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Introduction

A. Historical Context and Ethical Foundations
Human trials have been integral to medical progress, dating back to ancient
civilizations. However, the formalization of ethical principles gained prominence
in the aftermath of World War II atrocities, leading to the formulation of the
Nuremberg Code in 1947. This pivotal document emphasized the significance of
informed consent, setting the stage for modern ethical medical practices.
Subsequent tragedies, such as the Thalidomide incident in the 1950s-1960s,

further underscored the need for stringent ethical oversight.

B. Globalization, Technology, and Ethical Challenges
In the latter half of the 20th century we have witnessed a surge in medical
research, coupled with the globalization of clinical trials. While fostering scientific
exchange, this globalization posed challenges related to cultural disparities and
ethical standardization. The Information Age brought forth new ethical dilemmas,
including data privacy concerns and the ethical implications of emerging
technologies like artificial intelligence.
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C. The Role of UNESCO and the Committee’s Mandate
In this ever-evolving landscape, UNESCO has convened this committee to address
the complex ethical issues surrounding medical practices in human trials. By
drawing on historical lessons and acknowledging contemporary challenges, the
committee aims to develop comprehensive guidelines. This endeavor reflects
UNESCO’s commitment to fostering international collaboration and ensuring that
scientific progress aligns harmoniously with ethical principles, safeguarding the

rights and dignity of all participants involved in clinical research.

Definition of Key Terms

Informed Consent:
Definition: Voluntary, explicit agreement to participate in research, based on a full
understanding of risks, benefits, and the right to withdraw.
Example: The Tuskegee Syphilis Study (1932-1972), where participants were not
informed about their condition or provided with treatment.

Beneficence:
Definition: Ethical obligation to maximize benefits and minimize harm to research
participants.
Example: Developing new cancer treatments with reduced side effects, prioritizing

patient well-being.
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Non-Maleficence:
Definition: Principle of doing no harm, minimizing risks associated with research
activities.
Example: Thorough pre-clinical testing of drugs to ensure safety before human
trials.

Justice:
Definition: Fair distribution of research burdens and benefits, ensuring equitable
access for all populations.
Example: Ensuring diverse representation in clinical trials to avoid biases in
treatment outcomes.

Autonomy:
Definition: Respect for individuals' rights to make decisions about their
participation based on their values and beliefs.
Example: Obtaining informed consent from a patient before enrolling them in a
clinical trial.

Confidentiality:
Definition: Protecting participants' privacy, ensuring their personal data is secure
and not disclosed without permission.
Example: Encrypting and anonymizing patient data to maintain confidentiality in
medical research.

Placebo:
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Definition: Inactive substance given to some participants in a clinical trial, used as
a control.
Example: Testing a new painkiller against a placebo to determine its efficacy.
Randomized Controlled Trial (RCT):
Definition: Study design where participants are randomly assigned to treatment or
control groups.
Example: Testing a new vaccine by randomly assigning participants to receive
either the vaccine or a placebo.
Ethical Review Board (ERB) or Institutional Review Board (IRB):
Definition: Independent body ensuring participant protection and ethical standards
in research.
Example: IRBs reviewing and approving research protocols, ensuring they meet
ethical guidelines before the study begins.
Gene Editing:
Definition: Precise modification of an organism's DNA, raising ethical questions
about altering the human genome.
Example: CRISPR-Cas9 technology used in research to edit genes, potentially

offering treatments for genetic disorders.

Key Issues

Informed Consent:
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World Problem: Exploitation in Developing Countries

In developing nations, a lack of proper informed consent processes can lead to the
exploitation of vulnerable populations. Pharmaceutical companies or researchers

might not fully inform participants about the risks, leading to unethical practices.

Exploitation and Vulnerable Populations:
World Problem: Global Health Disparities
Vulnerable populations, such as poverty-stricken communities and refugees, often
face exploitation in clinical trials due to their socioeconomic status. This

aggravates global health disparities, creating a divide in access to ethical medical

practices.

Privacy and Data Security:
World Problem: Data Breaches and Cybersecurity Threats
In an interconnected world, medical data breaches are prevalent. Ethical medical
practices must grapple with safeguarding patient information from hackers and
ensuring data security to prevent unauthorized access and exploitation of sensitive
medical records.

Placebo Use and Ethical Concerns:

World Problem: Access to Life-Saving Treatments
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In regions with limited healthcare access, ethical dilemmas arise when

placebo-controlled trials are conducted. Participants might be denied access to
existing treatments, highlighting the ethical challenge of balancing scientific rigor

with immediate patient needs.

Global Disparities and Access to Trials:
World Problem: Global Health Inequality
Limited access to clinical trials in certain regions perpetuates global health
inequalities. Ethical concerns arise when disadvantaged communities are denied

opportunities to participate in potentially life-saving research due to economic and

social disparities.

Commercialization and Conflicts of Interest:
World Problem: Affordability of Medicines
Conlflicts of interest in clinical trials can lead to biased results, impacting drug
approval and pricing. Ethical challenges emerge when financial interests outweigh

the need for affordable medicines, resulting in restricted access to vital treatments.

Gene Editing and Ethical Implications:

World Problem: Genetic Discrimination
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Ethical questions surrounding gene editing technologies include concerns about
genetic discrimination. Inequalities arise when individuals face discrimination
based on their genetic makeup, impacting their access to education, employment,

and healthcare.

Regulatory Frameworks and Oversight:
World Problem: Regulation of the Pharmaceutical Industry
Weak regulatory frameworks in some countries allow unethical practices within

the pharmaceutical industry. Ethical challenges persist when regulatory oversight

is insufficient, leading to substandard or exploitative clinical trials.

Public Trust and Perception:
World Problem: Vaccine Hesitancy
Public trust in medical research is crucial, especially in initiatives like vaccination

campaigns. Ethical breaches or misinformation erode public trust, contributing to

vaccine hesitancy and hindering efforts to control diseases globally.
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Emerging Technologies and Ethical Dilemmas:
World Problem: Ethical AI Use
Ethical dilemmas surround Al applications in healthcare. Issues such as biased

algorithms or lack of transparency can perpetuate existing inequalities in
healthcare, emphasizing the importance of ethical frameworks in emerging

technologies.

Major Parties Involved and Their Views

Developed Countries (e.g., United States, United Kingdom, Germany):
Generally, developed countries tend to have stringent regulatory
frameworks that emphasize participant safety, informed consent, and
adherence to ethical guidelines. They often invest in research ethics
education and have well-established oversight mechanisms, ensuring high
ethical standards in clinical trials.

Developing Countries (e.g., India, Brazil, South Africa):

Developing countries often balance the need for medical innovation with
concerns about exploitation and access to healthcare. Ethical challenges
include ensuring informed consent in diverse cultural contexts, preventing
undue influence, and addressing disparities in healthcare infrastructure and

access to trials.
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Low-Income Countries (e.g., certain African nations, and parts of Southeast

Asia):

These countries often face challenges related to limited resources,
infrastructure, and regulatory capabilities. Ethical concerns include
ensuring trials meet international standards despite resource constraints,
addressing the exploitation of vulnerable populations, and facilitating

international collaboration for ethical capacity building.

Highly Regulated Countries (e.g., Nordic countries, Australia):

Countries with strong regulatory systems prioritize participant welfare,
scientific integrity, and transparency. They often advocate for global
adherence to similar rigorous standards and may support international

initiatives promoting ethical medical practices and research collaboration.

Countries with Emerging Pharmaceutical Industries (e.g., China, and certain

Eastern European nations):

These countries may balance the need for scientific progress and economic
growth with ensuring ethical medical practices. Ethical challenges include
harmonizing local regulations with international standards, promoting

transparency, and addressing concerns about data integrity.

Global Health Advocates (e.g., Netherlands, Canada):

Countries with strong global health initiatives often emphasize equitable
access to healthcare and research opportunities. They may focus on

supporting ethical practices in international clinical trials, addressing global
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health disparities, and promoting research partnerships that benefit
developing nations.

Human Rights-Focused Countries (e.g., Sweden, Norway):
Countries with a strong human rights focus emphasize participant
autonomy, informed consent, and protection of vulnerable populations.
They may advocate for stringent ethical oversight, emphasizing the right to
withdraw from trials without consequences and ensuring trials are
conducted ethically in any international collaborations.

Traditional Medicine Practicing Countries (e.g., some Asian and African

nations):
Countries with rich traditional medicine practices often navigate a delicate
balance between cultural beliefs and modern medical research. Ethical
considerations include respecting indigenous knowledge, obtaining
informed consent while respecting traditional practices, and ensuring that

trials align with cultural values and norms.

Development of Issue/Timeline

Date Event Outcome
1947 Nuremberg Code The World Medical

Association introduces the
Declaration of Helsinki,
providing ethical guidelines
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for medical researchers
involved in clinical trials. It
emphasizes the necessity of
informed consent and
participant safety.

Thalidomide tragedy

where a drug caused severe
birth defects, leads to
stricter regulations and
increased scrutiny of
pharmaceutical testing.
This event highlights the
need for rigorous testing
protocols and
comprehensive safety
assessments.

1932-1972

Tuskee Syphilis Study

The Tuskegee Syphilis
Study, where African
American men were denied
treatment for syphilis
without their knowledge,
raises significant ethical
concerns. This event leads
to increased awareness
about the ethical treatment
of research participants,
especially vulnerable
populations.
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Belmont Report

The Belmont Report in the
United States establishes
principles of respect for
persons, beneficence, and
justice as the foundation for
ethical research involving
human subjects. These
principles become
fundamental to ethical
guidelines worldwide.

1980’s to 1990’s

Ethical review boards

Ethical Review Boards
(ERBs) or Institutional
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Review Boards (IRBs)
become mandatory for
approving and overseeing
research involving human
participants. These boards
ensure that research
protocols meet ethical
standards before trials
commence.
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Harmonisation

conference

The International
Conference on
Harmonisation (ICH)
develops guidelines for
good clinical practice
(GCP) in clinical trials.
These guidelines aim to
standardize ethical and
scientific quality in the
design, conduct, and
reporting of trials.

2000’s to present

Mordern challenges and

innovations

Advances in medical
technology and the
globalization of clinical
trials present new ethical
challenges. Issues such as
informed consent in digital
health trials, the use of
placebos, and the inclusion
of diverse populations
remain areas of ongoing
ethical debate.
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Previous Attempts to Solve the Issue

The quest for ethical medical practices in human trials has been a fundamental concern
since the mid-20th century, leading to a series of pivotal initiatives and guidelines that
have shaped the landscape of medical research. These efforts reflect a collective endeavor
to safeguard the rights, well-being, and dignity of individuals participating in clinical

trials.

Nuremberg Code (1947):

Established principles of voluntary informed consent and participant welfare.
Belmont Report (1979):

Outlined principles of respect for persons, beneficence, and justice in research.
Formation of Ethical Review Boards (ERBs) or Institutional Review Boards (IRBs):

Implemented for ethical oversight of research protocols.

International Conference on Harmonisation (ICH) Guidelines:
Developed guidelines for good clinical practice (GCP) in clinical trials, ensuring

standardization.

World Medical Association's International Ethical Guidelines for Biomedical

Research Involving Human Subjects:

Provides guidance for ethical conduct in biomedical research.
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International Declaration on Human Genetic Data (2003):
Addresses ethical issues related to genetic research, protecting participants'

privacy and confidentiality.

Common Rule (U.S.):
Federal policy ensuring protection of human subjects in research receiving federal

funding.

FDA Regulations (U.S.):

Regulations ensuring the safety and rights of participants in clinical trials.

CIOMS Guidelines (Council for International Organizations of Medical Sciences):
Offers ethical guidelines for biomedical research involving human subjects,

emphasizing informed consent and confidentiality.

Possible Solutions
Global Ethical Standards:
Establish and enforce universal ethical guidelines for human trials.
International collaboration and agreements can harmonize ethical standards

globally, ensuring consistency and fairness in research practices.

Page 14 of 18 | UNESCO



Dubai International Academy Model United Nations 2024

Capacity Building and Education:
Invest in ethical education and training for researchers, healthcare
professionals, and ethics committee members. Capacity-building programs
can enhance awareness of ethical principles and ensure proper
implementation in diverse cultural contexts.

Transparency and Disclosure:
Require transparent reporting of research findings, including both positive
and negative results. Full disclosure of trial methodologies, results, and
potential conflicts of interest enhances transparency and fosters public trust
in medical research.

Community Engagement:
Involve local communities in the research process. Engaging with
communities ensures that trials are culturally sensitive, respects local
values, and includes the perspectives of potential participants, addressing
concerns and building trust.

Informed Consent Enhancements:
Develop innovative methods for informed consent, such as multimedia
presentations or interactive platforms, ensuring that participants fully
understand the research. Continuous informed consent updates throughout
the trial can inform participants of any changes or new risks.

Ethics Committee Strengthening:
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Strengthen institutional review boards (IRBs) or ethical review committees.
Adequate resources, training, and independence empower these committees
to rigorously evaluate research protocols, ensuring participant safety and
ethical integrity.

Data Security and Privacy:
Implement robust data security measures, including encryption and
anonymization, to safeguard participants' privacy. Stricter regulations can
deter data breaches and unauthorized access, protecting sensitive medical
information.

Fair Access and Equity:
Ensure equitable access to clinical trials, particularly for underrepresented
and vulnerable populations. Efforts should focus on eliminating disparities,
providing adequate healthcare infrastructure, and encouraging diverse
participation in research studies.

Public Awareness Campaigns:
Conduct public awareness campaigns to educate the public about the
importance of ethical medical practices. Informed and vigilant communities
can demand ethical conduct and hold institutions accountable, fostering a

culture of ethical research.

International Collaboration:
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Foster international collaborations and partnerships between countries,
institutions, and researchers. Shared knowledge and resources can enhance
ethical practices, promote best practices, and facilitate the exchange of
expertise.

Ethical Use of Emerging Technologies:
Develop guidelines for the ethical use of emerging technologies, such as Al
and gene editing. Regulations and oversight can ensure these technologies
are harnessed responsibly, mitigating risks and promoting ethical conduct in
research.

Continuous Monitoring and Evaluation:
Establish mechanisms for continuous monitoring and evaluation of ongoing
trials. Regular audits and reviews can identify ethical concerns promptly,
enabling timely corrective actions and preventing potential harm to

participants.
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