 

and Cosmetics Rules, 194537. The Rules were enacted to improve transparency, simplify approval procedures, and strengthen 

participant protection. The Rules provide detailed provisions relating to: 

 Approval procedures; 

 Ethics Committees; 

 Informed consent; 

 Compensation for injury or death; 

 Academic clinical trials; 

 Post-trial access; 

 Accelerated approval mechanisms38. 

4.2 SALIENT FEATURES OF NDCTR, 2019: 

The Rules introduced several important reforms: 

(a) Time-bound Approvals-The Rules prescribe specific timelines for granting approval for clinical trials and new drugs, thereby 

improving regulatory efficiency39. 

(b) Compensation Mechanism-Participants suffering trial-related injury or death are entitled to compensation and free medical 

management40. 

(c) Ethics Committee Registration-Mandatory registration and monitoring of Ethics Committees were introduced to strengthen 

accountability41. 

(d) Waiver of Local Clinical Trials-Rule 101 empowers the Central Licensing Authority to waive local clinical trials for drugs 

approved in specified foreign countries under certain conditions42. 

                                                             
32 Belmont Report, supra note 10. 
33 CIOMS International Ethical Guidelines for Health-related Research Involving Humans (2016). 
34 Swasthya Adhikar Manch v. Union of India, W.P. (C) No. 33 of 2012. 
35 NDCTR, 2019, Rules 7–11. 
36 New drugs and clinical trials rules 2019: Changes in responsibilities of the ethics committee. (PMC) 
37 NDCTR, 2019, Ministry of Health & Family Welfare. 
38 NDCTR, 2019, Ministry of Health & Family Welfare. 

39 NDCTR, 2019, Ministry of Health & Family Welfare 

40 NDCTR, 2019, Chapter VI. 
41 NDCTR, 2019, Rules 7–11. 
42NDCTR, 2019, Rule 101. (Reddit) 
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4.3 ROLE OF CDSCO AND DCGI: 

The Central Drugs Standard Control Organization (CDSCO) and the Drugs Controller General of India (DCGI) are the principal 

regulatory authorities responsible for granting approvals and monitoring clinical trials in India43. The NDCTR, 2019 significantly 

expanded regulatory powers to ensure better oversight and faster approvals44. 

4.4 COMPENSATION FOR TRIAL-RELATED INJURY: 

One of the most important reforms introduced under NDCTR, 2019 is the mandatory compensation mechanism for trial-related 

injury or death45. Sponsors are legally obligated to provide financial compensation and medical treatment in case of adverse 

events arising from clinical trials. This reform was largely influenced by judicial intervention and public criticism concerning 

unethical clinical trial practices in India46 

V. LANDMARK JUDICIAL DECISIONS ON CLINICAL TRIALS AND PARTICIPANT PROTECTION 

5.1 SWASTHYA ADHIKAR MANCH V. UNION OF INDIA: 

This case became one of the most significant judicial interventions concerning unethical clinical trials in India. The Supreme 

Court expressed serious concern regarding increasing deaths occurring during clinical trials and criticized the absence of adequate 

regulatory safeguards47. The Court directed the Government to strengthen the approval mechanism and ensure effective 

monitoring of clinical trials. This case substantially influenced subsequent regulatory reforms, including the NDCTR, 2019. 

5.2 SAMIRA KOHLI V. DR. PRABHA MANCHANDA: 

In Samira Kohli v. Dr. Prabha Manchanda, the Supreme Court emphasized the doctrine of informed consent and held that every 

patient has the right to receive adequate information before undergoing medical procedures48. The Court recognized patient 

autonomy as part of the right to life and personal liberty under Article 21 of the Constitution.  

5.3 NOVARTIS AG V. UNION OF INDIA: 

Although primarily a pharmaceutical patent case, Novartis AG v. Union of India became globally significant for balancing 

pharmaceutical innovation and public health interests. The Supreme Court refused patent protection for the beta crystalline form 

of Imatinib Mesylate under Section 3(d) of the Patents Act because the applicant failed to demonstrate enhanced therapeutic 

efficacy49. 

The judgment prevented “evergreening” of pharmaceutical patents and reinforced India’s commitment towards affordable access 

to medicines50. The Court observed that patent law must not be interpreted in a manner that undermines public health objectives51. 

The decision became internationally recognized as a landmark precedent protecting access to generic medicines. 

5.4 UNION CARBIDE CORPORATION V. UNION OF INDIA: 

Although not directly related to clinical trials, the Bhopal Gas Disaster litigation significantly influenced Indian jurisprudence 

concerning corporate liability, public health, and compensation52. The case highlighted the importance of corporate accountability 

in activities involving risks to human life and health, principles that are equally relevant to pharmaceutical research and clinical 

trials. 

VI. CONCEPT AND SCOPE OF DATA EXCLUSIVITY UNDER ARTICLE 39.3 OF TRIPS 

6.1 INTRODUCTION: 

The protection of pharmaceutical test data has become one of the most debated issues in international intellectual property law. 

Pharmaceutical companies invest enormous amounts of time, money, and scientific effort in generating clinical trial data required 

                                                             
43 CDSCO Official Guidelines. 
44 Sengupta A., Accelerating Drug Development and Approvals in India. (Reddit) 
45 NDCTR, 2019, Chapter VI. 
46 Mark Barnes, India Finalizes Rules Regarding Compensation for Subjects Injured in Clinical Trials, Ropes & Gray LLP (2019). 
47 Swasthya Adhikar Manch v. Union of India, supra note 31. 

48 Samira Kohli, supra note 24 

49 Novartis AG v. Union of India, (2013) 6 SCC 1. (WIPO) 
50 Shamnad Basheer, India’s Tryst with TRIPS: The Patents (Amendment) Act 2005, 1 Indian J.L. & Tech. 15 (2005). 
51 Novartis AG v. Union of India, supra note 46. 
52 Union Carbide Corp. v. Union of India, (1991) 4 SCC 584. 
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for obtaining regulatory approval of new medicines53. Such data includes information relating to safety, efficacy, toxicity, dosage, 

and therapeutic performance of pharmaceutical products. Since the generation of such data involves extensive clinical trials on 

human subjects, innovator pharmaceutical companies argue that this information deserves legal protection against unauthorized 

commercial exploitation54. 

The concept of data exclusivity emerged prominently after the adoption of the Agreement on Trade-Related Aspects of 

Intellectual Property Rights (TRIPS Agreement) under the World Trade Organization (WTO). Article 39.3 of the TRIPS 

Agreement requires member states to protect undisclosed pharmaceutical and agricultural chemical test data against unfair 

commercial use and disclosure55. However, the provision does not expressly mandate the grant of exclusive proprietary rights 

over such data. This ambiguity has resulted in differing interpretations among countries regarding the scope and extent of 

protection to be granted. 

Developed countries such as the United States and members of the European Union have implemented extensive data exclusivity 

regimes that prevent generic manufacturers from relying upon originator clinical trial data for a specified period while seeking 

marketing approval56. In contrast, developing countries including India have adopted a more cautious interpretation of Article 

39.3 in order to preserve access to affordable medicines and protect public health interests57. 

6.2 MEANING OF DATA EXCLUSIVITY: 

Data exclusivity refers to a legal mechanism under which regulatory authorities are prohibited from relying upon the clinical trial 

data submitted by an innovator pharmaceutical company for approving generic versions of the same drug for a specified period58. 

Unlike patents, which protect inventions, data exclusivity protects the confidential test data generated during clinical trials. 

Therefore, even if a drug is not protected by a patent, data exclusivity may still prevent generic manufacturers from obtaining 

regulatory approval by relying on the innovator’s data59. The rationale behind data exclusivity is that pharmaceutical companies 

incur substantial expenditure in conducting clinical trials and generating scientific evidence regarding safety and efficacy. 

Consequently, innovators argue that competitors should not be allowed to “free ride” upon their investments without conducting 

independent trials60. 

However, critics argue that excessive exclusivity protection may create monopolistic barriers and delay the entry of cheaper 

generic medicines into the market61.  

6.3 ARTICLE 39.3 OF THE TRIPS AGREEMENT: 

Article 39.3 of the TRIPS Agreement provides: “Members, when requiring, as a condition of approving the marketing of 

pharmaceutical or of agricultural chemical products which utilize new chemical entities, the submission of undisclosed test or 

other data, the origination of which involves considerable effort, shall protect such data against unfair commercial use62.” 

The provision imposes three essential obligations upon WTO member states: 

1. Protection of undisclosed test data; 

2. Prevention of unfair commercial use; 

3. Protection against disclosure except where necessary for public interest63. 

Importantly, Article 39.3 does not explicitly require member states to grant exclusive rights over pharmaceutical data. This 

omission has allowed countries like India to interpret the provision flexibly in favour of public health interests64. 

                                                             
53 Carlos Correa, Protection of Data Submitted for the Registration of Pharmaceuticals: Implementing the Standards of the TRIPS 

Agreement 12 (South Centre 2002). 

54 Henry Grabowski, Follow-on Biologics: Data Exclusivity and the Balance Between Innovation and Competition, 7 Nature 

Rev. Drug Discovery 479 (2008). 

55 Agreement on Trade-Related Aspects of Intellectual Property Rights art. 39.3, Apr. 15, 1994, Marrakesh Agreement 

Establishing the World Trade Organization, Annex 1C. 
56 Peter Drahos & John Braithwaite, Information Feudalism 182 (2002). 
57 Shamnad Basheer, India’s Tryst with TRIPS: The Patents (Amendment) Act 2005, 1 Indian J.L. & Tech. 15 (2005). 
58 Frederick M. Abbott, Protecting First Registration Data Exclusivity: Emerging International Standards and India’s Perspective, 

1 Indian J.L. & Tech. 1 (2005). 
59 Id. 
60 Henry Grabowski, supra note 2. 
61 Carlos Correa, Intellectual Property Rights and Access to Medicines, 20 Health & Hum. Rts. J. 1 (2018). 
62 TRIPS Agreement, supra note 3, art. 39.3. 
63 Id. 
64 Carlos Correa, supra note 1. 
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6.4 DIFFERENCE BETWEEN PATENTS AND DATA EXCLUSIVITY: 

Although patents and data exclusivity both provide protection to pharmaceutical innovators, they differ substantially in nature 

and scope65. 

Basis Patent Protection Data Exclusivity 

Subject Matter Invention Clinical Trial Data 

Nature Property Right Regulatory Protection 

Duration 20 years Fixed exclusivity period 

Objective Encourage innovation Protect costly clinical data 

Effect Prevent manufacture/sale Prevent regulatory reliance 

Patents protect inventions satisfying novelty, inventive step, and industrial applicability requirements. In contrast, data exclusivity 

protects the confidential clinical data generated during the regulatory approval process66. 

6.5 DATA EXCLUSIVITY IN THE UNITED STATES AND EUROPEAN UNION: 

The United States introduced strong pharmaceutical data protection through the Hatch-Waxman Act, 198467. The Act provides 

different periods of exclusivity for new chemical entities, orphan drugs, biologics, and pediatric medicines. Similarly, the 

European Union follows the “8+2+1” formula under Directive 2001/83/EC, where: 

 8 years of data exclusivity; 

 2 years of market exclusivity; 

 1 additional year for new therapeutic indications68. These systems provide pharmaceutical innovators with substantial 

market advantages beyond patent protection. 

6.6 INDIA’S POSITION ON DATA EXCLUSIVITY: 

India has not enacted a separate statutory regime granting pharmaceutical data exclusivity. Instead, protection of undisclosed 

information is generally governed through principles of confidentiality and unfair competition under existing laws69. India has 

consistently argued that Article 39.3 only requires protection against “unfair commercial use” and does not mandate exclusive 

rights preventing regulatory reliance by generic manufacturers70. This approach reflects India’s public health-oriented 

pharmaceutical policy aimed at ensuring affordable access to medicines and preserving the generic pharmaceutical  

VII. PHARMACEUTICAL PATENTS, DATA EXCLUSIVITY, AND PUBLIC HEALTH 

7.1 INTRODUCTION: 

The relationship between pharmaceutical patents, data exclusivity, and public health has generated intense global debate. 

Pharmaceutical companies contend that strong intellectual property protection is necessary to encourage innovation and recover 

research and development investments71. Conversely, public health advocates argue that excessive monopoly protection restricts 

access to affordable medicines and undermines the right to health, particularly in developing countries72. This conflict became 

particularly visible during the HIV/AIDS crisis, where patented antiretroviral medicines were priced beyond the reach of millions 

of patients in developing countries73. India’s generic pharmaceutical industry played a major role in supplying affordable 

medicines globally, thereby demonstrating the importance of balancing innovation and access74. 

 

 

                                                             
65 Frederick M. Abbott, supra note 6. 
66 Id. 
67 Drug Price Competition and Patent Term Restoration Act of 1984 (Hatch-Waxman Act), Pub. L. No. 98-417, 98 Stat. 1585. 
68 Council Directive 2001/83/EC, 2001 O.J. (L 311) 67 (EC). 
69 Shamnad Basheer, supra note 5. 
70 Carlos Correa, supra note 1. 
71 Joseph E. Stiglitz, Economic Foundations of Intellectual Property Rights, 57 Duke L.J. 1693 (2008). 
72 Médecins Sans Frontières, Untangling the Web of Antiretroviral Price Reductions (2016). 
73 Id. 
74 Sudip Chaudhuri, The WTO and India’s Pharmaceutical Industry 67 (Oxford Univ. Press 2005). 
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7.2 PHARMACEUTICAL PATENTS AND MONOPOLY CONCERNS: 

Patents grant exclusive rights to inventors for a limited duration, usually twenty years under the TRIPS Agreement75. During the 

patent term, generic manufacturers cannot produce or sell the patented product without authorization. Although patents 

incentivize innovation, they may also create monopolistic market conditions resulting in high medicine prices76. Pharmaceutical 

companies often attempt to extend monopolies through “evergreening,” where minor modifications to existing drugs are patented 

to prolong exclusivity periods77. India addressed this concern through Section 3(d) of the Patents Act, 1970, which restricts patent 

protection for new forms of known substances unless enhanced therapeutic efficacy is demonstrated78. 

7.3 PUBLIC HEALTH AND ACCESS TO MEDICINES: 

Access to medicines forms an essential component of the right to health under international human rights law79. Excessive 

intellectual property protection may adversely affect public health by increasing drug prices and delaying generic competition. 

The Doha Declaration on the TRIPS Agreement and Public Health, 2001 recognized that the TRIPS Agreement must be 

interpreted in a manner supportive of public health and access to medicines for all80. 

The Declaration reaffirmed the right of WTO member states to utilize TRIPS flexibilities such as compulsory licensing and 

parallel importation to address public health concerns81. India has consistently relied upon these flexibilities to maintain affordable 

access to medicines.  

7.4 DATA EXCLUSIVITY AND GENERIC MEDICINES: 

Data exclusivity may significantly delay entry of generic medicines even where patents have expired or do not exist82. Generic 

manufacturers generally rely upon existing clinical trial data submitted by innovator companies because repeating human clinical 

trials would be costly, time-consuming, and ethically questionable83. If strict exclusivity protection is granted, generic companies 

may be forced either to repeat clinical trials or wait until expiry of exclusivity periods. Critics argue that this creates unnecessary 

barriers to affordable healthcare84. Public health organizations such as Médecins Sans Frontières have repeatedly criticized 

TRIPS-plus data exclusivity obligations imposed through free trade agreements85. 

7.5 INDIA’S PUBLIC HEALTH-ORIENTED APPROACH: 

India’s refusal to adopt TRIPS-plus exclusivity obligations reflects its constitutional commitment towards public health and 

affordable medicines86. The Indian judiciary has repeatedly emphasized that intellectual property protection must not undermine 

public interest. The Supreme Court in Novartis AG v. Union of India recognized that patent law should balance innovation 

incentives with access to medicines87. The Court observed that Section 3(d) was specifically designed to prevent evergreening of 

pharmaceutical patents88. India’s approach has therefore become internationally significant as a model balancing innovation and 

public health. 

VIII. LANDMARK CASES RELATING TO PHARMACEUTICAL INNOVATION AND ACCESS TO MEDICINES 

8.1 NOVARTIS AG V. UNION OF INDIA: 

Novartis AG v. Union of India remains one of the most important pharmaceutical patent decisions globally89. The dispute 

concerned patent protection for the beta crystalline form of Imatinib Mesylate, marketed as “Glivec,” used in the treatment of 

chronic myeloid leukemia. Novartis argued that the modified form demonstrated improved properties and therefore deserved 
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patent protection90. The Supreme Court rejected the claim under Section 3(d) of the Patents Act, holding that enhanced therapeutic 

efficacy had not been established91. The Court emphasized that patent law must not permit evergreening practices that 

unnecessarily extend monopolies over medicines. 

The judgment became internationally celebrated for safeguarding access to affordable medicines and preserving India’s generic 

pharmaceutical industry. 

8.2 BAYER CORPORATION V. UNION OF INDIA (COMPULSORY LICENSING CASE): 

Bayer Corporation v. Union of India concerned the anti-cancer drug Sorafenib Tosylate (Nexavar)92. The Controller General of 

Patents granted India’s first compulsory license to Natco Pharma under Section 84 of the Patents Act because Bayer failed to 

make the medicine reasonably affordable to the public93. The Intellectual Property Appellate Board upheld the compulsory 

license, recognizing public health considerations and affordability as essential factors94. The case demonstrated India’s 

willingness to utilize TRIPS flexibilities to protect public health. 

8.3 ROCHE V. CIPLA: 

F. Hoffmann-La Roche Ltd. v. Cipla Ltd. involved the anti-cancer drug Erlotinib95. The Delhi High Court balanced patent rights 

with public interest concerns while considering affordability and accessibility of medicines96. The case reflected the growing 

judicial recognition that pharmaceutical patent disputes involve broader public health implications.  

8.4 ASSOCIATION FOR MOLECULAR PATHOLOGY V. MYRIAD GENETICS: 

Association for Molecular Pathology v. Myriad Genetics concerned patentability of naturally occurring human genes97. The 

United States Supreme Court held that naturally occurring DNA sequences are not patentable merely because they have been 

isolated98. The judgment limited the scope of biotechnology patents and reinforced concerns regarding monopolization of medical 

research. 

8.5 MERCK V. INTEGRA LIFESCIENCES: 

Merck KGaA v. Integra Lifesciences interpreted the research exemption under US patent law99. The Court held that use of patented 

inventions in pre-clinical research related to regulatory approval falls within the statutory safe harbour provision100. The decision 

facilitated pharmaceutical research and generic competition. 

IX. CLINICAL TRIAL AND DATA EXCLUSIVITY REGIME IN THE UNITED STATES 

9.1 INTRODUCTION: 

The United States possesses one of the most advanced and stringent pharmaceutical regulatory systems in the world. The 

regulation of clinical trials and pharmaceutical data protection in the United States is primarily governed by the Food and Drug 

Administration (FDA), which operates under the Federal Food, Drug, and Cosmetic Act (FDCA)101. The US pharmaceutical 

regime strongly emphasizes innovation protection by granting extensive patent rights and regulatory exclusivity to pharmaceutical 
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innovators102. The United States was among the earliest countries to introduce statutory data exclusivity mechanisms through the 

Drug Price Competition and Patent Term Restoration Act of 1984, commonly known as the Hatch-Waxman Act103. The 

legislation sought to balance two competing objectives: encouraging pharmaceutical innovation and facilitating generic drug 

competition104. 

The American pharmaceutical industry has consistently argued that development of new medicines requires substantial 

investment in clinical trials, scientific research, and regulatory compliance105. Consequently, the US legal framework grants 

multiple forms of exclusivity to innovator pharmaceutical companies beyond ordinary patent protection. 

9.2 CLINICAL TRIAL REGULATION IN THE UNITED STATES: 

Clinical trials in the United States are regulated by the FDA under strict statutory and ethical standards. Before commencing 

human trials, sponsors must submit an Investigational New Drug (IND) application containing pre-clinical data, manufacturing 

information, and research protocols106. Clinical trials are conducted in four phases: 

1. Phase I – Safety and dosage testing; 

2. Phase II – Efficacy evaluation; 

3. Phase III – Large-scale effectiveness studies; 

4. Phase IV – Post-marketing surveillance107. 

The United States also follows internationally recognized ethical principles such as the Belmont Report and the Common Rule 

governing protection of human research subjects108. Institutional Review Boards (IRBs) are responsible for ethical review and 

participant protection109. 

The doctrine of informed consent occupies a central position within US clinical trial regulation. Participants must be informed 

regarding risks, benefits, alternative treatments, confidentiality protections, and voluntary withdrawal rights before enrollment110. 

9.3 HATCH-WAXMAN ACT AND DATA EXCLUSIVITY: 

The Hatch-Waxman Act introduced a comprehensive framework balancing pharmaceutical innovation and generic 

competition111. The legislation permits generic manufacturers to rely upon safety and efficacy data submitted by innovator 

companies through the Abbreviated New Drug Application (ANDA) mechanism112. However, to compensate innovators for 

clinical trial investments, the Act grants periods of regulatory exclusivity during which generic reliance upon innovator data is 

prohibited113. The principal exclusivity periods include: 

Type of Exclusivity Duration 

New Chemical Entity Exclusivity 5 Years 

Orphan Drug Exclusivity 7 Years 

Pediatric Exclusivity Additional 6 Months 

Biologics Exclusivity 12 Years 
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The Biologics Price Competition and Innovation Act, 2009 introduced a 12-year exclusivity period for biologic medicines114. 

This remains one of the longest exclusivity periods globally. 

9.4 LANDMARK CASES IN THE UNITED STATES: 

Merck KGaA v. Integra Lifesciences 

Merck KGaA v. Integra Lifesciences interpreted the “safe harbour” provision under Section 271(e)(1) of the Patent Act115. The 

Supreme Court held that experimental use of patented inventions reasonably related to obtaining FDA approval falls within the 

statutory exemption116. The judgment facilitated pharmaceutical research and generic drug development. 

Association for Molecular Pathology v. Myriad Genetics 

Association for Molecular Pathology v. Myriad Genetics addressed the patentability of naturally occurring DNA sequences117. 

The Court ruled that naturally occurring genes are products of nature and therefore not patentable merely because they have been 

isolated118. The decision limited biotechnology monopolies and protected scientific research freedom. 

Wyeth v. Levine 

Wyeth v. Levine concerned pharmaceutical liability and patient safety119. The Court held that FDA approval does not automatically 

shield pharmaceutical companies from state tort liability concerning inadequate warnings120. The judgment strengthened patient 

protection within pharmaceutical regulation. 

9.5 CRITICISM OF THE US EXCLUSIVITY REGIME: 

Critics argue that the US exclusivity framework excessively favours innovator pharmaceutical companies and contributes to high 

drug prices121. Data exclusivity periods often delay entry of affordable generics even after patent expiry122. The biologics 

exclusivity period has particularly attracted criticism for limiting access to affordable biosimilar medicines123. Public health 

advocates contend that the American model prioritizes commercial interests over healthcare accessibility. 

X. CLINICAL TRIAL AND DATA EXCLUSIVITY REGIME IN THE EUROPEAN UNION 

10.1 INTRODUCTION: 

The European Union has developed a harmonized pharmaceutical regulatory framework applicable across member states. Clinical 

trials and pharmaceutical approvals are primarily regulated through the European Medicines Agency (EMA) and EU Directives 

and Regulations124. 

The EU regime seeks to balance pharmaceutical innovation, patient safety, ethical research standards, and market competition125. 

Like the United States, the European Union grants strong regulatory exclusivity protection to pharmaceutical innovators. 
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10.2 CLINICAL TRIAL REGULATION IN THE EUROPEAN UNION: 

Clinical trials within the European Union are governed by the Clinical Trials Regulation (EU) No. 536/2014, which replaced the 

earlier Clinical Trials Directive126. The Regulation introduced: 

 Centralized application procedures; 

 Increased transparency; 

 Stronger participant protection; 

 Harmonized ethical review standards; 

 Public clinical trial databases127. 

Ethics Committees play a critical role in safeguarding participant rights and evaluating risk-benefit assessments128. The EU 

framework also strongly emphasizes informed consent and protection of vulnerable groups. 

10.3 EU DATA EXCLUSIVITY REGIME – “8+2+1 RULE”: 

The European Union follows the “8+2+1” exclusivity model under Directive 2001/83/EC129. Under this system: 

 8 years of data exclusivity are granted during which generic applicants cannot rely upon innovator data; 

 2 additional years of market exclusivity prevent commercialization of generics; 

 1 extra year may be granted for significant new therapeutic indications130. 

This framework provides substantial market protection to innovator pharmaceutical companies. 

10.4 EUROPEAN MEDICINES AGENCY (EMA): 

The EMA is responsible for scientific evaluation and supervision of medicines within the EU131. The centralized approval 

procedure allows pharmaceutical products approved by the EMA to be marketed throughout EU member states. The EMA also 

ensures pharmacovigilance, adverse event monitoring, and post-marketing safety review132. 

10.5 LANDMARK CASES IN THE EUROPEAN UNION: 

AstraZeneca AB v. European Commission 

AstraZeneca AB v. European Commission involved abuse of dominant position concerning pharmaceutical patent and regulatory 

procedures133. The Court held that misuse of regulatory mechanisms to delay generic competition violated European competition 

law134. The decision highlighted the EU’s concern regarding anti-competitive pharmaceutical practices. 

Generics (UK) Ltd. v. Synaptech Inc. 

Generics (UK) Ltd. v. Synaptech Inc. examined issues relating to pharmaceutical market authorization and data protection135. The 

Court emphasized the need to balance innovation incentives with generic competition and public health objectives. 
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10.6 CRITICISM OF THE EU EXCLUSIVITY MODEL: 

Although the EU framework promotes innovation and harmonization, critics argue that extended exclusivity periods increase 

healthcare expenditure and delay affordable generic medicines136. Public health groups have also criticized the EU for promoting 

TRIPS-plus exclusivity standards through free trade agreements with developing countries137. 

XI. INDIA’S APPROACH TOWARDS DATA EXCLUSIVITY AND PUBLIC HEALTH 

11.1 INTRODUCTION: 

India occupies a unique position within global pharmaceutical regulation because it is both a major producer of generic medicines 

and a developing country committed to ensuring affordable healthcare138. Unlike the United States and the European Union, India 

has not enacted a separate statutory regime granting pharmaceutical data exclusivity. India’s regulatory approach seeks to balance 

innovation incentives with public health concerns and access to medicines139. 

11.2 CLINICAL TRIAL REGULATION IN INDIA: 

Clinical trials in India are regulated under: 

 Drugs and Cosmetics Act, 1940; 

 New Drugs and Clinical Trials Rules, 2019; 

 Guidelines issued by CDSCO and ICMR140. 

The NDCTR, 2019 introduced significant reforms including: 

 Time-bound approvals; 

 Mandatory ethics committee registration; 

 Compensation mechanisms; 

 Post-trial access obligations; 

 Strengthened informed consent requirements141. 

The Rules were enacted partly in response to judicial criticism regarding unethical clinical trials and participant exploitation142. 

11.3 INDIA’S POSITION ON DATA EXCLUSIVITY: 

India has consistently maintained that Article 39.3 of the TRIPS Agreement only requires protection against unfair commercial 

use and does not mandate exclusive proprietary rights over clinical trial data143. Consequently, India does not prevent regulatory 

authorities from relying upon originator data while approving generic medicines144. 

This approach has enabled India to preserve a strong generic pharmaceutical industry supplying affordable medicines 

domestically and internationally. 

11.4 PUBLIC HEALTH AND CONSTITUTIONAL PRINCIPLES: 

The Indian judiciary has repeatedly recognized access to healthcare and medicines as part of the right to life under Article 21 of 

the Constitution145. The Supreme Court in Novartis AG v. Union of India emphasized that patent law must not undermine public 

health objectives or facilitate evergreening of pharmaceutical monopolies146. Similarly, India’s compulsory licensing regime 
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under Section 84 of the Patents Act demonstrates the country’s commitment towards balancing intellectual property rights with 

public interest147. 

11.5 LANDMARK INDIAN CASES: 

Novartis AG v. Union of India 

The Supreme Court rejected patent protection for the beta crystalline form of Imatinib Mesylate because enhanced therapeutic 

efficacy was not demonstrated under Section 3(d)148. The decision became globally recognized for protecting affordable access 

to medicines and preventing patent evergreening. 

Bayer Corporation v. Union of India 

Bayer Corporation v. Union of India upheld India’s first compulsory license granted for the anti-cancer drug Nexavar149. The 

case reinforced India’s public health-oriented interpretation of TRIPS obligations. 

XII. COMPARATIVE EVALUATION OF THE US, EU, AND INDIAN FRAMEWORKS 

12.1 COMPARATIVE ANALYSIS: 

The regulatory frameworks followed in the United States, the European Union, and India demonstrate substantially different 

approaches towards pharmaceutical innovation and public health. 

Basis United States European Union India 

Data Exclusivity Strong Strong Limited 

Clinical Trial Oversight FDA EMA CDSCO/DCGI 

Public Health Orientation Moderate Moderate Strong 

Generic Competition Delayed Delayed Encouraged 

Patent Evergreening Restrictions Limited Moderate Strong 

The US and EU frameworks prioritize innovation incentives through extensive exclusivity periods and stronger intellectual 

property protection150. In contrast, India prioritizes affordable healthcare and generic competition. 

12.2 ADVANTAGES AND DISADVANTAGES: 

United States 

The pharmaceutical regulatory framework in the United States provides strong incentives for innovation by granting extensive 

intellectual property protection and regulatory exclusivity to pharmaceutical companies. This system encourages substantial 

investment in research and development and contributes to the advancement of sophisticated pharmaceutical technologies and 

infrastructure. The presence of a well-established regulatory authority such as the FDA also ensures high scientific and regulatory 

standards in the approval process. 

However, the American system has often been criticized for resulting in excessively high medicine prices due to prolonged 

exclusivity periods and market monopolies enjoyed by innovator companies. The extensive protection granted to pharmaceutical 

data and patents may also delay the entry of generic medicines into the market, thereby limiting affordability and accessibility of 

healthcare for patients. 

European Union 

The European Union has developed a harmonized pharmaceutical regulatory structure that promotes consistency among member 

states with respect to clinical trial governance and drug approval procedures. The EU framework places significant emphasis on 
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participant safety, ethical standards, and transparency in clinical research. The centralized regulatory system administered through 

the European Medicines Agency contributes to efficient coordination and monitoring within the region. 

Despite these advantages, the European regulatory framework is often viewed as legally and procedurally complex because 

pharmaceutical companies must comply with extensive regulatory requirements and documentation standards. Additionally, the 

long periods of regulatory and market exclusivity provided under the EU regime may postpone the availability of affordable 

generic medicines. 

India 

India’s pharmaceutical regulatory approach is widely recognized for promoting access to affordable medicines through a strong 

generic pharmaceutical industry. The country has effectively utilized the flexibilities available under the TRIPS Agreement to 

prioritize public health interests and ensure broader access to essential medicines. India’s legal framework also reflects a public 

health-oriented approach by resisting excessive monopoly protection and preventing patent evergreening. 

Nevertheless, India continues to face several challenges in the effective implementation and enforcement of clinical trial 

regulations. Concerns have been raised regarding inadequate regulatory infrastructure, limited monitoring capacity, and 

weaknesses in ethical oversight mechanisms. These issues may affect transparency, participant protection, and overall regulatory 

efficiency within the clinical trial system. 

12.3 CONCLUSION: 

The comparative analysis demonstrates that no single regulatory framework perfectly balances innovation and public health. The 

United States and European Union provide stronger exclusivity protections but face criticism for high medicine prices and delayed 

generic competition. India, by contrast, has adopted a comparatively balanced approach that prioritizes affordable healthcare 

while strengthening ethical safeguards within clinical trial regulation. 

India’s cautious interpretation of Article 39.3 and resistance towards TRIPS-plus obligations have become globally significant in 

protecting access to medicines for developing countries. However, further reforms are necessary to strengthen transparency, 

ethical oversight, and institutional accountability within India’s clinical trial system. 

XIII. CONCLUSION AND SUGGESTIONS 

13.1 CONCLUSION: 

The regulation of clinical trials and protection of pharmaceutical test data remain central to the modern pharmaceutical industry. 

India’s NDCTR, 2019 represents a significant advancement in strengthening ethical standards, compensation mechanisms, and 

participant protection within clinical research. Simultaneously, India has maintained a cautious approach towards data exclusivity 

by prioritising access to affordable medicines and public health concerns over extensive proprietary rights. The comparative 

analysis demonstrates that the United States and the European Union provide stronger forms of exclusivity protection that extend 

market monopolies for innovator pharmaceutical companies. In contrast, India has utilised the flexibilities available under the 

TRIPS Agreement to preserve its generic pharmaceutical industry and public health objectives. 

The dissertation concludes that India’s present framework largely succeeds in balancing innovation and public interest; however, 

further reforms are necessary to strengthen transparency, ethical oversight, and institutional accountability within clinical trial 

governance. 

13.2 SUGGESTIONS: 

1. Independent monitoring authorities should be established to strengthen oversight of clinical trials in India.  

2. Ethics Committees should receive mandatory professional training and periodic evaluation. 

3. Greater awareness should be created regarding informed consent and participant rights. 

4. India should continue to resist TRIPS-plus obligations relating to pharmaceutical data exclusivity. 

5. Regulatory mechanisms should protect undisclosed test data against unfair commercial use without creating absolute 

monopolistic rights. 

6. Transparency in reporting adverse events and compensation mechanisms should be improved. 

7. India should strengthen collaboration between public health institutions and regulatory authorities to ensure ethical 

compliance. 
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