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Abstract: 

Clinical trials play a pivotal role in the progress of modern medicine, aiding in the development of new treatments and therapies. However, these trials also introduce 

significant ethical and legal complexities, especially when undertaken in developing countries such as India. This paper analyzes the evolution and current landscape 

of clinical trial regulations in India, focusing on the intersection of law and human rights. It explores key statutory provisions, landmark court decisions, and recent 

regulatory changes, while also identifying persistent deficiencies in ethical compliance and participant protection. By applying a human rights framework, this 

article argues for enhanced legal safeguards that ensure informed consent, transparency, fair compensation, and justice, particularly for vulnerable groups. 

1. Introduction 

Clinical trials, which involve human subjects to evaluate medical, surgical, or behavioral interventions, are integral to public health. While beneficial, 

they can also expose participants to harm if not regulated appropriately. India, due to its vast population and cost-efficiency, has emerged as a favored 

destination for clinical research. Yet, the rapid increase in clinical trials has often compromised participant rights, highlighting concerns around informed 

consent, coercion, and lack of regulatory enforcement. 

2. Evolution of Clinical Trial Regulation in India 

India's journey in regulating clinical research began with the Drugs and Cosmetics Act, 1940. Since then, the regulatory framework has undergone several 

amendments, particularly in response to judicial and public scrutiny. The Central Drugs Standard Control Organization (CDSCO) and the Indian Council 

of Medical Research (ICMR) are the main authorities overseeing clinical research in India. 

 

Post-2013, significant regulatory enhancements were introduced, especially following public interest litigations. New provisions under the Drugs and 

Cosmetics Rules, such as Rules 122DAB, 122DAC, and 122DD, set forth clear guidelines for ethics committee registration, trial approval, and 

compensation mechanisms. 

3. Human Rights in Clinical Research 

A human rights-based approach in clinical research prioritizes individual dignity, autonomy, and equality. The core elements include: 

 

 Informed Consent: Participants must be fully informed about the trial's risks, benefits, and alternatives. 

 Right to Health: Access to the best available treatments and necessary follow-up care. 

 Compensation: Adequate and prompt compensation for any harm incurred. 

 Protection of Vulnerable Groups: Safeguards for individuals at risk of coercion due to socio-economic conditions. 

Key international standards such as the Helsinki Declaration and ICH-GCP guidelines underpin these rights and guide India's regulatory practices. 

4. Scholarly Insights and Legal Precedents 

Academic research and judicial pronouncements have been instrumental in shaping ethical practices in Indian clinical trials. Scholars like Dr. Craddock 

have emphasized the socio-economic factors that hinder informed consent. International journals have called for integrating human rights law with clinical 

ethics. 

Notable judicial rulings include: 
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 Swasthya Adhikar Manch v. Union of India1: Catalyzed reforms in consent procedures and ethics committee functions. 

 Jai Prakash v. Union of India2: Exposed lapses in participant protection and triggered regulatory tightening. 

 Common Cause v. Union of India3: Pressed for stricter rules to prevent exploitation in trials. 

These rulings reinforce the judiciary's role in safeguarding rights under Articles 14 and 21 of the Indian Constitution. 

5. Legal and Regulatory Framework 

5.1 National Laws and Guidelines 

 Drugs and Cosmetics Act, 1940: Principal legislation governing trials. 

 Consumer Protection Act, 2019: Provides recourse for harm or negligence. 

 Environment Protection Act, 1986: Applies to genetically modified trials. 

 National Medical Commission Act, 2019: Replaces previous medical ethics legislation. 

 

5.2 Constitutional Guarantees 

 Article 21: Encompasses the right to health and dignified life. 

 Article 14: Ensures legal equality, crucial for at-risk populations. 

 

5.3 Global Standards 

 Helsinki Declaration: Sets ethical norms for human subject research. 

 ICH-GCP Guidelines: Define global best practices for clinical research. 

6. Ongoing Challenges and Gaps 

Despite progressive reforms, several challenges remain: 

 Weak Enforcement: Inconsistent functioning of ethics committees. 

 Limited Awareness: Participants often lack understanding of their rights. 

 Compensation Delays: Redressal systems are unclear and slow. 

 No Post-Trial Care: Continued treatment is seldom ensured. 

 Regulatory Lag: Emerging technologies like AI and gene editing are inadequately addressed. 

7. Recommendations for Reform 

To ensure ethical compliance and protect human rights in clinical trials, the following actions are recommended: 

 Enhance Ethics Committees: Improve training and enforce uniform standards. 

 Raise Public Awareness: Conduct outreach to educate potential participants. 

 Clarify Compensation Processes: Implement clear, timely compensation protocols. 

 Ensure Post-Trial Access: Guarantee follow-up treatment for all subjects. 

 Modernize Laws: Update legal provisions to address technological advancements. 

8. Conclusion 

India's clinical trial regulatory landscape has matured significantly over recent years, but critical gaps in human rights protection remain. Especially for 

marginalized communities, existing frameworks do not fully ensure fairness and ethical treatment. A comprehensive human rights-based approach must 

be implemented, emphasizing dignity, transparency, and justice. Regulatory authorities, the judiciary, and the medical community must collaborate to 

foster an environment where clinical research serves both scientific progress and the fundamental rights of its participants. 
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