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Hospital Accountability and the Ethics of Informed Consent in
Organ Transplantation: Investigating Medical Governance and

Patient Rights in India

Ashutosh A. Naik*

Abstract

Organ transplantation represents a significant medical breakthrough that
has preserved numerous lives; however, it has also prompted serious ethi-
cal and legal dilemmas, especially in a multifaceted and varied nation like
India. This chapter explores the interconnected themes of hospital respon-
sibility, informed consent and patient entitlements within the context of or-
gan transplantation, emphasizing systemic shortcomings that undermine

* Associate Professor, TMV’s Lokmanya Tilak Law College, Pune.

6



7 6 Conference Proceeding

ethical governance and hinder access to justice. While the Transplantation
of Human Organs and Tissues Act (THOTA), 1994 offers the essential legal
foundation, its application frequently suffers due to administrative discrep-
ancies, inadequate oversight systems and a lack of protective measures
against coercion and malpractice.

The chapter starts by detailing the historical progression of organ trans-
plantation in India and the ethical considerations related to consent, au-
tonomy and beneficence. It then, thoroughly evaluates the legal framework,
uncovering enforcement gaps, procedural ambiguity and the limited effec-
tiveness of hospital ethics committees. Utilizing case law, policy criticism
and academic studies, it investigates the discrepancy between the formal
acknowledgment of patient rights and their actual implementation, particu-
larly for economically and socially marginalized groups.

In the succeeding sections, the chapter assesses the judiciary’s role, the
shortcomings in grievance redressal processes and the urgent necessity for
legal literacy and public awareness. It concludes by proposing practical,
multi-layered solutions, which include bolstering informed consent proce-
dures, improving institutional accountability, establishing expedited health
tribunals and incorporating bioethics into medical training.

Ultimately, the chapter champions a patient-focused and justice-driven per-
spective on organ transplantation, ensuring that life-saving medical proce-
dures do not infringe upon autonomy, dignity, or fairness.

Keywords

Organ Transplantation, Informed Consent, Hospital Accountability Patient Rights
Medical Ethics in India.

1. Introduction

Organ transplantation stands out as one of the most significant and life-saving mile-
stones in contemporary medicine. It brings renewed optimism to individuals facing end-
stage organ failure, yet it also prompts intricate legal and ethical dilemmas, particularly
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regarding the accountability of hospitals and the principle of informed consent. In India,
where significant disparities exist in healthcare access, regulatory enforcement and public
knowledge, the governance surrounding organ transplantation presents distinct challenges
(Brahmbhatt, 2020; Gupta & Patel, 2018).The intersection of medical practice and legal
oversight becomes particularly essential in such procedures, where decisions often balance
urgency, ethics and legality. It’s crucial for doctors to grasp the language and principles
involved so they can actively contribute to the ongoing discussions (Lewis & Gardiner,
2023).

The accountability of hospitals, both as a legal standard and as an ethical duty, is crucial for
ensuring transparency, equity and safety in organ transplantation practices. From accurate
registration under the Transplantation of Human Organs and Tissues Act, 1994 (THOTA,
1994),to meticulous record-keeping and adherence to ethical procurement and transplanta-
tion protocols, hospitals hold substantial responsibilities. Failures within this framework have
been spotlighted in various high-profile cases of illegal organ trading, exploitation of vulner-
able populations and procedural errors, revealing serious shortcomings in enforcement mecha-
nisms (Chopra, 2019; Mishra, 2021).The current landscape in India reveals an intricate
situation marked by increasing numbers of liver transplants, signifying the presence of pro-
ficient technical capabilities; nevertheless, it is crucial to impartially assess the broader
perspective, pinpoint challenges and contemplate implementing improvements for the fu-
ture. This necessitates a comprehensive evaluation of existing regulations, ethical guidelines
and practical implementation strategies to fortify hospital accountability (Muraleedharan et
al., 2005).

Equally important is the notion of informed consent, which establishes the principle of pa-
tient autonomy in medical ethics and law. Nevertheless, in the Indian context, informed
consent is frequently treated as a mere formality rather than a process that ensures true
comprehension and voluntary agreement. Obstacles such as language barriers, medical
illiteracy, socio-economic disadvantages and institutional pressures can compromise the
fundamental intent of obtaining consent, especially in emotionally charged and urgent situa-
tions like organ donation post-brain death. These situations underscore the critical need for
culturally sensitive communication strategies and robust patient education programs to em-
power patients and their families to make informed decisions, free from coercion or misin-
formation. (Kohli, 2017; Singh, 2019).This includes clarifying the distinction between de-
ceased and living organ donation, detailing the risks and benefits associated with the proce-
dure and ensuring that the patient or their family fully comprehends their right to refuse or
withdraw consent at any point (Swaminathan, 2019).

The interplay between hospital accountability and informed consent is further complicated
by the scarcity of organs available for transplantation and the dominance of live donor
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transplants, frequently conducted within the private sector (Nagral et al., 2015). The inad-
equate supply of organs from deceased donors, compounded by infrastructure gaps and
expertise limitations in public hospitals, skews the organ transplantation landscape (Shroff
& Gill, 2021). Due to the low availability of organs from brain-dead individuals, the primary
source of organ transplantation involves related or unrelated living donors.

This chapter explores the intersection of these critical issues i.e. hospital accountability, the
ethics surrounding informed consent and the broader context of organ transplantation, within
the Indian legal and healthcare frameworks. It rigorously assesses the current legal struc-
tures, institutional functions, ethical standards and policy deficiencies that influence organ
transplantation practices in India. Through an amalgamation of legal analysis, case studies
and ethical exploration, this chapter seeks to evaluate how existing governance frameworks
impact the rights of patients and donors and how modifications may be implemented to
better align with constitutional values, human dignity and medical integrity. (Sharma & Joshi,
2020; National Bioethics Committee, 2022)

2. Legal Framework Governing Organ Transplantation in India

The Transplantation of Human Organs and Tissues Act (THOTA), established in 1994, sets
forth the legal structure for organ donation and transplantation within India. Its primary
objective is to regulate the removal, preservation and transplantation of human organs and
tissues, as well as to combat the illegal trade in organs. The Act specifies the procedure for
granting consent for donations, outlines the responsibilities of hospitals and transplant cen-
tres and includes measures to avoid misuse and exploitation.

The key feature of THOTA is its regulatory framework, which includes Authorization Com-
mittees responsible for confirming the legality of organ donations, particularly in cases where
there is no relation between donors and recipients. This system is designed to safeguard
vulnerable people from coercion, ensuring that donations are made voluntarily and with a
full understanding of the implications. Additionally, THOTA enforces stringent penalties for
illegal organ trade, highlighting the government’s commitment to combat organ trafficking.

Although, THOTA represents a significant development in the regulation of organ trans-
plants, its effectiveness is often compromised by inadequate implementation, poor infra-
structure and low public awareness. Disparity in enforcement across different states, com-
bined with a lack of trained professionals and coordinators, further complicates the state of
affairs. Amendments have been introduced to tackle these challenges, such as advocating
for deceased donations and establishing the National Organ and Tissue Removal Organiza-
tion, yet continuous efforts are necessary to enhance accessibility and maintain ethical
standards.
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To address the shortage of organs and promote ethical practices, law was proposed to be
amended. Nevertheless, challenges in executing these amendments persist, underscoring
the necessity to evaluate the law’s effectiveness and its application in practice. The Trans-
plantation of Human Organs and Tissues (Amendment) Act, 2011 provided clarity on the
definition of brain death, identifying it as an irreversible cessation of all brain activity. This
legal definition aids in making informed decisions regarding organ donation and mitigates
ethical ambiguity, particularly in cases involving donors who are brain dead (Singh, 2019).

The discrepancy between law and practice highlights the importance of assessing the ac-
tual effectiveness of THOTA, especially with the ongoing challenges in its implementation.
The amendments introduced in 2011 officially acknowledges deceased organ donation, which
involves obtaining organs from brain-dead patients and aims to make the process more
simple. Nevertheless, the gap between the law’s objectives and its actual impact continues
to be a concern. Strengthening enforcement is essential to combat organ trafficking and
guarantee equitable access to transplants for all (Bessone, 2024).

The National Organ and Tissue Transplant Organization (NOTTO), formed in 2014, is
crucial in managing organ donations and ensuring fair distribution. Operating under the
Ministry of Health and Family Welfare, it is tasked with maintaining a centralized database
of organ donors and recipients, which aids in matching organs based on compatibility and
urgency. The National Organ and Tissue Transplant Organization serves as the highest
authority for co-ordinating and networking organ and tissue procurement and distribution
activities throughout India (Choudhary et al., 2022). NOTTO plays a crucial role in over-
seeing the allocation of organs across the country and promoting organ donation through
public awareness campaigns (Saidi & Kenari, 2014). The establishment of NOTTO repre-
sents a substantial stride towards establishing a more organized and transparent organ trans-
plantation system in India, aiming to reduce inequities in access and improve overall effi-
ciency (Shroff, 2009).

Despite the regulations set by THOTA, enforcement is inconsistent due to challenges such
as a lack of awareness, insufficient resources and the under-reporting of brain death cases
(Mishra, 2021). The disparity between legislation and actual practice underscores the ne-
cessity to evaluate the effectiveness of the Act in real-world situations. Strengthening its
implementation is crucial in combating organ trafficking and guaranteeing equitable access
to transplants. In addition to infrastructure and enforcement, it is essential to tackle socio-
cultural and ethical elements like religious beliefs, family dynamics, and misconceptions that
influence individuals’ perceptions of organ donation in India (Looze, 2013).
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Judicial precedents have also significantly influenced the legal landscape of organ trans-
plantation in India. In the case of (Samira Kohli v. Dr. Prabha Manchanda & Ors.(1),
the court highlighted the necessity of hospitals complying with the ethical and legal stan-
dards set by THOTA. The Supreme Court’s verdict accentuated the importance of trans-
parency in the organ transplantation process and the essential role of informed consent in
ensuring that organ donation is voluntary and free from coercion.

India faces significant challenges in organ transplantation despite having established legal
frameworks. A major problem is the uneven implementation across different states, while
some have effective systems, others are bogged down by bureaucratic and logistical ob-
stacles. Cultural and religious hesitancy surrounding donation further exacerbates the per-
sistent gap between the supply and demand for organs (Chopra, 2019).

Annually, India conducts approximately 3,500–4,000 kidney and 150–200 liver transplants,
emphasizing the necessity to reevaluate incentive-driven donation methods to boost organ
availability and combat illegal transactions (Mathiharan, 2011). Additionally, the current laws
inadequately address cross-border transplants, where issues of consent, allocation, and over-
sight introduce complex ethical and legal dilemmas. Although kidney transplants began in
India during 1970s have seen growth, access remains limited for majority of the population
(Nagral & Amalorpavanathan, 2014).

To address these challenges, it is essential to pursue legislative reforms, enhance public
awareness initiatives and build more robust infrastructure. Stricter regulatory oversight is
necessary to deter illegal trafficking and promote ethical practices. Moreover, Govern-
ments need to invest in the training and development of professional networks to support
sustainable transplant systems (White et al., 2014).

The issue of illegal organ trade poses a serious threat, with unregulated clinics and insuffi-
cient law enforcement, thus facilitating exploitation. Absence of a national donor registry
hampers effective monitoring, promoting the proliferation of underground markets that of-
ten prey on vulnerable populations, such as the impoverished and marginalized. Brokers
concentrate not on health outcomes but rather on exploiting those in desperate circum-
stances, thereby exacerbating health disparities (Brahmbhatt, 2020; Rheeder, 2017).

3. Hospital Accountability in Organ Transplantation

Hospitals play a crucial role in the organ transplantation system, not just by providing medi-
cal treatment but also by maintaining legal, ethical, and procedural standards to guarantee

1. AIR 2008 SC 1385.
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transparency, equity, and safety. Their responsibility encompasses legal obligations, ethical
commitments, and adherence to administrative regulations.

The accountability of hospitals involves ensuring ethical, transparent, and equitable prac-
tices throughout the processes of organ procurement, allocation, and transplantation. Insti-
tutions are required to adhere to rigorous protocols from evaluating donors to post-operative
care that align with national and international standards. These protocols should adapt in
response to advancements in medicine and evolving ethical considerations. Keeping trans-
parent records of donors and recipients is essential for enabling audits, addressing com-
plaints, and fostering public trust (Alowidi et al., 2024).

According to the Transplantation of Human Organs and Tissues Act (THOTA), 1994, hos-
pitals must be registered as authorized centers for organ transplantation. This stipulation
guarantees that only those hospitals that are adequately equipped and ethically managed
can carry out such procedures (THOTA, 1994). Hospitals are required to keep comprehen-
sive records of data related to donors and recipients, consent documents, medical examina-
tions, and outcomes, all of which are subject to scrutiny. Failure to comply may attract
penalties, which could include suspension or criminal prosecution (Mishra, 2021).

Nevertheless, adherence to these regulations often proves to be inadequate. Investigations
into illegal organ trading such as the 2008 Gurgaon kidney scandal have unveiled significant
deficiency in hospital oversight. Unauthorized transplants were conducted in private clinics,
and documentation and consent were frequently lacking, exposing major gaps in regulatory
enforcement (Chopra, 2019). Such events raise questions about the capability of hospitals
to self-regulate effectively without stringent external oversight.

Accountability also encompasses the necessity of informed consent, which is a fundamen-
tal legal and ethical requirement for all medical procedures. Hospitals need to guarantee
that both donors and recipients clearly comprehend the nature, risks, and implications of
transplantation. However, consent forms are frequently signed without adequate explana-
tions or in languages that are not understood by the signers. Financial incentives or emo-
tional coercion, particularly affecting those who are economically disadvantaged, may com-
promise true consent (Singh, 2019; Kohli, 2017). In such instances, hospitals could be con-
sidered complicit due to either negligence or active participation.

From a legal standpoint, hospitals can be held responsible for the conduct of their personnel,
which includes doctors, coordinators, and administrators. Indian courts have recognized this
principle in cases of medical negligence, and similar reasoning, such as the Bolamtest, might
be relevant for transplants, even though specific legal precedents are still developing (Sharma
& Joshi, 2020).
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In addition to their legal responsibilities, hospitals have an ethical obligation to uphold fair-
ness and transparency. They should establish ethical review boards and adhere to both
national and international ethical standards. The WHO’s Guiding Principles emphasize the
importance of fairness, transparency, and prohibiting commercial organ trade. Nonetheless,
Indian hospitals, particularly those in the private sector, are often criticized for preferring
affluent recipients and lacking transparency, thereby breaching the principle of distributive
justice (National Bioethics Committee, 2022).

Ineffective independent audits and the lack of mechanisms for patients to voice grievances
further diminish accountability. The inconsistent application of the Clinical Establishments
Act, 2010, across various states contributes to a disjointed regulatory framework, enabling
malpractice to continue, especially in the private sector (Brahmbhatt, 2020).

Thus, although the legal system assigns a definite responsibility to hospitals to function
ethically, the implementation of these regulations is inconsistent, and ethical violations con-
tinue to occur. Enhancing hospital responsibility in organ transplantation necessitates a blend
of rigorous regulatory oversight, public accountability, ethical standards among profession-
als and strong legal consequences. Only by employing these diverse strategies, can hospi-
tals genuinely fulfil their duty as protectors of both medical ethics and human dignity.

4. Ethical Dilemmas and Cultural Challenges

Organ transplantation in India represents a significant medical breakthrough that saves
lives, yet it also brings a range of ethical and cultural dilemmas. These challenges extend
beyond the medical sphere, raising crucial issues of consent, equity, commercialization and
cultural perspectives, particularly in a country as diverse as India.

A prominent ethical issue is the continuing commercialization of organ donation. Despite the
legal prohibitions outlined in the Transplantation of Human Organs and Tissues Act (THOTA)
of 1994, illegal organ trafficking remains prevalent. Individuals from impoverished back-
grounds, often driven by desperation, are especially susceptible. Even when donations are
termed “altruistic,” they may be influenced by underlying pressures or financial hardships
(Chopra, 2019; Kumar, 2020).

Equity in organ distribution is another significant concern. In reality, wealthier patients in
urban settings often receive transplants more quickly than those from rural or disadvan-
taged communities. This disparity contradicts the principle of distributive justice, which
advocates for equitable access to healthcare. Private hospitals, where the majority of trans-
plants take place, are often criticized for prioritizing those who can afford to pay over
individuals with urgent medical requirements (Brahmbhatt, 2020).
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Cultural and religious values heavily influence perceptions of donation. In numerous rural
communities, individuals are reluctant to donate organs due to religious prohibitions, fears of
bodily alteration or beliefs linked to reincarnation (Rao & Menon, 2018). Although major
religions do not oppose organ donation, widespread myths and a lack of knowledge hinder
progress. To enhance acceptance, outreach endeavors need to be culturally attuned and
involve local communities.

A particularly delicate issue is organ donation from brain-dead individuals. Even though
brain death is legally acknowledged in India, public comprehension of the concept remains
limited. Families frequently find it difficult to understand the idea and may decline donation
due to grief or confusion. This leads to lost opportunities and raises ethical questions about
how hospitals communicate during these emotionally charged situations (ICMR, 2018).

Hospital ethics committees are intended to facilitate decision-making in challenging cases;
however, in many institutions, they function more as a formality than a solution. These
committees often focus on fulfilling regulatory requirements rather than engaging with deeper
ethical issues. There is an increasing need to make ethical governance meaningful by in-
cluding not only physicians but also ethicists, legal professionals, patient advocates, and
community representatives (Sharma & Joshi, 2020).

Looking forward, emerging technologies such as xenotransplantation (the use of animal
organs) and 3D-printed organs are introducing new ethical considerations regarding human
identity, animal rights, and the boundaries of scientific advancement. While these innova-
tions are still in the early stages in India, it is essential to engage in proactive ethical discus-
sions to inform future regulations (Patel, 2021). Ultimately, ethical organ transplantation in
India requires more than just medical knowledge; it necessitates fairness, cultural aware-
ness, and a sincere dedication to informed, compassionate care.

To sum up, the ethical issues surrounding organ transplantation are intricately woven into
India’s socio-cultural landscape. There is a need for ethical frameworks that are sensitive
to this context and that move beyond universal medical ethics to align with local circum-
stances. Collaborating with community leaders, religious figures and grassroots healthcare
practitioners, is just as crucial as implementing institutional changes. It is only through this
comprehensive approach that we can ensure the practice of organ transplantation is aligned
with the principles of dignity, equity and justice.

5. Medical Governance and Regulatory Challenges in Organ Transplantation

Effective medical governance is crucial for the ethical and efficient functioning of organ
transplantation programs in India. Yet, considerable gaps persist in policy implementation,
regulatory oversight and accountability mechanisms. The legal framework in India that
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regulates organ transplantation is primarily founded on the Transplantation of Human Or-
gans and Tissues Act (THOTA) of 1994 and its later amendments. While this legislation
represented a crucial advancement in overseeing organ donations, particularly in preventing
commercial transactions, it still demonstrates various gaps and ambiguities that weaken
hospital accountability and the assurance of informed consent.

A significant issue is the uneven application of THOTA among different states. Despite the
Act requiring the establishment of Authorization Committees and Hospital Authorization
Committees to manage approvals for living donors and cadaveric donations, these entities
frequently exhibit discrepancies in procedures, training and supervision. Consequently, the
understanding of “voluntary” and “informed” consent is interpreted differently, creating
opportunities for exploitation and procedural irregularities (Rathore & Ghosh, 2019).

Moreover, the mechanisms for monitoring and enforcement are inadequate. Although hos-
pitals must ensure transparency through documentation and audits, adherence is inconsis-
tent. The lack of real-time digital tracking systems complicates the ability to follow the
entire donation-transplantation process, raising the risk of illegal trade and unethical prac-
tices (Kumar, 2020).

The definitions under the THOTA also create ambiguous situations. For instance, the term
“near relative” is narrowly defined, restricting altruistic donations from extended family
members or close non-biological connections. This limitation, intended to deter commercial
transactions, has resulted in legitimate cases being rejected, pushing needy patients toward
illegal networks. Additionally, while the penalties for infractions, including unauthorized or-
gan removal or commercial dealings, appear strict on paper, they are seldom enforced due
to prolonged investigation delays and low conviction rates (Sharma & Gupta, 2020).

Another major legal gap is the lack of public awareness and donor registry systems. Unlike
many Western countries that maintain opt-in or opt-out digital registries, India does not have
a centralized, easily accessible national database. This deficiency leads to the insufficient
utilization of cadaveric donations and ineffective matching between donors and recipients.
Despite government initiatives like the National Organ and Tissue Transplant Organization
(NOTTO), collaboration among hospitals, state bodies and NGOs remain disjointed.

Legal scholars and public health experts have urged for thorough reforms — not just by
revising existing laws, but by establishing accountability at all levels. This includes manda-
tory audio-video recordings of consent, standardized operating procedures (SOPs) for trans-
plant assessments and enhanced protection for whistleblowers in the healthcare system.

To rectify these shortcomings, policymakers need to blend technology, clear legal definitions
and ethical considerations. Legal reforms should shift towards a more patient-focused and
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transparent transplantation system, ensuring that the tenets of autonomy, dignity and justice
are upheld rather than sacrificed for procedural expediency.

6. Informed Consent: Ethical and Legal Perspectives

Informed consent is a key ethical and legal principle in contemporary medicine, represent-
ing both the rights of patients and the responsibilities of physicians. This concept is particu-
larly vital in organ transplantation due to the invasive nature of the procedure, its irreversible
results, and the emotional, social, and economic intricacies involved (Danovitch et al., 2013).
Patients should receive comprehensive information regarding their condition, available treat-
ment options, associated risks, benefits, and alternatives in order to make voluntary and
informed choices (Swaminathan, 2019). Ethically, this principle is founded on concepts like
Kantian autonomy and utilitarianism, which emphasize personal choice and overall well-
being.

In the context of organ transplantation, informed consent is relevant for both donors and
recipients, each encountering unique challenges. For living donors, it necessitates evaluating
their physical and mental readiness, comprehending surgical risks, and recognizing potential
emotional and social repercussions. It is crucial that donors retain the freedom to withdraw
consent at any point without feeling pressured or facing negative consequences (Etchells et
al., 1996).

According to both Indian and international regulations, consent is not merely a formality; it
must involve a substantial, informed dialogue. The Indian Council of Medical Research
(ICMR) states that valid consent should be provided voluntarily, free from coercion and by
an individual who is thoroughly informed and capable of making decisions (ICMR, 2018).

Nonetheless, this process can be quite complex. Socioeconomic influences, familial rela-
tionships and emotional connections may sway decisions, particularly in developing nations.
Donors might feel obliged to consent under emotional or financial pressure, casting doubt on
the sincerity of their consent (Kohli, 2017; Singh, 2019).

The Transplantation of Human Organs and Tissues Act, 1994 (as amended) mandates that
authorization committees ensure that consent, especially from unrelated donors, is given
voluntarily and without any financial motive. These committees are intended to conduct
thorough interviews and evaluations for each case. However, investigations have shown
that these reviews can sometimes be superficial, permitting questionable consents to go
unnoticed (Chopra, 2019).

In the context of cadaveric organ donation, obtaining informed consent involves the family
of the deceased. Although ‘presumed consent’ has been a topic of debate in India, the
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current legal framework adheres to the ‘express consent’ model, which necessitates ob-
taining consent from the deceased or their next of kin prior to their death. Unfortunately, a
lack of awareness and misunderstanding surrounding brain death often results in lost oppor-
tunities for organ donation (Brahmbhatt, 2020).

Informed consent is equally significant for recipients, who need to be aware of the long-
term effects of transplantation, including the requirements for immunosuppressive therapy,
the risks associated with organ rejection, potential complications from surgery, and the
impact on quality of life. However, language and literacy barriers create significant chal-
lenges in India. Consent forms are frequently written in English or use complex terminology
that makes them difficult to understand. In urgent situations, consent might be quickly given,
which raises ethical issues (Mishra, 2021).

The Supreme Court of India, in the case of Samira Kohli(2), established crucial principles
for valid consent. It determined that patients should be made aware of their treatment,
including its risks and alternatives, in language that is easy to comprehend. Although this
case did not specifically address organ transplants, its principles have since influenced con-
sent-related decisions.

To improve the transparency of consent, experts suggest implementing standardized meth-
ods such as digital forms, audio-video recordings, and involving third-party witnesses. Ethi-
cal guidelines also emphasize the need for training transplant coordinators and social work-
ers to provide counseling that supports patients and families throughout the process. In
circumstances where individuals are unable to give consent, such as children or those with
cognitive impairments, legal guardians or healthcare proxies must act in the best interests of
the patient (Johar, 2018).

Cultural and religious beliefs significantly influence people’s inclination to donate organs.
While some religions support organ donation, others impose restrictions or oppose it alto-
gether. In some Muslim communities, for example, a lack of trust in the healthcare system
and reliance on the opinions of religious leaders can hinder consent (Ali et al., 2020). Estab-
lishing trust through culturally appropriate education and by involving religious leaders is
essential (Padela & Duivenbode, 2018).

In conclusion, genuine informed consent in transplantation should be based on autonomy,
trust, and transparency. To achieve this, it is necessary to implement not only legal protec-
tions but also enhancements in hospital practices, medical education, and public awareness.
Without these improvements, consent risks becoming merely a formal procedure, rather
than a truly meaningful decision.

2. AIR 2008 SC 1385.
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7. Patient Rights and Access to Justice

In the field of organ transplantation, the rights of patients are not just secondary consider-
ations, rather, they are fundamental to upholding dignity, autonomy and fairness in healthcare.
These rights include the right to be fully informed, to provide or withhold consent, to receive
fair treatment and to pursue justice when these rights are infringed. In India, despite consti-
tutional safeguards and proactive judicial oversight, patients face significant barriers to jus-
tice, especially regarding critical medical procedures like organ transplants.

Article 21 of the Indian Constitution extends the right to life to encompass the right to health,
as interpreted by the judiciary. In significant rulings such as Paschim Banga Khet Mazdoor
Samity(3), the Supreme Court established that the Government has a constitutional duty to
offer sufficient medical services to all citizens. However, in reality, inequalities in healthcare
access, bureaucratic delays and systemic corruption undermine the practicality of these
rights, particularly for marginalized patients engaged in the organ transplant process. The
right to informed consent is one of the crucial issues at stake; when it is compromised, it
leads to a loss of autonomy and bodily integrity. When patients or donors experience coer-
cion, deception, or insufficient information, the procedure itself raises ethical and legal con-
cerns. While the Samira Kohli(4) ruling underlined the necessity of informed consent, it
also shifted the responsibility onto patients to demonstrate a lack of it, a daunting challenge
in a system where hospitals control documentation and patient literacy may be limited.

Legal options for addressing breaches of patient rights theoretically exist through civil courts
(for compensation), criminal courts (for medical negligence), consumer forums and medical
councils. Nevertheless, procedural delays, the costs associated with litigation, limited legal
awareness and the intimidation often felt by patients, when facing large hospital networks
create substantial obstacles to obtaining justice. Furthermore, many organ transplant situa-
tions involve urgent medical needs, where rights are violated not due to intent but because
of systemic shortcomings, complicating the establishment of accountability.

An increasing number of legal scholars advocate for the establishment of specialized health
tribunals or expedited medical grievance resolution forums. These would facilitate quicker
resolutions for complaints regarding informed consent failures, coercive donor practices
and negligence related to transplants. Moreover, establishing legal aid cells in hospitals,
especially in Government or transplant-certified facilities, could provide critical support for
patients and their families, ensuring they have a voice during pivotal decision-making times.
There’s also a critical need to enhance institutional mechanisms such as hospital ethics
committees, which currently often act more as procedural formalities than genuine protec-

3. AIR 1996 SC 2426.
4. AIR 2008 SC 1385.
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tors of patient rights. These committees must be given the authority, training and account-
ability necessary to ensure that the decision-making process surrounding organ transplants
is not merely compliant with procedures but is also ethically sound.

It is crucial to perceive patient rights not solely in clinical or legal terms but also as a human
rights issue. Vulnerable populations, those from economically disadvantaged backgrounds,
women and minorities, are frequently more severely impacted by systemic inadequacies.
Achieving justice for these groups necessitates more than legal solutions; it calls for sys-
temic reform, cultural awareness and proactive governmental involvement.

Ultimately, without strong protections for patient rights and accessible means of seeking
justice, even the most well-meaning transplantation laws will fall short. The ethical and legal
foundation of organ transplantation must prioritize the patient, not just as a recipient of care,
but as an individual with rights that must be honored at every stage.

8. Conclusion, Suggestions and Recommendations

Organ transplantation exists at the intersection of medical science, ethics and legal consid-
erations, a procedure that saves lives and requires not just medical accuracy but also a
dedication to justice, transparency and compassion. In India, although legislative measures
like the Transplantation of Human Organs and Tissues Act (THOTA) of 1994 have sought
to establish ethical and legal protections, significant challenges remain. These challenges
encompass shortcomings in hospital accountability, issues with ensuring true informed con-
sent, weak enforcement of patient rights and insufficient access to justice for affected
individuals.

The main issue is not solely the lack of laws but rather their uneven implementation and
narrow application. Hospitals, whether public or private, are often influenced more by ad-
ministrative ease and commercial interests than by ethical considerations. Informed con-
sent, while legally required, is often regarded as a mere formality instead of a genuine
process of communication and understanding. Donors and patients from vulnerable, socio-
economically disadvantaged backgrounds are particularly at risk of coercion, misinforma-
tion and neglect.

In light of this context, a comprehensive reform strategy is vital to bring India’s organ
transplantation system in line with constitutional protections and international ethical stan-
dards. Also, there is a necessity for enhanced regulatory supervision, better training for
healthcare professionals and increased public education to safeguard those involved in or-
gan transplantation. Hospitals need to take on more responsibility regarding transparency
and ethical issues to avert malpractice and unethical conduct, which erode public confi-
dence in organ donation systems. Only by continuously working to improve legal structures,
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enforce accountability and guarantee ethical practices, India can uphold the integrity of its
organ transplant programs and protect the rights of its citizens. In comparison to the global
scenario, the Indian Organ Transplant Act is comprehensive, as all organ transplants are
carried out with proper consent and genetic verification.

9. Suggestions

9.1 For Hospitals

Digital Consent for Maintenance of Records: Hospitals should adopt a digital method
for collecting and storing patient’s consent, guaranteeing thus, that records are secure,
accurate, and readily available.

Consent for Transplant Procedure: Patients must give explicit consent for transplant
procedures during interviews, at both internal meetings and Government committee ses-
sions, ensuring they make informed choices and receive legal protection.

Obtaining Services of Government-Approved Language Translators: Hospitals must
be encouraged to hire certified language translators to help international patients and under-
stand medical procedures, particularly regarding transplants, to promote clear communica-
tion and minimize the chances of misunderstandings.

Counsellor Member in Transplant Team: In pediatric transplant cases, it is crucial to
include a counsellor in the transplant team. This guarantees that the emotional and psycho-
logical needs of the child are taken into account, during the decision-making process.

Braille Consent Forms for Visually Impaired Patients: Hospitals should provide Braille
consent forms for individuals who are blind or visually impaired, whether they are donors or
recipients, to ensure the independent review and informed consent of either donor or re-
ceiver.

Consent from Adolescents (14–16 years): Patients of age group 14 to 16 must be taken
into confidence, as although, they are not legally adults, yet they are capable of understand-
ing the transplant process. Hospitals should prepare specific consent forms and offer coun-
selling to involve them in the decision-making process.

Launching Awareness Campaign on Informed Consent and Patient Rights: Hospi-
tals should initiate awareness campaigns addressing patients, their families and the public,
emphasizing upon the significance of informed consent, patient rights during transplantation
and ethical issues related to transplants.
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Training Healthcare Professionals: Healthcare professionals, especially those involved
in transplant teams, should participate in ongoing training regarding ethical transplantation
practices and the importance of securing proper informed consent to ensure patient au-
tonomy and safety.

9.2 For Government

Establishing Regulatory Body for Audits: The Government should establish a dedi-
cated regulatory body to supervise transplant practices in hospitals. It must be tasked with
performing regular and surprise audits to ensure adherence to ethical and legal norms.

Surprise Audits: In order to uphold high standards of care and ethical practices, surprise
audits should be carried out at all hospitals, ensuring compliance with best practices and
regulatory requirements, particularly with respect to the informed consent.

Multi-Lingual Transplant Consent Forms: The Government must mandate all hospitals
providing transplant services, to make available multi-lingual consent forms, ensuring ac-
cessibility for patients from diverse linguistic backgrounds.Further,Uniform consent forms
are needed across all states and hospitals in India.

Organ Specific Consent Forms for Different Organ Transplants: Government should
promote the use of distinct consent forms for various transplants, including those for liver,
kidney or heart transplants, to ensure that patients fully understand the particulars of each
procedure and that consent is specific to the organ being transplanted.

10. Recommendations

Strengthening Informed Consent Procedures: Mandatory requirement for the audio-
video recording of the consent process in organ donation and transplantation to ensure both
voluntariness and comprehension. Medical personnel should receive training in ethical com-
munication and culturally appropriate counselling.

Improvement in Hospital Accountability Structures: Make ethics committees more
diverse and autonomous. Their operations should undergo regular audits by state-level bod-
ies. Additionally, hospitals should be required to publish annual transplant audits to enhance
transparency.

Revise Regulatory Frameworks: Amend THOTA to broaden the definition of ‘near
relative’, clarify procedural uncertainties and impose stricter penalties for non-compliance
by institutions. Also, to facilitate digital registries and real-time tracking of transplants through
centralized platforms such as NOTTO.
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Enhance Fair Access to Organs: Guarantee that socio-economic status does not affect
organ allocation. Implement region-specific quotas or weighting systems to enhance access
for underprivileged communities.

Create Specialized Health Tribunals: Establish expedited judicial bodies to handle medi-
cal disputes, especially those related to organ transplants. These tribunals should involve
legal, medical and ethical experts and be accessible throughout different states.

Equip Patients and Donors with Legal Knowledge: Initiate community outreach initia-
tives in collaboration with NGOs and legal aid organizations to inform individuals about
donor rights, consent regulations and grievance redressal systems.

Institutionalize an Ethical Focus in Medical Education: Incorporate coursework on
bioethics, patient rights and transplant law into medical and nursing education programs.
Encourage training that promotes reflection, sensitizing healthcare professionals to the socio-
legal aspects of their responsibilities.

To conclude, organ transplantation in India needs to transition from a purely technical focus
on a rights-based and patient-centred approach. By embedding accountability, transparency
and justice at each phase, from donor identification to post-operative care, we can uphold
both the sanctity of life and the dignity of those who facilitate these life-saving interventions.
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