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Health Care Issues at National And International Level

National Level Healthcare Issues:

1. Accessibility and Affordability:

o Problem: Many countries, especially developing ones, face unequal access to
healthcare services. Rural and economically disadvantaged populations often
struggle to access basic healthcare facilities, and the costs. of treatment can be
prohibitively expensive.

o Examples:

= In India, rural areas face a shortage of medical facilities, forcing people to
travel long distances for even basic healthcare.

= In the United States, high'insurance premiums and out-of-pocket expenses
make healthcare unaffordable for many, despite the presence of advanced
medical technology and institutions.

2. Healthcare Infrastructure:

o Problem: Inadequate infrastructure, including insufficient hospitals, medical
equipment, and health eenters, limits healthcare delivery. This is especially true in
developing countries, where healthcare systems are often underfunded and
outdated.

o | Examples:

* During the COVID-19 pandemic, India faced shortages in ICU beds,
ventilators, and oxygen supplies, leading to a collapse of its healthcare
infrastructure.

= Countries in Sub-Saharan Africa often struggle with inadequate healthcare
facilities and outdated medical equipment, which impedes the effective

delivery of healthcare services.



3. Workforce Shortages:

o

Problem: There is a shortage of qualified healthcare professionals, such as doctors,
nurses, and medical technicians, in many countries. This is due to factors like
insufficient training, migration of healthcare workers to other countries for better
opportunities, and underfunding of healthcare education programs.
Examples:
= India faces a severe doctor-to-patient ratio shortage, with over 10,000 rural
areas lacking adequate medical staff.
= Countries like the Philippines experience significant brain drain, where
healthcare professionals migrate to-wealthier countries, leading to a

shortage of staff at home.

4. Public Health Challenges (Non-Communicable and Communicable Diseases):

@)

Problem: Rising rates of chronic diseases like diabetes, hypertension, and heart
disease, along with persistent issues such. as tuberculosis (TB), HIV/AIDS, and
malaria, put immense pressure on national healthcare systems.
Examples:
= Inthe U.S., the increasing prevalence of diabetes and heart disease has made
these conditions a major healthcare concern, diverting resources away from
other areas.
= In countries like India and parts of Africa, TB remains a significant burden,

with inadequate resources to combat the disease effectively.

5. Policy and Governance Issues:

o

o

Problem: Poor governance, corruption, lack of transparency, and fragmented
healthcare policies hinder the efficient delivery of healthcare services. These issues
often lead to misallocation of resources and delays in the implementation of health
programs.
Examples:
» In India, despite ambitious schemes like Ayushman Bharat, there have been
delays and bureaucratic inefficiencies in implementation, leading to poor

service delivery.



= In many African countries, corruption in the healthcare sector leads to funds
being misused, thus affecting the quality of healthcare services provided to

citizens.

International Level Healthcare Issues:

1. Global Pandemics:

o

@)

Problem: The emergence of global pandemics like COVID-19, Ebola, and SARS
highlights the vulnerability of global healthcare systems to infectious diseases.
These pandemics spread rapidly across borders, straining healthcare systems
worldwide and exposing the lack of preparedness and coordination.

Examples:

»= The COVID-19 pandemic overwhelmed healthcare systems globally, with
developed nations like the U.S. and Italy facing significant challenges in
providing adequate care.

= In Africa, the Ebola outbreak demonstrated the lack of resources and
healthcare infrastructure to deal with such pandemics, leading to

widespread fear and loss of life.

2. Inequality in Healthcare Access:

@)

@)

Problem: There is a significant disparity in the healthcare services available to
populations in wealthy countries versus those in developing or underdeveloped
regions. This inequality is exacerbated by factors like lack of resources,
infrastructure, and political instability in poorer regions.

Examples:

* During the COVID-19 vaccine rollout, wealthier countries like the U.S. and
European nations secured large quantities of vaccines, leaving low-income
countries in Africa and South Asia struggling to access doses.

= Many developing nations, especially in sub-Saharan Africa, continue to face
significant health challenges due to limited access to basic healthcare, clean

water, and vaccines.



3. Cross-Border Health Challenges:

o

o

Problem: Health issues that cross national borders, such as the spread of infectious
diseases and the health impacts of migration and displacement, require international
cooperation and coordination. Migrants and refugees are often at high risk of
disease, which can spread across borders.
Examples:
= The refugee crisis in the Middle East and Africa has led to outbreaks of
diseases like cholera, TB, and malaria, which spread rapidly in overcrowded
camps.
= Polio remains endemic in countries like Afghanistan and Pakistan, with

cross-border movements between countries increasing the risk of its spread.

4. Healthcare Financing:

o

o

Problem: Many low- and middle-income countries rely heavily on external
funding and assistance from international organizations like the World Health
Organization (WHO) and donor countries. This dependency can lead to financial
instability, and budget cuts or political changes in donor countries can undermine
healthcare efforts.

Examples:

» The WHO has faced challenges in funding and resources, especially when
funding from member states is cut, as was seen in the case of U.S. funding
cuts during the Trump administration.

= African countries often depend on foreign aid for healthcare, and changes

in international financial support can leave them vulnerable to health crises.

5. Research and Innovation Gap:

o

Problem: Limited resources for medical research and innovation in poorer
countries hinder progress in the development of new treatments, vaccines, and
healthcare technologies. Intellectual property laws and the high cost of medicines

can also prevent access to life-saving innovations.



o Examples:
= Low-income countries face difficulties in accessing new vaccines and
medicines due to the high costs associated with patented treatments.
= Countries like India have struggled with the cost of cutting-edge treatments
and drugs due to international patent laws, which prevent local production
of affordable generics.
6. Climate Change and Health:

o Problem: The effects of climate change, such as rising global temperatures, more
frequent and severe heatwaves, and changing weather patterns, are increasingly
recognized as a major public health threat.- These environmental changes are
contributing to the spread of diseases and increasing the burden on healthcare
systems.

o Examples:

= Rising temperatures are contributing to the spread of vector-borne diseases
like malaria andddengue in regions that were previously unaffected.

= Air pollution, which is worsened by climate change, is leading to respiratory
diseases in cities around the world, particularly in countries like China and

India.
Efforts to Address Healthcare Issues:

1. National Initiatives:
o Examples:
= In India, the Ayushman Bharat scheme aims to provide healthcare to low-
income families, offering health insurance coverage for hospitalization.
= The Affordable Care Act in the U.S. has made healthcare more affordable
and accessible, although it faces challenges related to political opposition

and healthcare costs.



2. International Collaboration:

o Examples:

The World Health Organization (WHO) has played a critical role in
coordinating global responses to health emergencies like pandemics and
promoting disease prevention programs.

The United Nations’ Sustainable Development Goals (SDG-3) focus on
ensuring healthy lives and promoting well-being for all, aiming to address

health inequities globally.

3. NGOs and Private Sector Efforts:

o Examples:

The Bill & Melinda Gates Foundation funds initiatives to combat diseases
like malaria and polio, particularly in low-income countries.

Private companies, such as GSK and Nevartis, are working to improve
healthcare access and affordability in emerging markets through affordable

medicines and healthcare solutions.

4. Technological Innovations:

o Examples:

Telemedicine 1s becoming increasingly important in providing healthcare
to rural and underserved populations.
Artificial intelligence (AI) is improving diagnostics and healthcare

delivery, particularly in remote areas where human resources are limited.



Right to Health as a Fundamental Right in India

The Right to Health is not explicitly mentioned as a fundamental right in the Indian Constitution,

but it has been interpreted as part of the Right to Life under Article 21. The Supreme Court of

India has recognized that the Right to Health is implicit in the Right to Life under Article 21,

which guarantees that no person shall be deprived of their life or personal liberty except according

to the procedure established by law. Here are key cases where the Supreme Court has discussed

the right to health:

1. Consumer Education and Research Centre v. Union of India (1995)

Case Summary:
The Supreme Court in this case recognized the right to health as a part of the right to life.
It emphasized that the government has a constitutional obligation to ensure that public
health facilities are available, accessible, and of good quality.

Key Point:
The court noted that the state's duty under Article 21 of the Constitution includes ensuring
the availability of essential healthcare services to citizens. The state must take steps to
prevent harm and ensure that the health of its people is protected through adequate

healthcare systems and policies.

2. Bandhua Mukti Morchav. Union of India (1984)

Case Summary:
In this landmark case, the Supreme Court extended the scope of Article 21 by recognizing
that health and safety of bonded laborers (who were forced to work under exploitative
conditions) were fundamental rights.

Key Point:
The Court emphasized that a person's health, dignity, and well-being should not be

compromised under any circumstances. This case extended the right to health to include a



clean and safe environment, protection from unsafe working conditions, and access to

health care.

3. Paschim Banga Khet Mazdoor Samity v. State of West Bengal (1996)

Case Summary:
In this case, the Supreme Court dealt with the issue of inadequate medical treatment and
the lack of proper healthcare facilities in rural and remote areas. The petitioners contended
that they were not provided with proper medical treatment in government hospitals.

Key Point:
The Supreme Court held that the right to health is part of the Right to Life under Article
21. The Court directed the state to take necessary. actions to improve healthcare
infrastructure, particularly in rural areas, ensuring that emergency medical care is available

to all people.

4. State of Punjab v. Ram Lubhaya Bagga (1998)

Case Summary:
In this case, the Supreme Court dealt with the issue of the state's obligation to provide
medical facilities to citizens, particularly under circumstances where public hospitals were
not fulfilling their obligations.

Key Point:
The Court held that the state's duty to provide healthcare services is an integral part of the
Right to Life under Article 21. The Court emphasized that the state must ensure that
adequate healthcare infrastructure and services are available to citizens without

discrimination.



5. Rural Litigation and Entitlement Kendra v. State of U.P. (1985)

CaseSummary:

The Supreme Court dealt with the issue of health and environmental hazards caused by
stone quarries and the impact on local communities. The Court recognized the need to
protect the health and safety of workers and residents in the affected areas.

KeyPoint:

The Supreme Court acknowledged that a clean environment and safe working conditions
are essential for the health and well-being of individuals. The right to health encompasses

the right to a healthy environment and adequate medical care.

6. Vishaka v. State of Rajasthan (1997)

CaseSummary:

The Supreme Court in this case dealt with the issue of sexual harassment at the workplace.
Although not directly related. to health care, it linked the well-being and health of
employees to a safe working environment free from harassment.

KeyPoint:

The Court recognized that the right to health and safety at work is part of the Right to Life
under Article 21, as a person's physical and mental health is linked to the conditions of

their workplace.

7. M.C. Mehta v. Union of India (1987)

CaseSummary:

This case addressed the issue of pollution and its adverse effects on public health,
particularly in the context of the hazardous industrial activities. The Supreme Court took
steps to control pollution and protect public health.

KeyPoint:

The Court held that the right to life under Article 21 extends to the protection of the
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environment, and the state has a responsibility to ensure that pollution does not harm the
health of its citizens. The right to a healthy environment is directly linked to the right to
health.

8. People's Union for Civil Liberties v. Union of India (2002)

e CaseSummary:
In this case, the Supreme Court considered the issue of public health emergencies, such
as epidemics, and the state's responsibility to provide timely and adequate medical care.

o KeyPoint:
The Court emphasized that the Right to Health is a part of the Right to Life under Article
21, and the state must provide immediate medical assistance during health emergencies,

like epidemics and natural disasters,
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Remedies Available Under the Indian Constitution

The Indian Constitution provides several remedies to individuals whose rights are violated or

threatened. These remedies are enshrined primarily under Part III (Fundamental Rights) and Part

IV (Directive Principles of State Policy). However, the remedies for enforcement of these rights

are mostly found in Part III, with a focus on Judicial Remedies.

Here’s a detailed look at the various remedies available under the Indian Constitution:

1. Remedy for Enforcement of Fundamental Rights — Article 32

o Article 32 provides the right to constitutional remedies and 1s often referred to as the

"heart and soul" of the Constitution by Dr. B.R. Ambedkar. It allows any person whose

fundamental rights are violated to approach the Supreme Court of India directly.

e The Supreme Court can issue various writs to enforce these rights, including:

@)

@)

o

@)

@)

Habeas Corpus (to secure personal liberty)

Mandamus (to compel a public authority to perform a duty)

Prohibition (to stop an inferior court or authority from acting beyond its
Jjurisdiction)

Certiorari (to quash an order passed by a lower court or authority)

Quo Warranto (to challenge the legality of a person's holding public office)

e _Article 32 makes the enforcement of fundamental rights a matter of right and not a

privilege, meaning that the Supreme Court must entertain the petition, provided the

violation of a fundamental right is alleged.
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Case Law Example:

e KK. Verma v. Union of India (1954): The case confirmed that Article 32 guarantees a

remedy to enforce Fundamental Rights through writs.

2. High Court Remedies — Article 226

e Article 226 provides an equivalent remedy to Article 32, but the High Courts of India are
empowered to issue writs within their respective territories.

o Itisamore extensive provision, allowing the High Coutts to issue writs for the enforcement
of fundamental rights and even for other legal rights not classified as fundamental rights.

e Unlike Article 32, which mandates that the Supreme Court be approached, Article 226
gives individuals the option to approach the High Court if they are unable to approach the

Supreme Court.
Case Law Example:

o State of Rajasthan v. Union of India (1977): The Supreme Court stated that the High
Courts under Article 226 have the power to issue writs even for non-fundamental rights

and can provide remedies to protect the rule of law.

3. Right to Move the Court for Enforcement of Rights

e As per Article 32(2), the Supreme Court has the power to issue directions or orders or
writs to enforce the fundamental rights of individuals.

e Article 226(1) of the Constitution provides the High Court the power to issue writs for
the enforcement of rights that fall under Part III (Fundamental Rights) or other legal rights.

13



4. Remedy for Violation of Fundamental Rights by a Public Authority — Public Interest Litigation
(PIL)

o Public Interest Litigation (PIL) is a unique remedy that allows any citizen, group, or
organization to approach the court if a public issue or fundamental right is at risk, even if
they themselves are not directly affected by it.

o This remedy is available to promote justice and act as a safeguard against public authorities’
actions.

e PILs have played a crucial role in making human rights and environmental laws more

accessible.

Case Law Example:

e Vishaka v. State of Rajasthan (1997): A PIL was filed in this case that led to the creation

of guidelines for the protection of women against sexual harassment at the workplace.

5. Enforcement of Rights Through the Doctrine of Judicial Review

e Judicial Review is a fundamental feature of the Indian Constitution and enables the
judiciary to review the constitutionality of laws passed by Parliament and state legislatures.

e Under Article 13, laws that violate the fundamental rights guaranteed by the Constitution
are considered void.

e Courts can strike down any legislation, statutory instrument, or order that is inconsistent

with the Constitution.

Case Law Example:

e Marbury v. Madison (1803) (U.S. Case) established the principle of Judicial Review, and
in India, the Supreme Court has exercised this principle in landmark cases like

Keshavananda Bharati v. State of Kerala (1973).
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6. Remedies for Violation of Directive Principles — Article 37

o Directive Principles of State Policy (DPSPs) under Part IV of the Constitution, although
not enforceable in a court of law, are fundamental in the governance of the country. Courts
cannot directly enforce these principles, but they guide the legislature and executive in the
creation of laws.

e A remedy for the violation of DPSPs is available indirectly, as Article 37 directs that they
are meant to be the guiding principles for the governance of the country.

e Courts have used the DPSPs as a foundation for making laws, particulatly in areas like

social justice, environmental protection, and worker's rights.

Case Law Example:

o State of Madras v. Champakam Dorairajan (1951): The case marked a significant
development, where the Court relied on the Directive Principles to conclude that they

should not supersede fundamental rights but still guide the law-making process.

7. Right to Constitutional Remedies for Protection of Property Rights

o The Constitution of India guarantees the Right to Property under Article 300A, where no
person shall be deprived of their property except by the authority of law. In case of
violation, an individual can approach the Supreme Court or the High Court.

e ~Remedies include compensation for illegal seizure or expropriation, or restoration of

property.
Case Law Example:

e KK. Verma v. Union of India (1954): In this case, the Supreme Court reinforced the

protection of property rights under Article 300A.
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8. Remedy for Violations of Human Rights

e Human rights violations can be addressed through PILs and by invoking Article 32 and
Article 226 for enforcement of rights. Special statutory bodies like the National Human
Rights Commission (NHRC) also provide remedies.

e The courts have, in various cases, interpreted the protection of human rights as an essential

part of the right to life and dignity under Article 21.
Case Law Example:

o Kailash v. State of U.P. (2011): The Supreme Court ruled that basic human rights are
intertwined with the right to life and must be upheld by all state organs.
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Right to Health Vis-a-Vis the Right to Confidentiality

The right to health and right to confidentiality are two essential human rights that can sometimes
conflict, particularly in healthcare settings. While the right to health is a fundamental right under
the Indian Constitution, the right to confidentiality, especially in medical practice, is grounded in

personal autonomy and privacy.

1. Right to Health

The right to health is not explicitly mentioned as a fundamental right in the Indian Constitution,
but it is implied under Article 21 (Right to Life and Personal Liberty). The Supreme Court has
interpreted the right to health as part of the broader right to life, encompassing the right to live

with dignity, which requires access to essential health services.

e Right to Health and Public Health: This includes aecess to healthcare, protection
against harmful practices, and the duty of the state to provide healthcare infrastructure,
medications, and medical treatments.

o The State is responsible for making healthcare available to all citizens, particularly in the

context of marginalized communities.

Key Case Laws on Right to Health:

1.« Unni Krishnan v. State of Andhra Pradesh (1993): In this landmark case, the Supreme
Court held that the right to health is a part of the right to life under Article 21. It
emphasized that the state must ensure the right to health through public health services and
policies.

2. Paschim Banga Khet Mazdoor Samity v. State of West Bengal (1996): The Supreme
Court ruled that the government must provide emergency medical services to citizens in
need, particularly in cases where delay in treatment could lead to death or further

complications.
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3. State of Punjab v. Mohinder Singh Chawla (1997): The Supreme Court held that it is

the state's responsibility to provide adequate healthcare facilities to its citizens. The right

to health includes access to medical care in both public and private sectors.

2. Right to Confidentiality

The right to confidentiality in the context of healthcare refers to the obligation of healthcare

providers to keep information about a patient's health and personal details private. This is crucial

for the maintenance of trust between patients and medical practitioners, and it ensures that patients

can seek treatment without the fear of their personal health information being exposed.

Medical Ethics and Privacy: The Indian Medical Council (Professional Conduct,
Etiquette and Ethics) Regulations, 2002 impose a duty on medical professionals to

maintain the confidentiality of a patient's personal and medical information.

Key Case Laws on Right to Confidentiality:

1.

Kharak Singh v. State of U.P. (1963): In this early case, the Supreme Court observed that
the right to privacy is.an essential aspect of the right to life under Article 21. The Court
ruled that any invasion of privacy must be justified by law.

R. Rajagopal v. State of Tamil Nadu (1994): The Supreme Court reaffirmed the right to
privacy as a fundamental right under Article 21, which includes the right to keep one's
personal information, including medical records, confidential. The Court ruled that the
press cannot publish personal information about individuals, including their health records,
without consent.

X v. Hospital Z (1998): This case involved a patient who filed a complaint against a
hospital for disclosing his HIV status to third parties without his consent. The court ruled
in favor of the patient, holding that the patient's HIV status was confidential and the breach
of confidentiality violated his right to privacy and right to dignity.
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3. Conflict Between Right to Health and Right to Confidentiality

While both the right to health and right to confidentiality are essential, there are situations where

they may conflict:

Conflict Scenarios:

e Public Health and Confidentiality: In cases of public health emergencies (e.g., a
contagious disease outbreak), healthcare providers may be required to disclose patient
information to authorities for contact tracing and containment measures. Here, the
public health interest may outweigh the individual’s right to confidentiality.

e Medical Reporting and Confidentiality: Doctors may be legally compelled to disclose a
patient's health information under specific citcumstances, such as reporting cases of
infectious diseases, child abuse, or mental health issues that pose a risk to the patient or
others. In such cases, the right to health (or public interest) may override the patient's right

to confidentiality.

Key Case Law on Balancing the Two Rights:

1. State of Punjab v. Sukhdev Singh (2007): In this case, the Court upheld that public
health considerations (such as controlling epidemics or preventing public harm) could
override the right to confidentiality. It was decided that health authorities can override
an individual’s privacy rights to protect the public interest in specific contexts.

2. Sharda v. Dharmpal (2003): The Supreme Court recognized the need to balance the right
to privacy and public interest. While maintaining the right to confidentiality, the Court
emphasized that in certain cases, like the protection of public health, the public interest
could justify a breach of confidentiality.

3. S. Puttaswamy v. Union of India (2017): The right to privacy case, where the Supreme
Court held that privacy is a fundamental right under Article 21. However, the Court
acknowledged that privacy can be limited in certain circumstances, including when it’s

necessary for public health and safety.
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Access to Medical Records

Medical records are confidential documents that contain personal, sensitive, and detailed

information about a patient's health. The right to access medical records is vital to safeguard

patients' autonomy and promote transparency and accountability in healthcare systems. However,

this right is balanced with the need for patient confidentiality and the protection of privacy.

1. Right to Access Medical Records in India

In India, the right to access medical records is implied through constitutional rights such as the

right to privacy under Article 21 of the Indian Constitution. Accessing one’s medical records is

a fundamental part of making informed decisions about health, understanding diagnoses, and

receiving second opinions or transferring care to other healthcare providers.

Legal Framework for Access to Medical Records in India:

The Medical Council of India (MCI) Guidelines: The MCI’s Code of Medical Ethics
(2002) states that a patient is entitled to.a copy of their medical records, and a doctor is
legally obliged to provide the patient access to those records. However, the guidelines also
note that the release of records may be restricted in certain cases, such as if disclosure
would harm the patient’s health.

The Clinical Establishments (Registration and Regulation) Act, 2010: This Act
mandates that healthcare facilities must maintain proper medical records and make them
available for inspection. The records must be kept for a minimum of 3 years after the
treatment, and patients are entitled to request access to their records.

Right to Information Act (RTI), 2005: Under the RTI Act, citizens can request
information held by public authorities, including government hospitals. However, the Act
excludes personal information that could harm someone’s privacy, which includes

medical records.
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2. Legal Cases Regarding Access to Medical Records

Several court cases have addressed the issue of a patient’s right to access their medical records,

helping clarify the scope of this right.

Key Case Laws on Access to Medical Records:

1. Dr. M. Ismail Faruqui v. Union of India (1994): The Supreme Court ruled that medical
records and patient information come under the right to privacy. A person has the right to
access their own medical records, subject to the conditions that no harm to public safety or
health is caused by the release of those records.

2. Parmeshwaran v. State of Kerala (1998): The Court held that patients have a right to
access their medical records. If the doctor or hospital refuses, they must give a valid reason.
It also emphasized the ethical obligation of healthcare providers to share relevant medical
information with patients.

3. Mr. X v. Hospital Z (1998): This case highlighted the right to confidentiality of medical
records, but also recognized that patients have the right to access their medical records.
The Court ruled that when patients request their medical information, they should be given
access unless there is a compelling reason not to (such as preventing harm to the patient's
health).

4. K.K. Verma v. State of Delhi (2014): The Delhi High Court ruled that a patient has the
right to inspect and take a copy of their medical records. The Court emphasized that
healthcare providers are legally obligated to share the information with patients on request,

without requiring patients to provide a reason.

3. Conditions and Restrictions on Access to Medical Records

While patients generally have the right to access their medical records, there are some restrictions

and conditions:

e Medical Necessity: If a healthcare provider believes that revealing certain information may

harm the patient’s mental or physical health (e.g., disclosing a terminal diagnosis), they
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may withhold some details. However, this decision should be made carefully, and patients
should be informed of the withholding of any critical information.
Third-Party Access: Third parties (family members, insurance companies, etc.) may not
have automatic access to a patient’s medical records without the patient’s explicit consent
unless legally required (e.g., during legal proceedings, investigations, or insurance claims).
Exceptions to Disclosure: Medical records may be withheld or redacted in certain cases,
such as:
o In case of a criminal investigation: If the records are requested by law
enforcement agencies, they may be accessed, but usually under strict supervision.
o In case of public safety concerns: For example, in outbreaks of contagious
diseases, patient information may be disclosed to public health authorities to

prevent further spread of illness.

4. International Perspective on Access to Medical Records

The right to access medical records is not just limited to India but is recognized globally.

International frameworks such as the Universal Declaration of Human Rights and the

International Covenant on Civil and Political Rights underline the right to health and privacy,

which includes access to personal. medical information.

Global Case Law:

European Court of Human Rights (ECHR) - T v. The United Kingdom (2009): The
Court ruled that access to medical records falls under the right to privacy, under Article 8
of the European Convention on Human Rights. The judgment highlighted that patients
should have access to their medical records and be informed of any withholding of
information.

United States: Under the Health Insurance Portability and Accountability Act
(HIPAA), patients have the right to access their medical records. Healthcare providers must
make records available within 30 days of the request, with certain exceptions, such as if

providing access could harm the patient or others.
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5. Challenges in Access to Medical Records

Despite legal provisions, there are several challenges to accessing medical records in practice:

Non-Compliance: Healthcare institutions, particularly private hospitals, may refuse to
provide medical records or may charge excessive fees for copies of records, leading to
delays or obstruction in access.

Lack of Awareness: Many patients, especially in rural or-underprivileged areas, may not
be aware of their right to access medical records, resulting in them being denied access
without understanding their legal entitlements.

Unstandardized Record-Keeping: Many hospitals and clinics still use manual record-
keeping systems, which may not be organized properly, making it difficult for patients to

obtain accurate records promptly.
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Clinical Trials and Human Rights of Participants

Clinical trials are research studies that involve human participants to evaluate the effectiveness,
safety, and side effects of medical treatments, drugs, or devices. While clinical trials are essential
for the advancement of medical science, ensuring the protection of human rights of participants

is paramount.

1. Ethical and Legal Framework for Clinical Trials

Clinical trials must adhere to ethical guidelines and legal frameworks that protect participants'
rights and well-being. These guidelines aim to prevent exploitation and ensure that participants

are treated with respect and dignity.
International Framework:

e Declaration of Helsinki (1964): Established by the World Medical Association (WMA),
the Declaration of Helsinki is a cornerstone of ethical principles in medical research
involving human participants. It asserts that the well-being of the human subject must take
precedence over the interests of science and society, and it emphasizes the importance of
obtaining informed consent from participants.

o International Conference on Harmonisation (ICH) Good Clinical Practice (GCP)
Guidelines: These guidelines provide a set of standards for the design, conduct, and
reporting of clinical trials to ensure that they are ethical and scientifically valid. They
include requirements for informed consent, participant safety, and confidentiality.

e World Health Organization (WHO): WHO emphasizes the need for ethical conduct in
clinical trials, including providing equitable access to trial results and ensuring non-

exploitation of vulnerable populations.
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2. Key Human Rights Considerations in Clinical Trials

A. Informed Consent

One of the most important human rights protections in clinical trials is the right to informed
consent. This means that participants must fully understand the trial's nature, purpose, risks, and

benefits before agreeing to take part.

e Voluntary Participation: Consent must be voluntary, without any coercion or undue
influence.

o Comprehensibility: Information must be presented in a language and manner that is easily
understandable by participants.

o Right to Withdraw: Participants should be informed of their right to withdraw from the

trial at any point without facing any negative consequences.

Case Law:

e Samira Ahmed v. Director of Clinical Trials (2009): In this case, the court ruled that the
principle of informed consent is non-negotiable, and participants should be fully aware of

the nature of the trial, including potential risks and benefits.

B. Privacy and Confidentiality

Participants’ personal data, medical information, and trial results should be kept confidential.
Unauthorized disclosure of such information can violate the right to privacy and lead to

discrimination or harm.

o Data Protection Laws: Ethical guidelines require researchers to comply with data

protection laws, ensuring the confidentiality of medical records and personal information.

Case Law:

e R. Rajagopal v. State of Tamil Nadu (1994): The Supreme Court of India affirmed the
right to privacy under Article 21 of the Constitution, which includes protecting personal

health information.
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C. Non-Exploitation

Participants in clinical trials should never be exploited, especially vulnerable populations such as

the poor, illiterate, or economically disadvantaged.

o Equitable Selection: Trials should not exploit vulnerable groups. The selection of
participants must be equitable and fair, ensuring that no group is unfairly burdened with

the risks of clinical trials.

Case Law:

e V.C. Shukla v. State of Haryana (1990): The Court stressed the need for protecting
vulnerable individuals from being used for experiments without their full understanding or

consent.

D. Right to Access Treatment

Participants in clinical trials should have access to proper medical care during and after the trial.
In case of adverse reactions or harm resulting from the trial, researchers and medical practitioners
must provide immediate medical attention and ensure that participants' rights to treatment are

not compromised.

o Post-Trial Access: Once a clinical trial is completed, participants should be provided with
appropriate medical care, especially if the trial involved experimental treatments or

drugs.
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3. Safeguarding Human Rights in Clinical Trials

The human rights of participants in clinical trials can be safeguarded through the following

measures:

A. Ethical Review by Independent Committees

Every clinical trial must undergo an ethical review by an independent Institutional Review Board
(IRB) or Ethics Committee. These committees ensure that the trial meets ethical standards,

including informed consent and participant safety.

e Ongoing Monitoring: Clinical trials must be monitored continuously to ensure that they

remain compliant with ethical standards and regulations throughout their duration.

B. Compensation for Harm

Participants should be informed of any risks involved in the trial. In case they suffer harm or
adverse effects, compensation mechanisms should be in place. This ensures that participants'

rights are not violated by the lack of remedial action for injuries or adverse effects.

o Insurance Coverage: Researchers should arrange for appropriate insurance coverage for

participants to compensate for any harm, injury, or death resulting from the clinical trial.

C. Transparency and Accountability

Clinical trials should operate with transparency, ensuring that results are made publicly available

after the conclusion of the trial, whether the results are positive or negative.

o Clinical Trial Registries: Researchers should register their trials in international databases
(e.g., ClinicalTrials.gov) to ensure transparency and provide public access to trial

information.
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4. Case Studies on Human Rights Violations in Clinical Trials

1.

The Tuskegee Experiment (1932-1972): In the United States, a clinical study involving
African-American men with syphilis was conducted without proper informed consent, and
participants were denied effective treatment. The study continued even after penicillin was
proven to cure syphilis, leading to severe health consequences for the participants. This
case highlighted the importance of informed consent and non-exploitation.

The Indian Drug Trials Controversy (2000s-2010s): In India, multiple instances were
reported where clinical trials were conducted without< adequate consent or without
informing participants of the risks. In some cases, participants suffered adverse reactions,
and there was a lack of follow-up care. This led to'calls for more stringent regulations and

the establishment of the Drug Controller General of India (DCGI).

5. Legal Framework in India

In India, clinical trials are regulated under:

Drugs and Cosmetics Act, 1940: This Act lays down the regulatory framework for clinical
trials of drugs and devices in India. It mandates that trials must be conducted ethically, with
the proper.approval of an Ethics Committee and informed consent from participants.
The Clinical Trials Registry - India (CTRI): Established in 2007, the CTRI is an online
registry that provides transparency and access to information on clinical trials conducted
in India. It aims to prevent unethical practices and ensure compliance with standards.

The National Guidelines for Ethics Committees: These guidelines set the framework for
ethical review, focusing on ensuring patient safety, informed consent, and equitable

selection of participants.
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