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Policy Statement

Introduction
Bioethics has become an integral part of conducting research and aims to preserve the rights of everyone
involved. As ethical standards evolve with societal values, technological advancements, and changes in legal
systems, there is a growing need for an international dialogue on the bioethical guidelines in medical research.
This dialogue is crucial to maintain high ethical standards in research across different regions and cultures and
address issues such as informed consent, privacy, equity in healthcare, and the implications of emerging
technologies, fostering a global understanding of bioethics.

IFMSA position
The International Federation of Medical Students’ Associations (IFMSA) recognizes the importance of Bioethics
in Research and its role in protecting research participants' rights. Medical students play a key role in this
dialogue, advocating for ethical research practices and ensuring patient rights. IFMSA emphasises the
contribution of Bioethics to the Sustainable Development Goals (SDGs), particularly SDG 3, SDG 4, SDG 5,
SDG 10, SDG 16, and SDG 17. It promotes responsible and ethical practices, ensuring equitable and
sustainable development. IFMSA highlights the need for further action to ensure the ethical conduct of research
and the use of data while ensuring the education of all parties involved.

Call to Action
Therefore, the IFMSA calls on:

Governments and Policy Makers to:
● Allocate more resources into ethical committees and research institutions to ensure high moral

standards.
● Develop standardized ethical procedures during emergencies to achieve national preparedness.
● Adopt and actively support the provided international bioethical guidelines.
● Allocate funding for research preparedness exercises to test and refine national emergency response

plans, which incorporate standardized ethical procedures for research activities.
● Establish clear communication channels between researchers, ethical committees, and the public during

emergencies.
● Develop standardized ethical procedures during emergencies to achieve national preparedness.

International Organizations, related to health-care to:
● Develop and continuously update resources such as guidelines and frameworks on Bioethics.
● Provide a platform for diverse voices, including researchers, participants, and ethicists, to discuss the

societal implications of research.
● Conduct more research on the effect of health emergencies on bioethics and develop and update

guidelines on ethical recommendations on prevention of and management of such emergencies.
● Collaborate to Develop and maintain a central repository of best practices and resources on bioethics in

research, accessible to researchers and policymakers globally.
● Facilitate international collaboration on research ethics, fostering knowledge sharing and harmonization

of guidelines.

Ethical Committees to:
● Assist research institutes and researchers with ethical approval on their research studies by offering

support and capacity-building opportunities.
● Facilitate opportunities for researchers to understand the ethical approval process and committee better.
● Collaborate for the creation of a new Ιnternational Ethical Research Frameworks.



● Engage and educate policymakers about the current ethical guidelines.
● Raise awareness, and educate students and researchers on the reporting process.

Research and Educational Institutions to:
● Encourage the development and enhancement of their curriculum on bioethics in research.
● Ensure the inclusion of foundational bioethics principles such as autonomy, beneficence,

nonmaleficence, and justice, and their application in medical practice.
● Encourage discussion of case studies or ethical dilemmas to illustrate real-world applications of

bioethical principles in medical education.
● Establish partnerships with ethical committees that can oversee research protocols.
● Establish mechanisms for researchers to report suspected misconduct or ethical violations without fear

of retribution.

Scientific and Research Journals to:
● Establish ethics committees to oversee and guide ethical standards and practices.
● Conduct regular audits of published research to ensure compliance with ethical standards.
● Strengthen journal policies on research ethics, including explicit requirements for informed consent and

data protection.
● Implement robust peer-review processes that evaluate research proposals for ethical soundness

alongside scientific merit.

Scientific Societies and Researchers to:
● Consult a bioethicist during the research design to anticipate and navigate ethical challenges.
● Stay informed about best practices and current guidelines.
● Be transparent about their research methods, funding sources, findings, and potential conflicts of

interest.
● Take steps to protect participant data and identities.
● Ensure that informed consent is obtained for the storage & use of participant data for future research

activities.

Medical Students and Student Organizations to:
● Advocate for improving and integrating education on Research Ethics in the Medical Curriculum.
● Facilitate discussions and initiatives regarding Bioethics in Research.
● Advocate for the establishment of ethical training programs at their institutions.
● Take advantage of available resources and workshops to learn about current bioethics guidelines and

best practices in research.
● Participate in student-led initiatives or discussions about bioethics in research.
● Support efforts to develop patient-friendly informed consent forms that are easy to understand.

Civil Society Organisations, Advocacy Groups and Non-Governmental Organizations to:
● Report on bioethical needs in a balanced and informative way, raising public awareness and sparking

constructive dialogue.
● Surveillance bodies to have strong incentives for institutions to adopt and implement policies for

bioethics in research.
● Support community engagement initiatives that encourage public participation in discussions about

research ethics.
● Advocate for increased transparency and accountability in research conducted by public and private

institutions.



Position Paper

Background information

Bioethics in research, particularly concerning human subjects, has evolved significantly over the past century,
shaped by historical events and pivotal publications highlighting the need for ethical aspects in medical research.
The emergence of bioethics as a formal discipline can be traced back to the mid-20th century, following public
and scientific outcry over unethical research practices. Notably, the Nuremberg Trials post-World War II, which
exposed horrifying medical experiments performed on prisoners, led to the establishment of the Nuremberg
Code. This set of guidelines was one of the first to outline essential principles such as voluntary consent and the
necessity for safety in medical research. (1,2)

Further development of bioethical guidelines came from subsequent research, such as the Tuskegee Syphilis
Study, which underscored the lack of ethical standards in research involving human subjects, especially those
from historical Groups that have been economically/ socially marginalized. These historical events highlighted
the urgent need for ethical regulations to protect research participants' rights, safety, dignity, and well-being. (1,2)

A landmark in the field came with the publication of the Belmont Report in 1979. Developed by the National
Commission for the Protection of Human Subjects of Biomedical and Behavioral Research in the United States,
the Belmont Report established three core principles: respect for persons, beneficence, and justice. These
principles have since underpinned research ethics across the globe, influencing numerous guidelines and
policies designed to govern the ethical conduct of research involving human subjects. After the Report was
published, many International Organizations and Institutions were urged to build on these foundational
principles, frameworks and guidelines, including emerging problems such as using digital health data and
biobanking, ensuring researchers navigate these complex fields with a clear ethical compass. (3)

Discussion

Ethics & ethical principles

Ethics, a word originally from the Greek “Ethos” that means behavior, was created by the Greek philosopher
Aristotle to address philosophical needs relevant to everyday life. Nowadays, ethics mainly refers to morals.
Ethics have long emerged from a need to preserve human rights over time. Ethics can be defined as
distinguishing between good and evil and establishing the distinctive trait between acceptable and unacceptable.
(4)

Before the 20th century, this dichotomy was generally based on social experiences, religious currents,
professional conduct, or collective values. (5) Over time, with revolutions and colonizations, these sources have
changed: for example, the values of a society are altered by the colonizers, or even the revolutions, especially
the philosophical flourishing, have caused a change in public opinion and the way of life. (4)

Similarly, scientific progress and the emergence of new scientific theories not limited to defining right and wrong
based on socio-religious values have caused the emergence of a new globalized definition of the word "ethics."
This new globalized definition of ethics considers a more universal and objective approach, incorporating
scientific reasoning. It emphasizes the importance of critical thinking and evidence-based decision-making in
ethical problems, transcending traditional cultural or religious boundaries. (4)



This shift towards a more universal understanding of ethics has sparked debates on addressing moral needs in a
rapidly changing world. It highlights the need to reevaluate ethical frameworks. Ethics thus evolve over time, and
with the advances of technology and medical science and society's values, they differ for the same reasons,
from one country to another. Consequently, it is concluded that the essence of Ethics is to understand moral
conflicts arising from different situations and to know how to resolve those imperatives. Ethics is an
ever-changing concept bound to the evolution of science, philosophy, and societal morals. (6)

Ethics are based on principles that are in harmony with this philosophical current. But, these principles were not
all present from the beginning. Indeed, some emerged with science's evolution and the need for communities to
frame common morals. The four basic principles of ethics, as cited in “Beauchamp and Childress' book on
Principles of Biomedical Ethics' ' are Beneficence, Non-Maleficence, Autonomy, and Justice. Beneficence and
non-maleficence are the oldest. "To help and not to harm,” as cited in the Hippocratic Oath, testifies to the
antiquity and authenticity of these notions. All two form the foundation of bioethics and medical ethics as we
know it today. (7)

"Primum non nocere" or non-maleficence reflects the obligation not to harm others in every way possible.
This includes not killing, invalidating, hurting, and so on. This principle strikes a lot of debate in the scientific
court on assessing whether such an intervention, for example, is considered harmful or not, especially if it can
bring a benefit. An example related to the principle of non-maleficence in medical research is the case where six
healthy volunteers suffered life-threatening organ failure during a clinical trial for an experimental drug. The drug,
TGN1412, was intended to treat conditions like rheumatoid arthritis and leukemia but caused severe adverse
reactions in the participants. The trial raised ethical concerns regarding non-maleficence, as the participants
were exposed to significant risks without understanding the potential harm. The incident underscored the critical
importance of rigorous safety protocols and informed consent procedures in clinical trials, aiming to safeguard
the well-being of participants and mitigate risks. (7)

Similarly, the principle of beneficence supports this theory and sets out the obligations for practice. This term is
defined as the need to protect and help others. Thus, this involves eliminating all the causes that may harm its
integrity and acting for its good in all consequences. In healthcare, beneficence requires healthcare providers to
prioritize the well-being of their patients and act in their best interests. This principle guides medical
decision-making and treatment plans to ensure the patient's health and safety are always the top priority. (7)

Immanuel Kant and John Stuart Mill, two prominent philosophers, viewed autonomy as an ethical principle.
They believed all individuals possess intrinsic worth and should have the right to self-determination and moral
decision-making. Kant viewed autonomy as acting on principles of obligation rather than self-expression. This
principle is generally controversial: how can a person be considered autonomous, and what elements define
their autonomy? This has led people to define decision-making incapacity, mainly health-related, and
incompetence, legally defined by the authorities concerned. This distinction has regularised the concept of
autonomy and required medical practitioners to inform their patients of all the details of their care while
respecting the values of honesty, sincerity, and confidentiality. (7)

Justice is often associated with equity, impartiality, and the rule of lawIt guarantees equitable treatment and
upholds individuals' rights and protections. For example, Physicians must prioritize the patient's best interest
above all else, ensuring that decisions are made objectively and without bias. Upholding social justice in
healthcare is essential to maintaining integrity and trust in the medical profession. One aspect of justice in
research involves the requirement of a "fitting" match: the population from which research subjects are drawn
should accurately represent the population that will benefit from the actual or anticipated results of the
research.(8)



Another sorting of ethical principles was established by the Belmont report, published in 1979, which highlights
the concept of :

1. Respect for persons: This principle emphasizes the autonomy and dignity of research participants. It is
achieved by obtaining informed consent from participants, ensuring they understand the risks and
benefits of participation, protecting the privacy and confidentiality of participant data, and minimizing
risks to participants' physical and psychological well-being. (9)

2. Beneficence: ensuring the research has a clear scientific or social value that outweighs the risks to
participants and selecting participants who are likely to benefit from the research or contribute to
generalizable knowledge. (9)

3. Justice: It emphasizes social justice and equity in research by selecting participants in a fair and
unbiased manner, avoiding exploitation of Groups that have been economically/ socially marginalized,
and ensuring that the benefits and burdens of research are distributed fairly. (9)

Summary of the 3 core principles in the Belmont Report. (9)

Respect for persons

● Autonomy
● Informed consent
● Protection of Subjects
● Privacy & Confidentiality

Beneficence

● Risk-Benefit Assessment
● Selection of Subjects
● Social Value

Justice

● Distribution of Benefits
● Social Justice & Equity
● Minimizing Burdens

As a result of current scientific advancements and their necessity, new ideas and principles have emerged, such
as Freedom of thought, conscience and religion, truth-telling, confidentiality, etc. These concepts have become
integral to the ethical guidelines governing research and medical practice today. They ensure that individuals are
treated with respect, autonomy, and dignity in all aspects of their healthcare. (9)

Education on Ethics.

Traditionally medical ethics education occurred through the transmission of knowledge from physicians to
students. In the 1960’s very few medical schools offered ethics as a separate elective course. Accepting formal
medical ethics education as a standard part of undergraduate medical training was a hard-won battle. (10)

The two main models proposed for teaching ethics are Traditional and alternative. According to the traditional
model, it is not the teacher’s role to inculcate empathy, so it is taught separately in the first or second year of



medical school. The alternative model aims to shape students' social beliefs, values, and behavior by directly
affecting knowledge.

Teaching medical ethics exclusively in a single course during pre-clinical years is inadequate; several steps have
been taken to counteract the situation. The three main ones are everyday ethics, student ethics & macro-ethics.
Everyday ethics are the ethical dilemmas that doctors face on a day-to-day basis. One strategy for enhancing
ethics education is to base it on the needs trainees encounter during their clinical work. (11) For example, the
themes of promoting the child's welfare in complex and resource-poor home and social settings, managing the
therapeutic alliance with parents and caregivers; and using professional authority appropriately. (12) Student
ethics address needs in medical education that create problems predictably. Medical educators have the
opportunity to impact training and life-long practice experiences by recognizing the ubiquity and impact of moral
distress on medical students and residents. (13) Approaches such as moral case deliberation, ethics rounds, or
discussion groups can be advantageously used to support ethical reflection. (14) Macro ethics are the ethical
decisions that affect these groups of people or the general public over a specific individual. They ensure that the
research meets societal expectations. (15) This type of ethics explains that unethically sourced data must not be
used because such experimental human research should not have happened. The data would not have existed
if the study had never been done. Therefore, the data did not arise naturally and thus should not be used. (16)

As the world and science progress, updating the Medical Curriculum, including Bioethics Education, is essential.
This also highlights that a physician needs to be aware of various dilemmas that may arise due to the
advancement of science & technology. Good clinical practice emphasises the role of bioethics in medical
education & in shaping ethical decision-making in patient care. Although all medical schools' curricula have been
revised to keep up with the pace of time, some factors could never be adequately implemented. One of the
biggest reasons is that universities are limited to providing professional training in ethics and moral philosophy to
sustain teaching quality. Another common challenge is limited curriculum time to include ethics in the packed
medical teaching timetable. (17)

As a solution, a dual approach is proposed: a top-down approach, where the faculty shall proactively improve
teaching and educational quality by hosting continuous education sessions, and a bottom-up approach, in which
it is equally crucial to empower students to raise awareness and concerns toward bioethics and help students
develop reasoning through challenging needs of. Also, it is essential to maintain continuous reflection and
engagement with bioethical principles throughout medical practice to uphold the highest standards of
patient-centered care. (18)

Ethics in the Field of Research.

Numerous instances of unethical research studies have historically compromised research involving human
subjects carried out throughout history. Indeed, transgression can be traced to the Second World War. Between
December 1946 and August 1947, the United States organised the "American Military Tribunal" to prosecute
Nazi doctors accused of war crimes and crimes against humanity, including murders and atrocities committed
against prisoners of war and civilians in the Nazis' camps. The court judges first established a set of ethical
principles to govern medical research on human subjects based on the atrocities committed by Nazi doctors.
These principles, known as the Nuremberg Code, constitute an essential milestone in the history of medical
ethics and continue to influence the regulation of biomedical research worldwide. (19)

The principles outlined in this code have been adopted by numerous international organizations and are
considered as the minimum standards for the ethical conduct of biomedical research.Thus, the Trial of



Nazi Doctors and the Nuremberg Code played a crucial role in raising awareness of medical ethics needs and
promoting the protection of the rights of research participants. Consequently, in 1966, Henry Beecher, a
professor of anesthesiology at the Harvard University School of Medicine, published an article in the New
England Journal of Medicine entitled “Ethics and Medical Research” describing 22 experiments he described as
unethical. These experiments were classified as hazardous to the individuals used, were of no benefit to them,
and ignored the need for consent. Among the latter is the Tuskegee case in the 1970s, where a group of syphilis
patients were deprived of penicillin and participated in a very long-term study against their own will. These
revelations by Professor Beecher triggered an uprising of disclosures, interesting in particular some institutional
entities: In December 1993, the U.S. Department of Energy revealed that by the end of the 1940s, researchers in
a government program had voluntarily given 751 pregnant women radioactive pills to determine the effects of
radiation on children; in return, part of the free prenatal care was provided at the Vanderbilt University Clinic in
Tennessee. Three children died as a result of this treatment, and unfortunately, the results of these studies were
published in medical journals. (20)

These experiments have sparked significant debate and led to reforms in the field of medical research. The most
flagrant is the publication of the Belmont Report in 1978, which provides a guide to ethical principles to be
followed in any research on human subjects. The report established strict rules to ensure informed consent from
participants and protect their privacy. (21)

Building on the foundational principles, the Council for International Organizations of Medical Sciences (CIOMS),
along with the World Health Organization (WHO), has developed international ethical guidelines specific to
health-related research involving humans. CIOMS undertook its work on ethics in biomedical research in the late
1970s and drafted "Proposed International Ethical Guidelines for Biomedical Research Involving Human
Subjects.” The latest version of the CIOMS guidelines is titled "International Ethical Guidelines for Health-related
Research Involving Humans," published in 2016, reflects the needs and challenges in the research landscape,
such as including Groups that have been economically/ socially marginalized, using digital data, and researching
during emergencies like pandemics and natural disasters. The 2016 CIOMS Guidelines encapsulate a
comprehensive ethical framework that addresses both traditional and emerging needs in the realm of biomedical
research. These guidelines emphasise respecting research participants' dignity, rights, safety, and well-being.
They include directives on obtaining informed consent, ensuring fair subject selection, assessing risks and
benefits, and the special protections required for Groups that have been economically/ socially marginalized.
Additionally, they address modern concerns such as the use of digital health data and biobanking, ensuring that
researchers navigate these complex fields with a clear ethical compass. (22).

These guidelines can be categorized into seven sections:

Section 1: Foundational Ethical Principles. (22)

● Guideline 1: Scientific and Social Value and Respect for Rights: Research must have clear scientific or
social value and be conducted with respect for human rights and dignity.

Section 2: Informed Consent: The Cornerstone of Participation. (22)

● Guideline 4: Potential Individual Benefits and Risks of Research: Researchers must thoroughly assess
the potential benefits and risks to participants.

● Guideline 5: Choice of Control in Clinical Trials: Participants in clinical trials should understand and have
a choice regarding the control group.



● Guideline 10: Modifications and Waivers of Informed Consent: Informed consent procedures may be
modified or waived under exceptional circumstances, with strong justification.

Section 3: Participant Selection and Considerations. (22)

● Guideline 3: Equitable Distribution of Benefits and Burdens: Research participation should be equitable,
avoiding exploitation of Groups that have been economically/ socially marginalized.

● Guideline 15: Research InvolvingGroups that have been economically/ socially marginalized: Additional
protections are required for research involving Groups that have been economically/ socially
marginalized.

● Guideline 16: Research Involving Adults Incapable of Giving Informed Consent: Research with
individuals lacking capacity requires rigorous ethical review and safeguards.

● Guideline 17: Research Involving Children and Adolescents: Research involving children requires
specific considerations to protect their well-being and best interests.

● Guideline 18: Women as Research Participants: Research should not discriminate against women or
expose them to undue risks.

● Guideline 19: Pregnant and Breastfeeding Women as Research Participants: Special considerations are
necessary when involving pregnant or breastfeeding women in research.

Section 4: Risk-Benefit Assessment and Management. (22)

● Guideline 6: Caring for Participants' Health Needs: Researchers must address participants' health needs
during and after research.

● Guideline 11: Collection, Storage, and Use of Biological Materials and Related Data: The collection,
storage, and use of biological materials and related data must adhere to ethical and legal requirements.

● Guideline 12: Collection, Storage, and Use of Data in Health-Related Research: Data collection, storage,
and use in health research must follow strict ethical and privacy principles.

● Guideline 13: Reimbursement and Compensation for Research Participants: Participants should be fairly
reimbursed for research-related expenses and may be compensated for inconvenience or time
commitment.

● Guidelines 14: Treatment and Compensation for Research-Related Harms: Participants who experience
research-related harm should receive appropriate treatment and compensation.

Section 5: Research, Conduct, and Oversight. (22)

● Guidelines 2: Research Conducted in Low-Resource Settings: Research in low-resource settings must
respect local contexts and limitations.

● Guideline 7: Community Engagement: Communities potentially affected by research should be engaged
in the research process.

● Guideline 8: Collaborative Partnerships and Capacity-Building for Research and Research Review:
Research collaborations should be built on partnership and capacity-building.

● Guideline 23: Requirements for Establishing Research Ethics Committees and for Their Review of
Protocols: Research Ethics Committees (RECs) must be established and function effectively to review
research protocols.

Section 6: Dissemination and Accountability. (22)
● Guidelines 20: Research in Disasters and Disease Outbreaks: Ethical considerations are critical when

conducting emergency research.



● Guideline 21: Cluster Randomised Trials: Specific ethical considerations apply to cluster randomized
trials.

● Guideline 22: Use of Data Obtained from the Online Environment and Digital Tools in Health-Related
Research: Research using online data or digital tools must follow ethical data collection and privacy
practices.

● Guideline 24: Public Accountability for Health-Related Research: Research should be conducted in a
publicly accountable manner.

Section 7: Conflicts of Interest. (22)

● Guideline 25: Conflicts of Interest: Researchers and those involved in research oversight must manage
and disclose potential conflicts of interest.

These guidelines have been incorporated into modern research and constitute a framework for regulating the
whole procedure while preserving human values. Applying these principles can be highlighted in several
professional and academic situations: Informed consent must be obtained from all participants or their legal
representatives before the start of the research, and it must be duly documented, including a record of
signatures or verbal approvals. For example, as part of a study conducted by researchers in a foreign country,
they must ensure that research information is translated into the local language and that participants fully
understand the risks and potential benefits of participation. Researchers should also involve the community in
the research process from the beginning and ensure that the research benefits the community somehow.
Similarly, the selection criteria for participants must be fair, objective, and non-discriminatory, and additional
precautions must be taken to protect groups that have been socially marginalized, such as children, older
persons, or persons with disabilities. Similarly, research results, whether positive or negative, should be
published in a transparent and accessible manner, having the informed consent of the subjects concerned, and
the data should be protected and anonymized to the extent possible to preserve their confidentiality. The results
must also be interpreted cautiously and objectively, avoiding potential manipulation or bias. (22)

The role of Ethical committees.

Ethical committees, comprehending Institutional Review Boards (IRBs) or Research Ethics Committees (RECs),
are safeguarding ethical integrity within academic institutions, particularly in the context of biomedical research.
They are composed of interdisciplinary panels of experts in medicine, ethics, law, and social sciences, and often
include community representatives; these committees are responsible for safeguarding the well-being and rights
of research participants. They approve research proposals and examine study designs, participant recruitment
methodologies, and potential risks, ensuring adherence to stringent ethical standards. These committees,
therefore, play a crucial role in safeguarding the principles of autonomy, beneficence, and justice in research
endeavors involving human subjects. They are autonomous from the government, which is fundamental to
ensuring an unbiased and independent decision-making process. This independence is crucial for maintaining
their evaluations' integrity, free from political or commercial pressures that could compromise ethical standards.
Ethical committees operate under internationally recognized guidelines, such as the Declaration of Helsinki and
the Belmont Report, which describe principles for ethical research involving human subjects. In addition, ethical
committees are often subject to regular audits and accreditations by other independent bodies to ensure
compliance with established ethical standards. This autonomy and rigorous control helps to safeguard their
primary mission: protecting the rights and welfare of research participants, ensuring that ethical considerations
take precedence over any external influences. They assess whether participants can provide informed consent,
preserving their autonomy and dignity. Moreover, they evaluate the balance between potential benefits and
foreseeable harms, striving to minimize the latter while maximizing the former. This meticulous scrutiny extends



to the broader societal implications of research activities, ensuring equitable distribution of research benefits and
addressing potential inequities in access to healthcare interventions. (23)

Within the academic context, ethical committees ensure scholarly integrity and promote an environment
conducive to rigorous and ethically sound research practices. Beyond their regulatory function, these committees
serve as educational resources that can guide and support researchers. Moreover, ethical committees promote
transparency and accountability within academic institutions. (23) The high proportion of articles failing to report
ethical practices suggests potential ethical publication flaws that must be discussed and overcome. If a
researcher or student notices an ethical concern in a study, the first practical step is to access and review the
institution's procedures for reporting such needs. Typically, this means consulting the institution’s research ethics
guidelines or code of conduct. Researchers should then prepare a detailed (usually written) report describing the
ethical concern and including evidence such as emails, data records, or testimonies. Subsequently, the next step
is to submit this report to the ethical committee formally. Usually, this is done through an online portal or by
contacting the committee’s office directly. It is essential to ensure confidentiality during this process to protect all
parties involved. The committee will then review the submission, usually requests additional detail or clarification,
and proceed with a further independent investigation. This thorough process aims to ensure that all ethical
concerns are addressed and that this happens according to institutional and international ethical standards. (24)

If ethical standards aren't followed, people, including medical students, can take practical steps to deal with the
situation. First, they can talk to their supervisors, professors, or other figures in charge of research oversight
about their concerns. Documenting any ethical violations and providing evidence is essential so everyone
understands the issue clearly. If the problem isn't resolved internally, individuals can escalate the matter to the
relevant ethical committees or regulatory bodies that oversee research ethics. Reporting to these committees
can initiate an independent investigation into the ethical violations and lead to corrective actions, like stopping
the study or making changes to ensure ethical standards are met. (25)

In addition to these measures, students facing ethical misconduct should be aware of the specific steps they can
take to address them effectively. Firstly, they should be familiar with the reporting procedures established by their
educational institutions or relevant regulatory bodies. This may include accessing online platforms or contacting
designated figures responsible for handling ethical complaints. It's essential to provide detailed information,
including specific instances of ethical breaches and supporting documentation, to facilitate a proper
investigation. Moreover, students should be assured that their identities will be protected during the reporting
process, ensuring they feel safe to come forward with their concerns. Furthermore, institutions should consider
tailoring their reporting mechanisms to accommodate cultural nuances and regional variations in ethical
standards, ensuring accessibility and inclusivity across different continents and jurisdictions. By empowering
students with the knowledge and resources to report ethical violations effectively, we can safeguard research
integrity and participants' well-being on a global scale. (26–28)

Current situation and Gaps in the approach.

● Technological Advancements. New technologies emerge daily in today’s fast-growing biotechnology,
gene editing & artificial intelligence (AI) world. The demand to understand the ethical implications of
these technologies in research also grows. Transferability of technological and AI systems must be
assessed, considering their functionality in various jurisdictions or communities and the requisite training
processes to ensure their beneficial impact. Also, accountability in AI decision-making and outcomes is
of great importance, particularly in identifying responsible parties across different jurisdictions and
establishing comprehensive guidelines for partnerships with commercial entities. Additionally, traditional



notions of individual consent are challenged by the secondary use of large datasets in AI development,
necessitating new models for consent, a critical issue from a research ethics perspective. (29)

● Lack of Resources. One of the significant problems that exists as a gap is the need for more resources
to implement ethics in research. Setting up an ethical board or committee requires a high amount of
funding. Not all nations have this funding available to them. With advocacy for implementing ethics in
research, institutes can acquire financing from stakeholders. The scarcity of resources for integrating
ethics into research practices presents a significant hurdle, particularly in regions where funding for
establishing ethical oversight mechanisms is lacking. With adequate financial support, establishing
ethical boards or committees becomes a manageable task, leaving research endeavors vulnerable to
ethical lapses and potential harm to participants. However, advocating for the prioritization of ethics in
research can catalyze change. Advocacy efforts can garner support from various stakeholders by raising
awareness about the importance of ethical oversight and its implications for research integrity and
participant welfare. Institutes can leverage this support to secure funding from government agencies,
non-profit organizations, and other entities interested in promoting responsible research conduct.
Through strategic advocacy, institutes can bridge the resource gap and pave the way for implementing
robust ethical frameworks, fostering a global ethical research culture. (30)

● Involvement and respect to the Community. Ethicists formulating a specific standard should consider
whether that standard can feasibly be enacted because the resultant standard will directly affect the
types of interventions subsequently developed. Norms affect the balance between ethical considerations
& scientific advancements. The key is to find a balanced approach that protects the subjects while
allowing research advancement for the benefit of society. When formulating a specific standard, ethicists
must consider the feasibility of enacting that standard. This is because the resultant-specific standard
will directly affect the types of interventions subsequently developed. The bioethical guidelines
established in this manner can significantly impact the balance between ethical considerations and
scientific advancements. (31). Furthermore, the bioethical guidelines established must be feasible to
enact. If the standards are flexible, it may help the development of interventions and scientific
advancements. On the other hand, if the standards are too lenient, it may compromise the rights and
well-being of the subjects involved. Therefore, a balanced approach must be taken to ensure that the
established standards are ethical and feasible. The field of bioethics has traditionally needed more
consideration for the diverse cultural perspectives on ethical research practices. Taking culture seriously
recognizes that people draw on several cultural traditions in making moral decisions. Ethical norms and
values vary according to cultural context, contributing to gaps in understanding and addressing ethical
needs in a culturally sensitive manner. Acknowledging the significance of culture in ethical
decision-making underscores the importance of approaching research ethics with cultural sensitivity. On
the other hand, recognizing these differences can result in gaps in understanding and addressing ethical
issues comprehensively. Embracing cultural diversity in ethical discourse fosters a more inclusive and
respectful approach to research practices, ensuring that ethical considerations resonate with diverse
communities worldwide. (32)

● Other Issues and Barriers. Good science can blossom only when research is conducted and
documented honestly and ethically. Unfortunately, publishing or perishing social beliefs has led to
unethical scientific research and publication practices. Researchers are pressured & judged based on
publications they have, so they tend to avoid ethical clearances to get more & more projects published.
(33) This practice also forces the researcher to prefer quantity over quality. This not only hinders the
integrity of scientific research but also gives a chance for manipulation & plagiarism of data. The gap
between theory and practice can manifest itself in all ethics-related practices. Unethical behavior can be



the result of a lack of ethical knowledge. (34) All people recognize some standard ethical norms but
interpret, apply, and balance them differently in light of their values and life experiences. For instance,
while two individuals may agree that murder is morally wrong, they may hold differing views on the
morality of abortion due to their distinct understandings of what constitutes human existence.(30)

These gaps can be addressed by introducing ethical competence. Ethical competence leads to optimal solutions
for patients, reduces moral distress in the workplace, and fosters the development and democratization of
society. (35) Ethical competence learning was helpful to healthcare professionals and students draw attention to
ethical problems they were unaware of. Dealing with ethical issues is primarily about reasoning what is right and
in the patient’s best interests and deciding what needs to be done in a specific situation. (36) There is always a
continuum between practice and education because a medical career requires lifelong learning. Through
adapted training and courses, medical ethics education should equip students at all levels and across disciplines
with the ability to assimilate and conceptualize the basic principles of ethical reasoning. (37)

Ethical Protocols and Research Design

Ethical protocols in research are designed to protect participants, ensure research integrity, and promote trust in
scientific practices. Integrating ethics into the design phase of a study is crucial to ensure that the research is
conducted responsibly and ethically from the outset. Ethical protocols are not just procedural requirements but
are integral to the design and implementation of research. (38)

For clinical research such as Randomised Controlled Trials (RCT), a declaration outlining the investigative
nature of the study, a clarification of its objectives and procedures, an account of foreseeable risks or discomforts
deemed reasonable, a delineation of potential advantages for the participant or society; a presentation of
alternative treatments; a disclosure of measures ensuring the confidentiality of private health information; in
cases where research presents more than minimal risk, an indication of whether compensation will be available
for research-related injuries; guidance on whom to contact regarding the study or the participant’s rights; and
lastly, an affirmation that participation is voluntary, and refusal or withdrawal will not result in the forfeiture of
entitled benefits. (39,40)

These regulations are not just restricted to RCTs but apply to all ethical conduct of research. The NIH Clinical
Center researchers published seven main principles to guide ethical research (38):

● “Social and clinical value”. Responses to the research inquiry should enhance scientific understanding of
health matters. They should also advance our methods for preventing, treating, or managing individuals
with a particular ailment, thus warranting participants' exposure to the risks and challenges associated
with the research. The development of antiretroviral drugs for HIV exemplifies this principle, as this
research has significantly advanced scientific understanding and treatment methods for the virus,
thereby justifying the risks taken by participants. (38)

● “Scientific validity”. A study must be structured to yield an apparent response to the pivotal research
query. This entails researchers assessing the question's feasibility, the validity and viability of research
methodologies, adherence to established principles, transparent methods, and dependable practices.
(38) In cases like new treatment for a condition, the need for a control group makes it difficult for
comparative evaluation to determine if the standard therapy produces the same outcomes. (41) So here,
it is essential to employ control groups, when necessary, to ensure scientific validity. Research lacking
validity is deemed unethical as it expends valuable resources and needlessly exposes individuals to
risks. (38)



● “Fair subject selection”. The recruitment of participants should primarily align with the scientific
objectives of the study rather than be influenced by unrelated factors such as individual susceptibility or
advantages. Those consenting to research risks should have the opportunity to reap its rewards.
Excluding specific participant groups (e.g., women or children) from research opportunities should only
occur with a valid scientific rationale or if they exhibit a particular susceptibility to risk. However,
disparities persist even today, as seen in the underrepresentation of women in cardiovascular disease
research, hindering comprehensive insights into gender-specific manifestations of heart disease. (38,42)

● “Favourable risk-benefit ratio”. Uncertainty regarding the extent of associated risks and benefits is
inherent to clinical research studies. These risks may range from minor to severe, temporary to
enduring, encompassing physical, psychological, economic, or social dimensions. Efforts should be
made to ensure that the potential benefits of participation are proportionate to or outweigh the
associated risks. (38) This understanding directly connects to cancer clinical trials, where new
treatments undergo rigorous evaluation, starting from preclinical testing and early-phase trials. These
trials are intended to assess the potential benefits of these treatments, ensuring that they outweigh the
risks for participants. (43) This process aligns with the overarching goal of clinical research: minimizing
risks while maximizing potential benefits for those involved. (38)

● “Independent review”. An impartial review panel should evaluate the proposal to reduce potential
conflicts of interest and ensure the ethical integrity of a study before its commencement. This panel
should pose critical inquiries, such as whether the individuals conducting the trial are sufficiently
impartial if adequate measures are in place to safeguard research participants, and if the prosecution
has been ethically structured with a favorable risk-benefit ratio. Additionally, the panel should oversee all
ongoing studies. Independent Institutional Review Boards review research proposals to ensure ethical
integrity. (38) Historically, some studies have conducted experiments with department approval and
central agency funding without undergoing an IRB review that would have ensured the participants were
adequately informed and protected. Instead, they were subjected to significant psychological stress,
believing they were administering torture, as they were not aware of the circumstances of the
experiment. (44)

● “Informed consent”. Prospective participants should autonomously decide on their involvement or
continuation in research endeavors. This is facilitated through an informed consent process where
individuals (a) receive precise information regarding the research's purpose, methods, risks, benefits,
and alternatives, (b) comprehend how this information pertains to their clinical circumstances or
preferences, and (c) freely choose whether to participate. (38) The ethical implications of informed
consent are profound, as in the case of Henrietta Lacks. She was an African American woman whose
cancer cells, known as HeLa cells, were taken without her knowledge or consent in 1951. These cells
were the first immortal human cell line and have been used extensively in medical research. This led to
significant ethical breakage and changes in how informed consent is obtained in research. (45)

● “Respect for potential and enrolled subjects”. Individuals should be treated with dignity throughout all
stages of their potential participation in research—from initial contact, even if they decline enrollment, to
their involvement and beyond. This entails: (a) respecting their privacy and maintaining confidentiality of
their personal information; (b) honouring their right to alter their decision, determining that the research
doesn't align with their interests, and withdrawing without repercussions; (c) informing them of any new
information that may arise during the study, potentially altering their evaluation of associated risks and
benefits; (d) monitoring their well-being and providing appropriate treatment and, if necessary, removing



them from the study if they experience unexpected effects, adverse reactions, or changes in clinical
condition; (e) communicating findings from the research to them. (38)

In more recent clinical trials, participants are informed about any new findings that might affect their willingness
to continue to be enrolled. For example, during COVID-19 vaccine trials, participants were updated regularly on
new information about the safety and efficacy of the vaccine, and ethical considerations were taken into account
to inform those participants who withdrew from the trials. (46)

Designated selection protocol of study participants and their treatment in the duration of the research is
essential, as evidenced by published research where participants were not told of their syphilis diagnosis and
were denied treatment and in another instance, deliberately infected with syphilis without consent. (47,48) These
instances highlight the need for strict ethical guidelines globally. To prevent human exploitation in research,
several countries have adopted laws demonstrating a global commitment to ethical standards involving human
subjects, ensuring their protection and the integrity of scientific research. (49–54)

Equally important after selecting participants is the monitoring of the subjects and their welfare. Notable research
studies have highlighted the need for changes to standards regarding the treatment of experiment participants.
(38,55) At the time of some of these studies, reviews determined that they complied with the existing codes of
conduct. However, ethical guidelines were revised afterward, and those studies would need to comply with the
new standards. For example, they would not meet the requirements for informed consent, which necessitates
providing participants with detailed information about potential effects and harm they might encounter. (56)

In unique situations such as decentralized trials (DCT) crossing national borders, a diverse set of problems
arises. Different countries have varying regulations governing clinical trials, which can create complexities when
a trial spans multiple jurisdictions. The Food and Drug Administration (FDA) in the United States has issued
specific guidelines for DCTs, including digital health technologies and remote monitoring​. (57) In contrast, the
European Union's (EU) Clinical Trials Regulation addresses decentralized elements but leaves room for
interpretation by individual member states​. (58) Understanding and navigating these regulations is critical to
successfully implementing DCTs globally.

Bioethics is essential for guiding research practices to ensure they are conducted responsibly and ethically. By
adhering to principles such as respect for persons, beneficence, justice, and non-maleficence, and by following
rigorous ethical protocols, researchers can protect participants, maintain public trust, and advance scientific
knowledge in a morally responsible manner. (7,59)

Bias
Biases are “pervasive simplifications or distortions in judgment and reasoning that systematically affect human
decision-making.” (60) There are a lot of articles referring to bias in general. While they have been
acknowledged within the realm of bioethics, their substantial impact on ethical decision-making has surprisingly
received scant and fragmented attention within the field of bioethics. In the definition above, “decision-making”
must reflect our decisions in bioethics. Biases, more elaborately defined in bioethics, are “faulty beliefs, attitudes,
or behavioral tendencies that constrain cognition and thereby inhibit an individual's ability to make ethical
decisions.” (61)

In bioethics, confronting biases holds paramount importance owing to their profound ethical consequences and
the capacity to influence health outcomes and policy determinations. Unlike many other disciplines, bioethics
holds direct sway over human welfare, medical protocols, and public health, underscoring the necessity to
guarantee that ethical decisions are made impartially and equitably. Bias in bioethical research may distort



findings, thereby shaping policies and procedures in manners that perpetuate disparities and injustices.
Identifying and mitigating biases within bioethics is imperative to maintain ethical decision-making integrity and
ensure that healthcare protocols and policies are impartial, inclusive, and just. (62)

These biases can occur at different stages of the research process, including topic selection, study design, data
collection, analysis, interpretation, and publication. (63) Addressing these biases is crucial for ensuring that
bioethical research accurately reflects diverse perspectives and contributes to fair and just healthcare practices.
The biases involved in the design and conduct of research are:

● Selection Bias. Selection bias occurs when specific individuals or groups are systematically included or
excluded from the study population. This can result in a sample that does not accurately represent the
population of focus.The selection of participants influences the distribution of risks and benefits and
affects the generalizability of the study results to the broader population. Skewed findings lead to
conclusions that need to be more generalizable. For instance, studies focusing primarily on high-income
populations may overlook the ethical concerns relevant to low-income communities. (64)

● Sampling Bias. Sampling bias is similar to selection bias but specifically relates to how the sample is
drawn from the population. Convenience sampling or volunteer sampling can lead to unrepresentative
samples. (65) This bias can lead to over- or under-representation of certain groups, affecting the ethical
recommendations derived from the research. (66)

● Confirmation Bias. Confirmation bias involves searching for, interpreting, and remembering information
confirming preconceptions. (67) In bioethics research, confirmation bias can lead to the selective use of
data that supports a particular ethical stance while ignoring data that might contradict it. This can skew
ethical analyses and policy recommendations. (62)

● Reporting Bias. Reporting bias occurs when specific findings are selectively reported or emphasized
while others are downplayed or omitted. (68) This can distort the ethical landscape by presenting a
biased view of the evidence, leading to incorrect conclusions. It also threatens the validity of the
published body of knowledge if the decision to report depends on the nature of the results. (68)
Unfortunately, scientific journals are much more likely to publish a study that reports some positives than
a study with negative findings. Such actions create false impressions in the literature and may cause
long-term consequences for the scientific community. (69)

● Funding Bias. Funding bias occurs when the source of research funding influences the study design,
conduct, or interpretation. Research that disproportionately favours the interests of funding entities, such
as pharmaceutical companies, potentially compromising ethical integrity, is the far-reaching
consequence of funding bias. (70) A society that values funding achievements and profitability in
research fosters ambitions that not everyone can achieve, leading to shifts in research priorities and
unethical conduct. (71)

Biases in bioethics research can significantly impact findings' validity and ethical soundness. Addressing biases
in bioethics research requires a comprehensive and interdisciplinary approach. Transparency, rigorous
methodology, diversity and inclusion initiatives, peer review processes, ongoing critical reflection, continuous
education, and advanced data analytics are essential for promoting ethical integrity and advancing knowledge in
the field. These biases vary significantly across cultural and socio-economic contexts globally. Ethical standards
are influenced by people's culture, everyday practices, and lifestyle, with Global North bioethics often
emphasizing individual rights, while Global South cultures might prioritize community well-being. (72) These
differences can create ethical conflicts in international research, such as challenges in obtaining informed
consent. Economic disparities further complicate bioethical standards. In low-income countries, limited resources
can lead to ethical compromises that would be unacceptable in wealthier nations. (73) This can result in



exploitation and inadequate protections for research participants, highlighting the need for a balanced approach
that considers global standards and local contexts. (74)

Organizations like the World Health Organization (WHO) and the Council for International Organizations of
Medical Sciences (CIOMS) work to create globally consistent ethical guidelines. These guidelines aim to respect
cultural differences while protecting research participants. Through international cooperation and mutual respect,
it is possible to uphold the highest ethical standards in all research endeavors. By acknowledging and
addressing the different biases that arise from cultural and socio-economic contexts, the global community can
work towards a more equitable approach to research. This requires ongoing dialogue, education, and the
development of ethical frameworks that can be implemented worldwide. Through collaborative efforts, the global
community can develop adaptable ethical systems that ensure equitable protection for all research participants.

● Conflict of Interest. In the context of research, “a conflict of interest (COI) is a set of circumstances or
conditions in which professional judgment of a primary interest, such as the integrity and quality of the
research, tends to be unduly influenced by a secondary interest, such as personal financial gain”. (75)
COIs are not breaches of research integrity or ethics, but researchers having a COI are, all else equal,
more likely to act inappropriately or unethically because they have powerful incentives to depart from
good scientific practice. Thus, COIs require specific safeguards to ensure principles of research integrity
and research ethics are followed. (76)
Authorship conflicts: Many researchers, including those in the medical field expect their names in the
author list despite their non-involvement. (77) An example is the specific role of medical doctors in
clinical research: According to the International Code of Medical Ethics, they are obliged to “be
dedicated to providing competent medical service in full professional and moral independence, with
compassion and respect for human dignity.” (78) However, suppose they act as clinical researchers. In
that case, they are confronted with two potentially conflicting interests: a duty to care (primary duty) and
the responsibility to generate new knowledge (which, in this case, is a secondary interest that can, under
certain circumstances, conflict with the duty to care). (76)
Conflicts of interest can be financial conflicts or non-financial conflicts. Financial conflicts occur if
researchers receive direct payments from the sponsor of a study, hold stocks in the sponsoring
company, receive economic benefits from the sponsor for services, or have any other financial
relationship with the product's producer investigated in a study. Non-financial are further divided into
Personal, Medical & intellectual conflicts. Personal conflict may arise in a situation like biased peer
review, which can result in bad personal relationships & hence act as a conflict to implement ethics in
research studies. Medical Conflicts may arise in medical research and education when Physician
acceptance of gifts and meals from industry representatives is commonplace, as are visits with company
sales representatives. Evidence shows that relationships with industry are widespread among
physicians in practice. Intellectual Conflicts occur when researchers become so convinced of the truth of
a particular finding or paradigm that they become biased against alternative explanations and dismissive
of the contradictory conclusions, regardless of the quality of the evidence. (76)

● Consent. “Consent is a research process of information exchange between the researcher and the
human participants of the research.” (79) It can be of three types: implied, informed & explicit. Implied
consent is when a patient or client submits to procedures without formal informed consent. A person
responding to telephone survey questions is granting implied consent to participate in a study. A patient
offering an arm and a vein for a physician to withdraw a blood sample means consent to the procedure.
(80) Informed consent is said to have been given when the patient is competent, adequately informed,
and not coerced. (81) Informed Consent has influences originating in basic bioethical principles
(autonomy, beneficence, non-maleficence, justice), professional and international declarations
(Hippocratic Oath, Declaration of Helsinki), and legal considerations pertinent to each country. (82) It



aims to enhance participant control over effective authorization, limiting deception and minimizing
coercion. (83)
It is important to ensure that participants are fully informed about the potential outcomes they may
receive and understand the implications of their decisions regarding the acceptance or refusal of such
information, which is particularly critical when returning genomic data. (84)
Ensuring participants are informed about the potential outcomes and implications of research, mainly
when dealing with sensitive data such as genomic information, is paramount for upholding ethical
standards. Transparency regarding the nature of results participants may receive, and clear explanations
of associated risks and benefits empower individuals to make informed decisions about their
participation. Returning genomic data's complexity and potential implications further underscore the
need for meticulous communication. Participants must comprehend the significance of genomic
information, including its potential impact on their health, privacy, and familial relationships. Additionally,
researchers must offer support mechanisms to address participants' concerns or questions throughout
the process. By prioritizing comprehensive communication and participant understanding, researchers
uphold the principles of respect, autonomy, and beneficence in research involving genomic data. (85)
Respecting patients’ autonomy in medical research assumes that the informed consent process leads to
patients’ complete comprehension of their consent. (86) GDPR Article 4, defines consent as a freely
given, secific, informed, unambiguous, affirmative agreement. (87) Together, this type of consent could
be identified as explicit consent. The results confirm that most patients are happy with “surplus” biopsy
material being used for research; the situation does not parallel autopsy tissue use. Explicit consent is
likely necessary for the study of archival tissue.(88)
The ethics of healthcare research extend beyond human subjects to encompass animals. While animals
cannot provide informed consent, ethical considerations like compassion and justice should govern all
actions involving them. Any infliction of pleasure or pain should be scientifically justified. Innovative
digital methods in medical research, such as organ-on-a-chip and in-silico applications like digital cell
cultivation, are suggested to reduce animal suffering. These advancements could enhance the ethical
foundation of basic science research. (89,90)

● Privacy. While the privacy of research participants is part of the standard ethical principles, the absence
of a unanimous definition amongst lawyers, researchers, and philosophers can be challenging. In
medicine, privacy can be broken down into five main pillars: (91)

- Informational privacy involves protecting all the participant's information and is often associated
with confidentiality, although it also includes secrecy, data protection, data security, and
anonymity. (91)

- Physical privacy protects a person’s solitude (personal space and time), bodily integrity, and
modesty (physical space). (91)

- Associational privacy protects participants' right to selective intimacy, meaning the choice of with
whom they’ll share the experience. (91)

- Proprietary privacy: aims to protect the person’s control over their identity and likeness. (91)
- Decisional privacy involves the protection of an individual’s autonomy, liberty, or choice in

health-related decision-making. (91)
Those five pillars can be applied to daily medical practice and research. As mentioned before, most of these
principles are considered in research protocols due to existing data protection laws and clinical trial regulations.
For example, decisional privacy is protected through the consent principles described above. (91)

● Managing Risks. Deciding on the level of risk is a vital part of enhancing the data subject’s control over
effective authorization. Although there is consensus on the importance of teaching ethics, the quality and
extent of ethics education are heterogeneous. (92,93)



● End of Research Data. During a research project, various data get stored, from the personal
information of the participants to medical records, since medical research aims to gather reliable data on
an investigational medicinal subject. This begs the question of what happens to these data after a
clinical trial and its results have been reported. Each country has different laws regarding reusing,
storing, and transferring data after conducting research. (94)
Firstly, we have to consider the type of consent the participant gave. Specific consent is the explicit
consent to use data for a particular purpose or research project, meaning the data obtained under this
consent cannot be reused for another purpose. General consent is the explicit consent to use data in a
particular field so the data obtained under this consent can be reused for further purposes in the same
field. (95) Usually, at the beginning of a research project, specific consent is requested, and later, if the
researcher wishes to use the data for other projects further, they must seek out general consent from the
participants. In some countries (ex., Switzerland), in case general informed consent requirements for
reuse can not be met, researchers can use some part of the data if consent is disproportionately
challenging to obtain and there is no documented refusal of the participant. (96)
When it comes to storing a clinical trial’s data or health records, again, different laws apply. For example,
inside the European Union, clinical trials follow the Clinical Trials Regulation (CTR) and the General
Data Protection Regulation (GDPR), which often interplay. According to these regulations, following the
conclusion of the trial, investigators are required to archive the clinical trials master file for 25 years and
the medical records of subjects for the duration stipulated by national law. If an investigator wants to
reuse the data collected, they must ask the data subjects again for specific consent. (94) Under HIPAA,
the protected health information (PHI) definition applies to a patient's research data and their general
health record, and this status is retained up to 50 years after that individual's death. (97)
Lastly, sometimes, data needs to be transferred (moved from one jurisdiction to another) or exchanged
(moved from one organization to another). Countries that have adopted the GDPR can exchange or
transfer data more easily within them or with countries assessed as providing adequate protection.
However, data cannot be easily shared between different countries for further analysis or to be used for
educational purposes. (98)

Bioethical Considerations in Emergencies and Resource-limited Environment

“An emergency is a serious, unexpected, and often dangerous situation requiring immediate action or the urgent
need for assistance and relief.” (99) Emergencies unequally affect groups that are politically marginalized,
under-resourced communities, and groups that lack access to healthcare. (100) The standard guidelines for
research must be adapted during emergencies due to the unique challenges faced, such as disruption,
uncertainty, the pressure of time, and impaired well-being. (101) In an emergency, care decisions must be made
in a short period, and the more that time is wasted, the more the risk of death and incapacity increases. (102)
Separate guidelines during emergencies focus on ethical challenges in research to ensure it benefits the
affected people and to avoid wrong practices such as research without proper consent. The specific ethical
guidance should be used in conjunction with existing resources for bioethics in research. (103)

When it comes to emergencies, global organizations increase their efforts when there is a severe threat, and
once the danger subsides, the effort does as well. Ethical committees are responsible for reviewing and
approving research study designs; countries need to have established strategies to facilitate this process without
any shortcuts during an emergency. (100) An important aspect of emergency preparedness involves strategies
to allocate more funds towards the research infrastructure development, to develop guidelines for multi-country
ethical consultations during emergencies, and to establish a standardized national procedure for emergency
response ethical reviews. These strategies allow countries to conduct ethical research during emergencies and
to call on ethical expertise from their region to support ethical systems that will be overburdened. (104)



The Nuffield Council on Bioethics suggests the “Ethical Compass,” which consists of three core values that guide
ethical conduct during emergencies: Equal Respect, Helping to Reduce Suffering, and Fairness. (105)

● “Equal Respect” is the widely recognized duty to treat people as moral equals concerning their dignity
and human rights. This is achieved by drafting policies that include those affected, listening to their
concerns, and respecting cultural diversity. Researchers from high-income countries usually conduct
research in lower-income countries during emergencies, which creates a gap between the researchers
and participants due to the differences in communities. Additionally, individual consent is difficult to
achieve because of the pressures during an emergency, such as lack of security, food, and shelter. (105)
Equal respect can be demonstrated by involving the local communities and collaborating with national
health authorities to ensure the research is justifiable even if individual consent is compromised.
Achieving equal respect necessitates meaningful interactions with communities whose livelihoods are
impacted by global emergencies, fostering productive relationships between research participants and
researchers maintained throughout the entire research process and developing similar relationships
between the researchers and institutions involved in the study. (105)

● “Helping Reduce Suffering” is to treat others with an obligation based on humanity, solidarity, and
helping those in need. In medical research, the importance of this value lies in the effects that research
can provide at the time and in the future. In emergencies, “what best reduces suffering?” always comes
up. Resources are limited because of the pressing social needs and suffering in emergencies, and
properly allocating them becomes difficult. For research to be truly ethical, it should reduce suffering and
not increase it. This core value grounds the importance of research, helps with priority setting, and
guides global aid during emergencies. The key to reducing suffering in emergencies is to balance the
response efforts to achieve immediate relief and research efforts to achieve global beneficence. This
balance will ensure that the most significant impact on reducing suffering is realized. (105)

● “Fairness” is to treat others without prejudice and to ensure equitable distribution of benefits and risks.
This value is closely related to the previous values because it arises from the duty to treat people as
moral equals and to reduce suffering. In emergencies, additional consideration must be applied to avoid
favoritism and unjustifiable exclusions during the recruitment phase to safeguard the communities
affected more. Front-line researchers have to educate themselves on the community in which the
research is being conducted and to ensure they are not aggravating existing social gaps such as class
and gender. Additionally, distributive justice is of extreme importance during emergencies. One recent
example is the COVID-19 pandemic: the pandemic exposed the gap in fair distribution of benefits
(COVID-19 vaccine) between high- and low-income countries. High-income countries prioritized a
“booster dose” for their populations, while low-income countries suffered from vaccine shortages with
incompletely vaccinated populations. An ethical framework for distributing benefits should be created
during emergencies to ensure proper dissemination of research results. This value calls for unbiased
recruitment of participants for research and the equitable distribution of the research results, reinforcing
the need for risks and benefits to be distributed. (105)

Global preparedness and the three core values mentioned above can help guide ethical conduct during times of
emergency. The ethical compass has important implications, such as preparedness and planning forward. There
is a strong case for establishing clear guidelines and using the moral compass to guide bioethics in research
during emergencies. (105,106)

Regarding limited-resource settings, the vulnerability of people might affect their decisions and let them at risk of
being manipulated, exploited or sidelined. Particular health problems might arise in these groups, for example
poverty leading to little or no access to healthcare and discrimination. Some of the main issues faced during
research is obtaining informed and culturally relevant consent because of educational, linguistic or cultural



barriers or needing consent woven into the relevant community. Another critical topic is indemnity. Although
participants should be compensated, there is a higher possibility of monetary compensation affecting
participants’ judgement in low-resource settings. At the same time, compensation for research-related harm is
not followed due to factors such as lack of surveillance. Moreover, there should be an agreement regarding
access to interventions/treatment and other benefits for the participants after the end of the trial for participants
who still need it. Another issue is “ethics dumping”, which is a situation when High Incoming Countries Conduct
Research in Low-Income Countries because this research would not be allowed in the first or conducting this
research, with a lack of awareness regarding ethics in the country. (107)

To tackle this issue, the European Commission developed the “Global Code of Conduct for research in Resource
Poor Settings”, with other organisations later following this path, and the COHRED Research Fair Initiative, a
framework to ensure the ethical conduction of research in low-resource settings was published. (107,108) It is
divided into three main domains: Fairness of Opportunity, Fair Process and Fair sharing of Benefits, Costs and
Outcomes, tackling the problems that were mentioned above. (109)

Efforts of Ιnternational Organizations

Organizations play a prominent role when it comes to bioethics in research. They serve as a knowledge hub by
spreading information on bioethics in forms such as publications, conferences, and capacity-building efforts.
Additionally, they publish guidelines and frameworks to provide ethical guidance. Through advocacy and
policy-making, organizations can influence decisions to protect the rights of research participants and
communities. Overall, bioethics organizations collaborate to bring together a holistic approach to addressing
issues in bioethics. Multiple organizations are involved in bioethics with some examples such as:

● The United Nations Educational, Scientific, and Cultural Organization (UNESCO). UNESCO’s
interest in bioethics comes from their areas of expertise in social and human sciences. With
advancements in scientific practices and medicine, they felt the need to establish international guidelines
and promote the importance of bioethics. They recognize that the ethical issues raised by those
advancements should be resolved concerning human rights. (110) In the last twenty years, they adopted
three international declarations on bioethics, produced reports on a wide range of bioethical needs, and
developed capacity-building programs on bioethics. UNESCO continues to connect scientists, ethicists,
researchers, policy-makers, and society to assist in drafting policies on bioethical needs and to assist
countries with developing their legislation on bioethics. (111)

● The World Health Organization (WHO). WHO was created as the leading organization on international
health, helping countries worldwide act together to improve the health of all people. Therefore,
committing to human rights, equity, and bioethics is a part of their holistic vision. (112) WHO established
a research ethics review committee in 2000 to ensure that WHO only supports research of the highest
ethical standards. (113) They collaborate with other organizations, such as the UN and CIOMS, to
ensure they can achieve a long-lasting impact in bioethical work. Additionally, WHO publishes
guidelines, casebooks, and frameworks that guide ethical conduct in human research and contributes to
strengthening undermined regions by conducting regional capacity-strengthening efforts. (114) WHO
continues to develop ethical guidance in the health field and ensures its policies, public health efforts,
and research are grounded in ethics. (115)

● The Council for International Organizations of Medical Sciences (CIOMS). The UN and WHO
established CIOMS to facilitate the exchange of ideas and views within the biomedical scientific
community. As part of their mission to advance public health, they guide ethics in health research. (116)
Their main contribution in bioethics is their issuance of international guidelines for applying ethics in



human research; these guidelines aim to safeguard the rights and dignity of humans participating in
research. (22) As an organization with an immense impact on bioethics, CIOMS reaches out to the
international community to provide objective and unbiased information regarding medical ethics. (22)

Role of Bioethics in SDGs

Bioethics must closely monitor the discussions around SDGs, especially because the decisions impact directly in
various economic, political, social, environmental and health spheres. The concerning aspect is that from a
bioethics perspective at times the discussions around SDGs can be restricted to corporate interests dominant in
the global arena, which weakens the possibility of establishing an approach of development compatible with
environmental sustainability and social justice(117).

Since a lot of SDGs are directly concerned with the health of the people involving aspects of gender equality ,
discrimination , health promotion and equity , peace and inclusivity. All of these emphasize interactions between
individuals and prioritize drawing connections between these topics. Aligning these efforts with the 2030 Agenda
presents an opportunity to foster and implement effective measures related to health, well-being, quality of life,
and happiness (117).

Hence, Implementation of these SDGs must always be done keeping the bioethical principles in mind , those
principles will ensure an ethical approach to solving the issues and achieving the SDGs holistically. Although
discussions around all 17 SDGs must be done with a bioethical perspective, The following SDGs are found to
be most relevant and of utmost importance(118).

● Sustainable Development Goal (SDG) 3: to promote well-being across all at age groups and to ensure
healthy lives (118)

● Sustainable Development Goal (SDG) 4: to guarantee inclusive and equitable access to quality
education and promote lifelong learning opportunities for everyone.(118)

● Sustainable Development Goal (SDG) 5: to achieve gender equality and empower all women and girls.
(118)

● Sustainable Development Goal (SDG) 10: to reduce inequality within and among countries. (118)
● Sustainable Development Goal (SDG) 16: to advance peaceful and inclusive societies for sustainable

development, ensure access to justice for all, and establish effective, accountable, and inclusive
institutions at all levels. (118)

● Sustainable Development Goal (SDG) 17: Strengthen the means of implementation and revitalize the
Global Partnership for Sustainable Development. (118)

The Involvement of Medical Students in Bioethics

The education in ethics and bioethics in the healthcare field is a topic of increasing interest, both in academic
and professional contexts. This is because healthcare professionals constantly face complex ethical situations in
their daily practice(119).

There is evidence of a perceived lack of support from universities and workplaces in implementing mandatory
training programs in professional ethics, necessary for the development of ethical competencies of healthcare
professionals and students. A comprehensive approach is required to promote ethical training in the healthcare
field. This involves incorporating medical ethics into academic curricula, providing continuous and effective
training programs for practising professionals, and addressing the specific needs of each regional and
disciplinary context(119).



An increasing number of ethics curricula have been developed as a result of the formal inclusion of medical
ethics education in the medical curriculum. These curricula have employed a variety of approaches and
purposes. Although there isn't a single, ideal model for teaching medical ethics, there is growing agreement on
how undergraduate ethics curriculum should be created. To incorporate bioethics education for undergraduate
medical students, a twelve-step process for designing and implementing ethics programmes was
developed(120).

The steps include defining needs assessment, setting goals and objectives, using inductive ethics pedagogy,
creating a climate of efficacy for interpersonal sharing, applying the four levels of ethical analysis, considering
context and cultural norms, incorporating case studies and discussions, utilising active learning strategies,
integrating ethics education throughout the curriculum, fostering critical thinking skills, promoting self-reflection
and self-awareness, and assessing student learning and progress.This process was designed to ensure the
active participation of undergraduate students in bioethics education(120).
When it comes to advocating for bioethics, the involvement of students in the medical field is essential. By
gaining skills in bioethics, future health practitioners make better informed and empathetic decisions for their
patients. Their involvement in bioethics advocacy lays the foundation for a healthcare system that prioritises
bioethics in research and practice. Additionally, by voicing their perspectives and views, medical students can
play a significant role in influencing policy decisions that can impact local, national, and global levels(119,120).

Efforts carried by IFMSA

IFMSA exemplifies meaningful engagement by actively promoting and involving students in initiatives related to
research and bioethics. Here are some examples of the efforts that IFMSA has made in bioethics and
research(121):

● Research Efforts: IFMSA researches various topics. The student-led research includes the entire
process from study design to implementation and analysis. By working on research projects and
implementing ethical practices, students learn first-hand the importance of bioethics in research.

- Research Exchanges: IFMSA has a standing committee responsible for research exchanges,
which allow students to practice research in different countries worldwide. Students participate in
theoretical teachings, clinical aspects involving participants, and data analysis during their
internship. Through this experience, they learn about various ethical practices in different
countries.

- Bioethics Policy Engagement: Some examples of how IFMSA highlights the importance of
student involvement by representing their voices regarding bioethics are active participation in
advocacy and external meetings. Additionally, IFMSA contributes to developing inclusive policies
and frameworks by representing students from different regions and areas worldwide.

- Capacity Building: IFMSA advocates for capacity-building activities that enhance students'
knowledge of bioethics and research. They hold workshops and sessions on ethical practices,
responsible research innovation, and cultural awareness. These initiatives empower students to
engage in bioethics and advocate for it within their organizations and communities.
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