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ABSTRACT 

Oncology today stands at a critical intersection of medical innovation, legal regulation, and healthcare management. Rapid 

advances in cancer research—including immunotherapy, precision medicine, and genomics—have created unprecedented 

opportunities for improved survival and quality of life. However, these innovations also raise complex legal and managerial 

challenges. Intellectual property laws and patent disputes influence the affordability and accessibility of life-saving 

oncology drugs, as seen in landmark cases like Novartis v. Union of India. Ethical and regulatory frameworks governing 

clinical trials and patient consent shape how new therapies are tested and delivered. At the same time, healthcare 

management systems must balance escalating treatment costs, insurance models, and the equitable distribution of limited 

resources in public and private hospitals. This interdisciplinary study explores how law and management together mediate 

the tensions between innovation, patient rights, and economic sustainability in oncology. By integrating perspectives from 

medical science, constitutional rights, bioethics, pharmaceutical business strategy, and hospital administration, the paper 

aims to provide a comprehensive framework for ensuring that cancer care remains both cutting-edge and socially just. 
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1. INTRODUCTION 

 

Cancer has emerged as one of the leading causes of morbidity and mortality worldwide, accounting for nearly 10 million 

deaths in 2020, with projections suggesting a steep rise in the coming decades due to demographic shifts, lifestyle changes, 

and environmental factors.1 In India alone, the burden of cancer is rising at an alarming pace, with an estimated 14.6 lakh 

new cases diagnosed in 2022, highlighting both the epidemiological and systemic challenges in oncology care.2 

 

In response to this public health crisis, oncology innovations such as immunotherapy, targeted molecular therapies, 

precision medicine, and cancer genomics have transformed the treatment landscape, significantly improving survival rates 

and patient quality of life.3 However, these advances come with extraordinarily high costs, regulatory complexities, and 

ethical dilemmas. For instance, while immunotherapies like CAR-T cell therapy promise breakthrough cures, the costs 

                                                             
1 World Health Organization, Cancer Fact Sheet (Mar. 2021), https://www.who.int/news-room/fact-sheets/detail/cancer. 
2 Indian Council of Medical Research & National Cancer Registry Programme, Report of National Cancer Registry 

Programme 2022, Ministry of Health and Family Welfare, Govt. of India. 
3 See James D. Cox et al., Principles and Practice of Oncology (11th ed. 2020). 
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often exceed ₹40–50 lakhs per patient, making them unaffordable to the majority of Indian citizens without substantial 

financial support or insurance coverage.4 

 

This reality underscores a paradox: while scientific innovation in oncology offers hope, the benefits are often inaccessible 

to large sections of the population, particularly in developing economies like India. The legal system plays a critical role 

in mediating this paradox—through intellectual property rights, compulsory licensing, clinical trial regulations, and patient 

rights frameworks. At the same time, healthcare management practices—covering hospital administration, pharmaceutical 

business strategies, and health insurance models—determine how oncology care is financed, distributed, and delivered to 

patients. 

 

Accordingly, the central research problem guiding this study is: 

How can law and management frameworks ensure that oncology care remains equitable, ethical, and economically 

sustainable while promoting innovation? 

The objectives of this paper are fourfold: 

1. To examine the legal frameworks governing cancer treatment, including intellectual property rights, clinical trial 

regulation, and patient rights. 

2. To analyze the management dimensions of oncology, particularly hospital administration, pharmaceutical industry 

strategies, and insurance mechanisms. 

3. To explore the interdisciplinary nexus between law and management in shaping access to oncology innovations. 

4. To propose policy recommendations for balancing innovation, patient rights, and healthcare economics in India, 

with comparative insights from other jurisdictions. 

The scope of this research is deliberately interdisciplinary, drawing upon medicine, law, and management scholarship to 

create a holistic framework for addressing the challenges of cancer care in the twenty-first century. 

 

2. ONCOLOGY AND LEGAL DIMENSIONS 

 

2.1 Intellectual Property and Access to Medicines 

The intersection of intellectual property (IP) law and access to oncology drugs remains one of the most contentious debates 

in global health governance. The Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), adopted 

by the World Trade Organization (WTO), obligates member states to grant patents for pharmaceutical products, thereby 

incentivizing innovation but also creating monopolies that often restrict access to life-saving medicines.5 

 

In India, the Patents Act, 1970 (as amended) incorporates a crucial safeguard through Section 3(d), which prevents the 

“evergreening” of pharmaceutical patents by denying protection to mere modifications of existing drugs without enhanced 

therapeutic efficacy.6 This provision was tested in the landmark case of Novartis AG v. Union of India, where the Supreme 

Court denied a patent for the cancer drug Glivec, holding that incremental innovations that do not improve efficacy cannot 

enjoy patent protection.7 The decision was hailed as a victory for public health, ensuring wider access to affordable generics 

for cancer patients. 

 

Similarly, India has employed the mechanism of compulsory licensing under Section 84 of the Patents Act. In Bayer 

Corporation v. Natco Pharma Ltd., the Controller General of Patents granted Natco a license to manufacture a generic 

version of Bayer’s patented cancer drug Sorafenib (Nexavar), citing unaffordability and inadequate availability.8 The 

decision highlighted the Indian judiciary’s balancing act between protecting patent rights and upholding the constitutional 

right to health. 

 

2.2 Clinical Trials, Bioethics, and Patient Rights 

The legal and ethical dimensions of clinical trials in oncology are particularly complex, given the high risks, experimental 

nature of treatments, and vulnerability of patients. Informed consent remains the cornerstone of ethical oncology research, 

ensuring that patients voluntarily participate after understanding risks, benefits, and alternatives.9The right to refuse 

                                                             
4 Indian Express, India’s First CAR-T Cell Therapy Treatment Administered in Mumbai, Costs Over ₹40 Lakh, (June 8, 

2022). 
5 Agreement on Trade-Related Aspects of Intellectual Property Rights, Apr. 15, 1994, 1869 U.N.T.S. 299. 
6 The Patents Act, No. 39 of 1970, § 3(d), India Code (1970). 
7 Novartis AG v. Union of India, (2013) 6 SCC 1. 
8 Bayer Corp. v. Natco Pharma Ltd., Compulsory License Application No. 1 of 2011 (Controller General of Patents, Mar. 

9, 2012). 
9 Indian Council of Medical Research, National Ethical Guidelines for Biomedical and Health Research Involving Human 

Participants (2017). 
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treatment, upheld by Indian courts, further reinforces patient autonomy in life-threatening conditions.10 

 

The Digital Personal Data Protection Act, 2023 introduces additional safeguards for the processing of sensitive health data, 

including genomic and oncology-related information, mandating explicit consent and strict data protection mechanisms.11 

Regulatory oversight of clinical trials in India is shared by the Central Drugs Standard Control Organization (CDSCO) and 

guided by the Indian Council of Medical Research (ICMR) Ethical Guidelines for Biomedical Research on Human 

Participants.12Internationally, the Declaration of Helsinki provides foundational principles for bioethical conduct in 

oncology research, including risk minimization and transparency.13 

 

Judicial pronouncements in India have further developed the law on patient rights. In Aruna Ramachandra Shanbaug v. 

Union of India, the Supreme Court recognized the right to palliative care and passive euthanasia under certain conditions, 

underscoring the importance of dignity in terminal illness.14 Similarly, cases of medical negligence have emphasized the 

duty of care owed by oncologists and healthcare institutions.15 

 

2.3 Environmental and Occupational Carcinogens 

Oncology is not confined to medical treatment alone; it also intersects with environmental law and occupational safety, 

given the carcinogenic potential of many industrial substances. Asbestos exposure, for instance, has led to widespread 

litigation in several jurisdictions due to its established link with mesothelioma and lung cancer.16 In India, while asbestos 

use has not been comprehensively banned, courts have repeatedly stressed employer liability for workplace safety under 

the Factories Act, 1948 and the Employees’ Compensation Act, 1923.17 

 

The Bhopal Gas Tragedy (1984), caused by the leak of methyl isocyanate gas, remains a grim reminder of corporate 

negligence leading to mass carcinogenic and mutagenic exposures. The aftermath triggered litigation under tort law, the 

Environment Protection Act, 1986, and culminated in a settlement with Union Carbide Corporation, though critics argue 

the compensation was grossly inadequate.18 

 

Emerging trends in toxic tort litigation in India point towards increased accountability of corporations for carcinogenic 

exposures, particularly in the chemical, mining, and tobacco industries. Courts are increasingly recognizing the 

precautionary principle and polluter pays principle, paving the way for stronger liability in cases where carcinogens lead 

to community health risks.19 

 

3. ONCOLOGY AND MANAGEMENT DIMENSIONS 

 

3.1 Hospital and Healthcare Administration 

Oncology care requires sophisticated infrastructure, including specialized surgical units, radiotherapy facilities, and 

molecular diagnostic laboratories. In India, however, access to such infrastructure is highly uneven, with a disproportionate 

concentration in metropolitan centers, leaving rural populations underserved.20 The National Cancer Institute (NCI) at 

AIIMS, Jhajjar, and the Tata Memorial Centre, Mumbai, represent centers of excellence, but they are overburdened, 

reflecting systemic gaps in oncology management.21 

 

Effective hospital administration involves decisions regarding resource allocation, procurement of high-cost equipment 

such as PET-CT scanners and linear accelerators, and ensuring continuity of care. Management challenges also extend to 

workforce shortages, as India has only about 2,000 oncologists for a population of over 1.4 billion.22Public-private 

                                                             
10 Common Cause v. Union of India, (2018) 5 SCC 1. 
11 The Digital Personal Data Protection Act, No. 22 of 2023, India Code (2023). 
12 Central Drugs Standard Control Organization (CDSCO), Clinical Trials Regulations in India (2022). 
13 World Medical Association, Declaration of Helsinki: Ethical Principles for Medical Research Involving Human Subjects 

(2013). 
14 Aruna Ramachandra Shanbaug v. Union of India, (2011) 4 SCC 454. 
15 Indian Medical Ass’n v. V.P. Shantha, (1995) 6 SCC 651. 
16 Castleman, Barry I., Asbestos: Medical and Legal Aspects (6th ed. 2021). 
17 The Factories Act, No. 63 of 1948, India Code (1948). 
18 Union Carbide Corp. v. Union of India, (1991) 4 SCC 584. 
19 Vellore Citizens Welfare Forum v. Union of India, (1996) 5 SCC 647. 
20 Indian Council of Medical Research, National Cancer Registry Programme Report 2022. 
21Ministry of Health and Family Welfare, Operational Framework for Management of Common Cancers (Govt. of India, 

2016).  
22 S. Badwe & C.S. Pramesh, "Cancer Care in India: Challenges and Opportunities," J. Cancer Policy 18 (2018): 1. 
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partnerships (PPPs) have been suggested as a viable model to expand cancer infrastructure, though concerns remain about 

accountability and affordability. 

 

3.2 Pharmaceutical and Biotech Business Strategies 

The pharmaceutical sector plays a pivotal role in oncology innovation, investing heavily in research and development of 

targeted therapies and immunotherapies. Oncology remains the largest therapeutic area by revenue in the global 

pharmaceutical market, projected to exceed USD 300 billion by 2030.23 In India, companies like Dr. Reddy’s, Cipla, and 

Biocon have increasingly entered the oncology space, often through licensing agreements and collaborations with 

multinational corporations. 

 

Strategic business practices—such as mergers and acquisitions (e.g., Pfizer’s acquisition of Array BioPharma for 

oncology drugs)24—enable firms to expand oncology pipelines rapidly. However, management must balance innovation, 

compliance, and affordability, especially in countries with stringent IP frameworks and compulsory licensing policies. 

Corporate Social Responsibility (CSR) has also emerged as a managerial tool in oncology. Pharmaceutical companies in 

India have sponsored cancer awareness campaigns, subsidized screening programs, and provided discounted medicines 

under CSR mandates of the Companies Act, 2013.25 Such initiatives, though limited in scope, highlight the management 

sector’s responsibility toward equitable cancer care. 

 

3.3 Health Insurance and Risk Management 

Cancer treatment costs pose severe financial risks to patients, often leading to catastrophic out-of-pocket expenditures. 

Studies suggest that nearly 60% of cancer patients in India incur debt or sell assets to finance treatment.26 Health insurance 

and risk management strategies thus become critical in oncology care. 

 

Public schemes such as Ayushman Bharat – Pradhan Mantri Jan Arogya Yojana (PM-JAY) provide coverage of up to ₹5 

lakhs per family per year, including several oncology procedures.27 However, coverage for advanced therapies such as 

immunotherapy remains inadequate. Private insurers offer oncology riders or critical illness policies, but premiums are 

often unaffordable for lower- and middle-income groups. 

 

Risk management also extends to hospitals and insurers, who must forecast demand for oncology services, negotiate 

procurement of high-cost drugs, and design cost-effective treatment packages. Internationally, models such as value-based 

pricing in the United States and the United Kingdom’s National Institute for Health and Care Excellence (NICE) cost-

effectiveness assessments serve as benchmarks for balancing affordability and innovation.28 

 

4. THE INTERDISCIPLINARY NEXUS 

 

Oncology does not operate in isolation within the spheres of medicine, law, or management. Instead, these domains 

intersect to create a complex regulatory and operational ecosystem that shapes patient outcomes. The law provides the 

normative framework governing access to medicines, clinical trial ethics, environmental carcinogen liability, and the 

recognition of patient rights. Management, on the other hand, translates these legal frameworks into practice by designing 

policies on hospital administration, pharmaceutical pricing, drug procurement, and insurance coverage. 

 

This nexus becomes evident in cases where legal decisions directly influence managerial strategies. For instance, in the 

Novartis AG v. Union of India case, the denial of a patent on Glivec lowered treatment costs and compelled pharmaceutical 

companies and hospitals to reconfigure procurement and pricing models to accommodate affordable generics.29Similarly, 

the Bayer-Natco compulsory licensing case reshaped both corporate business models and public sector procurement 

strategies, reinforcing how legal interventions influence managerial decision-making in healthcare delivery.30 

 

Conversely, managerial practices also shape the enforcement and impact of legal rights. Hospitals that prioritize cost-

benefit analysis in adopting novel therapies may inadvertently limit access to innovative oncology treatments, thereby 

                                                             
23 IQVIA Institute, Global Oncology Trends 2022: Outlook to 2026. 
24 Pfizer Press Release, Pfizer Completes Acquisition of Array BioPharma (July 30, 2019). 
25 The Companies Act, No. 18 of 2013, India Code (2013), § 135. 
26 S. Mahal et al., "Economic Burden of Cancer in India," Lancet Oncol. 14, no. 6 (2013): e205–e212. 
27 National Health Authority, Ayushman Bharat – PM-JAY: Annual Report 2022–23. 
28 National Institute for Health and Care Excellence (NICE), Guide to the Methods of Technology Appraisal (2013). 
29 Novartis AG v. Union of India, (2013) 6 SCC 1. 
30 Bayer Corp. v. Natco Pharma Ltd., Compulsory License Application No. 1 of 2011 (Controller General of Patents, 

Mar. 9, 2012). 
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undermining patient rights guaranteed under Article 21 of the Indian Constitution.31 Insurance companies, by designing 

limited oncology coverage, indirectly determine the scope of enforceable patient rights to affordable care. This feedback 

loop highlights how law and management must work in tandem to balance innovation with accessibility. 

 

At a broader level, the nexus also implicates global health governance. TRIPS flexibilities on compulsory licensing, when 

exercised by India, reverberate through international pharmaceutical markets, compelling multinational corporations to 

adjust their global strategies. Similarly, WHO and World Bank recommendations on universal health coverage inform both 

domestic legal reforms and managerial models of financing cancer care.32 

 

Thus, oncology stands at a three-way intersection: 

 Law ensures accountability, ethical safeguards, and the recognition of fundamental rights. 

 Management operationalizes these principles into healthcare systems, pharmaceutical strategies, and insurance 

models. 

 Oncology innovation drives the need for both, but also tests their resilience in terms of affordability, ethics, and 

sustainability. 

 

Oncology Innovation ↔ Law ↔ Management: A Triangular Framework 

1. Oncology Innovation (Apex of Triangle) 

 Drivers: Breakthroughs such as immunotherapy, targeted therapies, precision medicine, CRISPR gene editing, 

and AI-assisted diagnostics. 

 Impact: 

o Offers hope for personalized, effective cancer treatment. 

o Raises ethical dilemmas (gene manipulation, trial recruitment in vulnerable populations). 

o Escalates economic challenges due to skyrocketing R&D and treatment costs. 

 Challenge Created: How can society balance the urgency of saving lives with affordability and fairness? 

 

2. Law (First Base Corner of Triangle) 

 Function: Establishes the legal-ethical framework for regulating oncology innovations. 

 Key Areas: 

o Patents & Intellectual Property: TRIPS flexibilities, Section 3(d) of Indian Patents Act to prevent 

evergreening. 

o Patient Rights: Informed consent, privacy under DPDP Act, right to palliative care, right to health (Art. 

21, Constitution). 

o Clinical Trial Regulations: ICMR Guidelines, CDSCO oversight, international norms (Declaration of 

Helsinki). 

o Environmental Liability: Toxic torts (asbestos, radiation exposure), Bhopal Gas case precedent. 

 Influence: Law safeguards equity, ethics, and accountability, but may also restrict innovation (e.g., generic competition 

vs. pharma profits). 

 

3. Management (Second Base Corner of Triangle) 

 Function: Translates innovation and legal mandates into practical healthcare delivery. 

 Key Dimensions: 

o Hospital Administration: Infrastructure planning, oncology workforce management, adopting cost-

effective models (public-private partnerships). 

o Pharma & Corporate Strategy: Risk-sharing agreements, tiered pricing, CSR-driven cancer care models. 

o Insurance & Finance: Designing oncology insurance products, managing catastrophic expenditures, 

value-based pricing. 

Influence: Management operationalizes access by balancing cost, efficiency, and patient outcomes. 

 

4. Feedback Loops (Dynamic Interaction) 

 Oncology Innovation → Law: 

New therapies (e.g., CAR-T) demand fresh regulatory scrutiny on pricing, safety, and ethics. 

 Law → Management: 

Regulations (e.g., compulsory licensing, patient rights charters) reshape pharma strategies, hospital protocols, 

and insurance coverage. 

                                                             
31 Paschim Banga Khet Mazdoor Samity v. State of West Bengal, (1996) 4 SCC 37 (holding access to healthcare as part of 

Art. 21). 
32 World Health Organization & World Bank, Tracking Universal Health Coverage: 2021 Global Monitoring Report. 
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 Management → Law: 

Inequitable distribution (urban bias, high treatment costs) often triggers public interest litigations (PILs), leading 

to policy/law reforms. 

 Innovation → Management: 

Breakthrough drugs force hospitals and insurers to create new cost–benefit frameworks, sometimes leading to 

exclusion/inclusion debates. 

 Integrated Effect: 

The system is non-linear and evolving — cancer innovation constantly disrupts law and management, while law 

and management act as checks, filters, and facilitators for sustainable oncology care. 

 

 
Triangular framework diagram 

 

 
Here’s a pie chart showing the four major challenges in oncology innovation, law, and management — each given 

equal weight for clarity. 
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5. COMPARATIVE ANALYSIS 

 

5.1 Regulatory Pathways for Oncology Innovation 

India. Oncology products are approved by the CDSCO under the New Drugs and Clinical Trials Rules, 2019 (NDCTR), 

which introduced accelerated/expedited pathways, reliance on foreign approvals in defined circumstances, and stricter 

ethics-committee oversight.33 

 

United States. The FDA’s Accelerated Approval program authorizes oncology drugs on surrogate endpoints reasonably 

likely to predict clinical benefit, paired with post-marketing confirmatory trials; oncology is the most frequent user of this 

pathway.34 

 

United Kingdom. After Brexit, the MHRA maintains national routes (including Innovation Pass/ILAP for transformative 

medicines) with rolling reviews and reliance on global data.35 

 

European Union. EMA’s centralized procedure and conditional marketing authorizations enable EU-wide oncology 

approvals; regulators increasingly accept real-world evidence to supplement trials.36Takeaway. India has moved closer to 

US/EU expedited models, but capacity for post-marketing surveillance and real-world data systems remains a comparative 

constraint. 

 

5.2 Pricing, HTA, and Reimbursement 

United States. No single national HTA; the private ICER assessments influence payers. The Inflation Reduction Act, 2022 

introduced Medicare drug-price negotiations for select products, altering oncology pricing dynamics.37 

 

United Kingdom. NICE conducts cost-effectiveness appraisals using QALYs (typical threshold ~£20,000–£30,000 per 

QALY) and uses the Cancer Drugs Fund for managed access while evidence matures.38 

 

European Union. Member states keep pricing sovereignty, but the new EU HTA Regulation (2021/2282) mandates joint 

clinical assessments (phased in from 2025), affecting oncology evidence strategies.39 

 

India. HTAIn guides value assessments for public decisions; prices of scheduled drugs are controlled by NPPA under 

DPCO 2013; however many cutting-edge oncology biologics remain outside effective price caps or face affordability 

gaps.40 

 

Brazil. CONITEC performs HTA for the public SUS system; pricing is overseen by CMED, often tying launch prices to 

international reference baskets.41 

 

South Africa. The NEMLC issues standard treatment guidelines and essential medicines lists for the public sector; private 

reimbursement is negotiated with schemes; the National Health Insurance Act (2024) aims to centralize purchasing over 

time.42 

 

Takeaway. Robust HTA (UK/EU/Brazil) correlates with more predictable access rules; India and South Africa are 

strengthening HTA but face budget ceilings and delivery constraints. 

 

 

                                                             
33 New Drugs and Clinical Trials Rules, 2019 (India). 
34 U.S. Food & Drug Admin., Accelerated Approval Program (guidance & web resources, 2023). 
35 Medicines & Healthcare products Regulatory Agency (MHRA), ILAP Guidance (2022). 
36 European Medicines Agency, Conditional Marketing Authorisation (2022). 
37 Inflation Reduction Act of 2022, Pub. L. No. 117-169; Institute for Clinical and Economic Review (ICER), Value 

Assessment Methods (2020). 
38 National Institute for Health and Care Excellence, Guide to the Methods of Technology Appraisal (2013; updates 

2022); NHS England, Cancer Drugs Fund policy (current). 
39 Regulation (EU) 2021/2282 on Health Technology Assessment. 
40 Dept. of Health Research, HTAIn Reference Case (2018); National Pharmaceutical Pricing Authority, DPCO 2013. 
41 Lei No. 12.401/2011 (Brazil) (CONITEC); Câmara de Regulação do Mercado de Medicamentos (CMED) pricing 

rules. 
42 National Essential Medicines List & Standard Treatment Guidelines (South Africa), latest ed.; National Health 

Insurance Act, 2024 (S. Afr.). 
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5.3 Intellectual Property & Access Mechanisms 

India. Section 3(d) of the Patents Act limits evergreening; courts denied Glivec’s patent and granted a compulsory licence 

for sorafenib in Bayer v. Natco, prioritizing access to cancer medicines.43 

 

United States. Hatch–Waxman balances brand-generic competition via data/exclusivity periods and patent challenges; 

oncology also uses orphan and pediatric incentives.44 

 

United Kingdom/EU. Supplementary Protection Certificates (SPCs) extend patent-term protection for medicines; 

conditional approvals and data exclusivity interact with market access timelines.45 

 

Brazil. The Supreme Court in 2021 curtailed automatic patent-term extensions that had prolonged monopolies, improving 

predictability for generics/biologics; CLs remain possible but rare in oncology.46 

 

South Africa. Historically a depository patent system with limited pre-grant opposition; IP Policy Phase I (2018) and 

ongoing reforms seek stronger examination and TRIPS-flexibility use to improve medicine access.47 

 

Takeaway. India’s statutory and case-law toolbox is the most assertive on access among comparators; Brazil’s 2021 ruling 

moved in a similar direction; US/EU rely more on competition and managed entry than compulsory licences. 

 

5.4 Insurance Coverage and Financial Risk Protection 
United States. Coverage mixes Medicare/Medicaid and private plans; OOP burdens for cancer can be high despite caps; 

outcomes often hinge on plan design and network access.48 

 

United Kingdom. NHS provides universal coverage; oncology uptake is governed by NICE decisions and CDF 

agreements, limiting patient OOP exposure.49 

 

European Union (selected). Universal systems (e.g., Germany, France) reimburse oncology through national benefit 

catalogues with DRG or negotiated tariffs; patient OOP is comparatively modest.50 

 

India. PM-JAY provides up to ₹5 lakh per family for defined procedures, but advanced immunotherapies and many 

precision-oncology tests are variably covered; OOP remains substantial.51 

 

Brazil. The public SUS guarantees universal access, with private plans covering ~25% of the population; access to cutting-

edge oncology varies by HTA and budgetary constraints.52 

 

South Africa. A dual system: public sector underfunding vs. private medical schemes for a minority; the NHI Act is 

designed to unify purchasing and expand equitable oncology access over time.53 

 

Takeaway. Universal systems (UK/EU/Brazil) better shield patients from catastrophic costs; India and South Africa are 

expanding coverage but face fiscal and delivery bottlenecks. 

 

5.5 Operational Capacity & Outcomes 

 Workforce & infrastructure: India and South Africa report oncologist shortages and metro-centric radiotherapy 

capacity; UK/EU/US exhibit better distribution but face waiting-time and staffing pressures.54 

                                                             
43 Novartis AG v. Union of India, (2013) 6 SCC 1; Bayer Corp. v. Natco Pharma Ltd., Compulsory Licence (Controller, 

2012). 
44 Drug Price Competition and Patent Term Restoration Act (Hatch–Waxman), 21 U.S.C.; FDA guidance on 

orphan/pediatric incentives. 
45 Regulation (EC) No. 469/2009 (SPCs); EU pharmaceutical acquis on data/market exclusivity. 
46 Supremo Tribunal Federal (Brazil), ADI 5529 (2021) (striking automatic patent-term extension). 
47 Republic of South Africa, Intellectual Property Policy of the Republic of South Africa, Phase I (2018). 
48 ASCO, The State of Cancer Care in America (annual); Kaiser Family Foundation, reports on OOP burdens. 
49 NICE/CDF sources, supra note 38. 
50 OECD, Health at a Glance: Europe (latest ed.). 
51 National Health Authority, PM-JAY Annual Report 2022–23. 
52 Ministério da Saúde (Brazil), SUS oncology care directives; CONITEC, supra note 41. 
53 NHI Act, supra note 42; Council for Medical Schemes Annual Report (latest). 
54 FDA Sentinel; EMA DARWIN EU; NCRP India; South African National Cancer Registry; Brazil SIA/SUS databases. 



Oncology at the Crossroads of Law and Management: Balancing Cancer Innovation, Patient 

Rights, and Healthcare Economics 

© 2025 Journal of Carcinogenesis | Published for Carcinogenesis Press by Wolters Kluwer-Medknow 

 

 pg. 23 
 

 

 Data systems: US/EU/UK have mature registries enabling outcomes-based contracts; India/Brazil/South Africa 

are scaling registries and real-world evidence infrastructures.55 

 Supply chains: Biologic/ATMP cold-chain demands strain LMIC logistics; managed access and localized 

manufacturing are emerging responses.56 

 

5.6 Lessons for Balancing Law, Management, and Oncology 
1. Tie expedited approvals to enforceable post-marketing evidence. (US/EU model) 

2. Institutionalize HTA-driven, managed-access contracts (UK NICE/CDF; Brazil CONITEC) to align price with 

value while collecting real-world data. 

3. Use calibrated IP flexibilities (India §3(d), CLs as last resort) together with biosimilar pathways to accelerate 

affordability without chilling genuine innovation. 

4. Strengthen universal coverage purchasing power (PM-JAY/NHI/SUS) to negotiate outcomes-based or risk-

sharing agreements for high-cost oncology. 

5. Invest in registries and pharmacovigilance to support value-based pricing, safety, and equitable diffusion of 

precision oncology. 

6. Address delivery constraints—workforce, radiotherapy capacity, and molecular diagnostics—through targeted 

PPPs and regional cancer networks. 

 

6. CHALLENGES AND POLICY GAPS 

Despite significant progress, the oncology landscape in India and comparable jurisdictions is hindered by systemic 

challenges: 

 Patent vs. Public Health Conflict – Intellectual property protections for oncology drugs often restrict generic 

entry, raising affordability concerns. India’s compulsory licensing provisions under the Patents Act, 1970 are 

underutilized due to international trade pressures. 

 Weak Oncology Infrastructure in Rural India – Specialized cancer centers remain concentrated in urban 

regions, leaving rural populations with limited access to advanced diagnostics and therapies. 

 Inadequate Insurance Coverage – Current insurance models rarely cover costly interventions such as 

immunotherapy and targeted drugs, shifting the financial burden onto patients. 

 Ethical Dilemmas in Personalized Medicine – Genetic testing and precision therapies raise unresolved issues 

of privacy, data protection, and discrimination in employment or insurance markets. 

 

7. RECOMMENDATIONS 

To reconcile innovation with accessibility and equity, the following measures are proposed: 

1. Strengthening Compulsory Licensing Framework – Ensure timely generic entry of life-saving oncology drugs 

without undermining innovation incentives. 

2. Public-Private Partnerships (PPPs) – Develop regional cancer centers, leveraging government support and private 

sector efficiency. 

3. Transparent Insurance Models – Introduce risk-pooling and tiered coverage systems that include high-cost 

therapies, reducing out-of-pocket expenditure. 

4. Stronger Regulatory Oversight – Enhance monitoring of clinical trials, ethical compliance, and adverse effects 

reporting to protect patient rights. 

5. International Cooperation – Promote joint research collaborations, data-sharing agreements, and regulatory 

harmonization with global oncology leaders to accelerate innovation and cost reduction. 

 
8. CONCLUSION 

Oncology today stands at the intersection of scientific innovation, legal frameworks, and managerial practices. While 

breakthroughs in genomics, immunotherapy, and targeted drugs hold transformative potential, they simultaneously pose 

                                                             
55 WHO, ATMP & Biologic Supply Considerations (technical briefs, latest). 
56 ICMR-NCRP 2022; SAHPRA/NDoH workforce reports; NHS England workforce stats. 
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challenges of access, affordability, and ethical accountability. A balanced framework that integrates law (IP, bioethics, 

regulation) and management (insurance, hospital administration, pharma strategies) is crucial to ensure sustainable 

oncology care. By bridging these disciplines, policymakers can achieve the tri-fold objective of advancing innovation, 

safeguarding patient rights, and ensuring healthcare equity. 
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