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ABSTRACT

Aim of the study Ethical problems most often arise in research. One of the most important ethical rules governing
research on humans is that participants must give their informed consent before taking part in a study. Informed
consent is therefore a vital part of the research process, and as such entails more than obtaining a signature on a
form. Most researchers however, do not have the requisite knowledge of the importance of informed consent in
research. This paper attempts a synopsis of the place of informed consent in research study. Materials and
methods A review of literature on informed consent in research. Literature search was done using Google search
engine as well as international and local journals. Results Informed consent as an aspect of medical ethics,
balances autonomy and beneficence, and provides adequate assurance of voluntary and autonomous participation
without negative repercussions on access to study benefits. The search showed that this if adhered to in research,
will surely maintain the dignity of man and the integrity of research as a field of human endeavour. Conclusions
Researchers must therefore ensure that potential research participants be given sufficient information about a
study, in a format they understand, to enable them to exercise their right to make an informed decision whether
to participate in a given research.
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INTRODUCTION They define individual rights, such as the

Ethical evaluation, within the context of right to freedom and privacy. Also encompass
this work, encompasses any form of formal principles that promote not to harm to
assessment, appraisal, review, or evaluation of individuals and society. Ethical guidance
research or innovation that centrally employs differs from ethical evaluation and it does not
ethical principles and criteria. Ethical assess practices and research or innovation
principles constitute criteria that aimed at products that have already occurred. Ethical
discerning whether certain actions or guidance rather presents rules, codes, and
developments are right or wrong. recommendations  according to future
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scientific practices, innovation practices and
developments in science and technology. In
this context, we distinguish  between
committees that conduct ethical evaluation and
committees or associations that provide ethical
guidance. RECs are defined here as ethics
committees that conduct ethical evaluation of
research. Such committees may also have a
guidance function, but this is not a defining
feature of a REC.

The Nuremberg Code and the Helsinki
Declaration have evidenced ethical principles,
including the necessity of voluntary consent,
for avoiding harming research subjects and
weighing risks against potential benefits. Prior
to these, scientists paid little or no attention to
the protection of participants in research
studies.

The requirements for research proposals to
be reviewed by an independent body were
formulated to more effectively prevent
practices that violate ethical research rules.
The first documented requirement for ethical
review of clinical research was the 1953
document from the United States Federal
Government, "Consideration of the Group for
Clinical Procedures Deviating from Accepted
Medical Practice or Involving Unusual
Hazard." This document was followed by
other initiatives, and in 1975, during the Tokyo
revision of the Helsinki Declaration, the
requirement for ethical review of experimental
research procedures involving human subjects
by an Independent Ethics Committee was
implemented. This marked the beginning of
the Research Ethics Committees (RECs). In
recent years, ethical evaluation has also
included the protection of animals used for
scientific  purposes and environmental
research, as long as it may directly affect
human beings.

RECs can be described as
multidisciplinary, independent groups
comprised of designated individuals tasked
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with considering the ethical issues in research.
Ethical evaluation by Research Ethics
Committees also encompasses research and
experimentation on animals, assessment of the
environmental and social impact of research,
and scientific and professional integrity.
Furthermore, ethical evaluation of research in
the social and humanistic sciences is becoming
increasingly common.

A significant amount of medical research in
hospitals is conducted on data, especially data
colectted from patients. For instance, in 2008,
at the University Hospitals of Geneva (HUG),
approximately 15% of research protocols
belonged to this category. When the data being
analyzed has already been collected (for
example, by the treating physician), the
research is referred as retrospective.
Retrospective research can also be conducted
on pre-collected and stored biological
samples.

Patients are not necessarily aware that their
data or samples will be used for purposes other
than their own medical care. They may feel
disappointed about the integrity of their
doctors if they later find out about the use of
this research. Furthermore, if patient data is
transferred to third parties outside the medical
team, there is an increased risk of further
disclosure, potentially even outside the
medical domain. Adverse consequences are
especially likely if sensitive data is disclosed
to  patients’ employers or insurers.
Additionally, when research is conducted on
biological material, the sample will be
consumed entirely or partially. In cases where
the patient needs the biological material for
subsequent treatment or diagnostic purposes,
the remaining quantity may be insufficient.
From an ethical perspective, the principle of
autonomy dictates that individuals should be
allowed to decide whether to participate in any
type of research, including health databases
and biobanks [1], and retrospective research
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(as explained in the international research
guidelines of the Council for International
Organizations of Medical Sciences [CIOMS];
commentary on guideline 4) [2]. The principle
of beneficence requires that medical treatment
take precedence over research objectives [3,

4].

CURRENT NORMS  GOVERNING
CONSENT FOR RETROSPECTIVE
RESEARCH

The information sheet should be handed to
the individual when they are invited to
participate in the conducted study. The content
of the information sheet should address the
likely concerns of the participants. The text
contained in the information sheet should be
presented in a clear and understandable
format. The wording should be accessible to
participants in terms of both language and
style. Information should be translated into the
language spoken by those participating in the
study or an authorized interpreter can be
employed [5].

All research involving patients, service
users, care professionals, volunteers, their
tissues, or data must be reviewed by an ethics
committee before it can commence to ensure
that ethical standards have been met. This must
be done to protect the rights, dignity, and well-
being of research participants. The ethics
committee will request detailed information on
how participants will be recruited and how
their consent will be obtained [6].

After the participant has been given the
information sheet describing the study and the
consent form has been read, the participant
must sign the consent form [6,7]. At this stage,
the participant should be given time to ask
questions about the study and the nature of the
data being collected. Signed consent forms
must be dated, with one copy given to the
participant, one copy stored in medical
records, and the original kept together with the
research data in a locked file [8].
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Usually, three copies of the signed and
dated research consent form are required. The
original signed and dated research consent
form must be kept in the research records. A
copy of the signed and dated research consent
form should be given to the subject, and a copy
placed in their medical record if relevant to
ongoing medical care [9]. If the study involves
sensitive research (such as alcohol or drug
consumption, certain genetic studies), a copy
of the research consent form should generally
not be placed in the subject's medical record

[9,10].

PRINCIPLES OF ETHICS IN
RESEARCH INVOLVING HUMAN
SUBJECT

Ethics and medical legislation play crucial
roles in guiding the conduct of retrospective
experimental studies, ensuring that research
involving human subjects adheres to principles
of beneficence, non-maleficence, autonomy,
and justice [11]. Retrospective studies involve
analysing data from past events or existing
records, often without direct interaction with
participants. Here's a breakdown of how ethics
and legislation intersect in such studies:

1. **Informed Consent**: Obtaining
informed consent is a cornerstone of ethical
research. In retrospective studies, researchers
may face challenges in obtaining consent from
individuals whose data is being used. Ethical
guidelines and legislation typically provide
provisions for waiver of consent under certain
circumstances, such as when the study poses
minimal risk to subjects, when obtaining
consent is impractical, or when it would
compromise the study's validity [12].

2. **Privacy and Confidentiality**:
Protecting the privacy and confidentiality of
participants'  information is  essential.
Researchers must ensure that data are
anonymized or non-identifiable to prevent the
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disclosure  of individuals' identities.
Legislation such as the Health Insurance
Portability and Accountability Act (HIPAA) in
the United States and the General Data
Protection Regulation (GDPR) in the
European Union provide strict guidelines for
handling personal health information [13].

3. **Beneficence and Non-maleficence**:
Researchers must weigh the potential benefits
of the study against any risks to participants.
Retrospective studies should be designed and
conducted in a manner that minimizes the
individuals harming of whose data are being
analysed [14]. This includes taking measures
to protect sensitive information and ensuring
that the research question justifies any
potential intrusion into individuals' privacy.

4.  **Scientific  Validity**:  Ethical
guidelines often emphasize the importance of
scientific validity and integrity in research.
Retrospective studies should be designed and
conducted rigorously and to ensure that
findings are reliable and reproducible [15].
Researchers must adhere to accepted
methodological standards and transparently
report their methods and results to facilitate
scrutiny and verification by the scientific
community.

5. **Regulatory Compliance**:
Researchers conducting retrospective studies
must comply with relevant laws and
regulations governing research involving
human subjects. This includes obtaining
approval from institutional review boards
(IRBs) or ethics committees, adhering to
national and international guidelines for
research ethics, and ensuring that any use of
medical records or other data sources complies
with applicable privacy and data protection
laws [16].
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6. **Publication and Reporting**: Ethical
considerations extend to the publication and
reporting of study findings. Researchers have
a responsibility to report their methods, results,
and any potential conflicts of interest
accurately and transparently. This helps ensure
that the scientific community can critically
evaluate the study's findings and that the
benefits of the research are disseminated
appropriately [17].

Overall, ethics and medical legislation
provide a framework for ensuring that
retrospective  experimental  studies are
conducted responsibly, with due consideration
for the rights, well-being, and dignity of
research participants, while also upholding the
integrity and validity of scientific inquiry [18].

The legislative aspect plays a crucial role in
shaping the ethical framework and guiding the
conduct of retrospective experimental studies
in several ways:

1. **Legal Compliance**: Legislation
establishes the legal requirements and
standards that researchers must adhere to when
conducting retrospective studies. These laws
often outline the rights of research
participants, the procedures for obtaining
informed consent, the protection of privacy
and confidentiality, and the handling of
sensitive data [19]. Researchers are obligated
to comply with these legal requirements to
ensure that their studies are conducted
ethically and legally.

2. **Enforcement of Ethical Standards**:
Legislation provides the legal basis for
enforcing ethical standards in research.
Regulatory bodies, such as institutional review
boards (IRBs) and ethics committees, with the
legislation support, review research protocols,
monitor compliance with ethical guidelines,
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and take appropriate action in cases of non-
compliance or ethical misconduct [20]. The
legislative framework empowers these bodies
to safeguard the rights and welfare of research
participants and uphold the integrity of the
research process [15-20].

3. **Protection of Research Participants**:
Legislative measures are designed to protect
the rights, safety, and well-being of research
participants. By establishing legal
requirements for informed consent, privacy
protection, and data security, legislation aims
to minimize the risks and maximize the
benefits associated with participation in
research. Legal frameworks also provide
avenues for recourse and redress in cases of
harm or ethical violations, allowing
individuals to seek legal remedies for any
wrongdoing [21].

4. **Standardization and Accountability**:
Legislation helps standardize ethical practices
and ensure accountability in research. By
setting clear guidelines and requirements for

the conduct of retrospective studies,
legislation ~ promotes  consistency  and
transparency in research practices.
Researchers, institutions, and regulatory

bodies are accountable for adhering to these
standards, which helps build trust and

RESULTS AND DISCUSSIONS
Obtaining consent for retrospective human
studies is crucial for several reasons:

1. Ethical considerations: Respect for
individuals' autonomy and right to self-
determination is a fundamental principle of
medical ethics. Obtaining informed consent
ensures that participants are fully aware of the
nature of the study, its potential risks and
benefits, and their rights regarding
participation [25].
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confidence in the research enterprise among
stakeholders, including participants,
policymakers, and the public [22].

5. **International Collaboration and
Harmonization**: Legislative frameworks for
research ethics often extend beyond national
boundaries, especially in the context of
multinational or collaborative research
projects. International conventions, treaties,
and agreements establish common ethical
principles and facilitate harmonization of
regulations across different jurisdictions. This
promotes consistency and coherence in ethical
standards, facilitates cross-border research
collaborations, and ensures that research
conducted in one country meets the ethical
requirements of other participating countries
[23].

In summary, the legislative aspect is
essential for establishing the legal foundation,
enforcing ethical standards, protecting
research participants, promoting
accountability, and facilitating international
collaboration in retrospective experimental
studies. By integrating ethical principles into
law and regulation, legislative frameworks
help safeguard the rights and welfare of
research participants while fostering scientific
progress and innovation [24].

2. Protection of participants: In retrospective
studies, researchers may access sensitive
information from participants' medical records
or other sources. Obtaining consent allows
individuals to control who has access to their
personal information and ensures that
researchers handle the data responsibly [26].

3. Legal requirements: Many jurisdictions
have legal requirements regarding informed
consent for research involving human
participants. Failure to obtain proper consent
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can lead to legal and regulatory consequences
for researchers and institutions [27].

4. Trust and transparency: Obtaining consent
promotes trust between researchers and
participants by demonstrating transparency
and respect for individuals' rights. This trust is
essential for maintaining ongoing
relationships with participants and for the
credibility and integrity of the research process
[28].

5. Validity of research findings: Informed
consent helps ensure that participants
understand the study's objectives and
procedures, which can minimize
misunderstandings or misinterpretations of
research findings [29]. This, in turn, enhances
the validity and reliability of the study results.

6. Ethical review and approval: Many research
institutions require proof of informed consent
as part of the ethical review and approval
process for studies involving human
participants. Obtaining consent demonstrates
that researchers have considered the ethical
implications of their study and have taken
steps to protect participants' rights and welfare
[30].

Overall, obtaining consent for retrospective
human studies is essential not only to comply
with legal and ethical standards but also to
uphold the principles of respect, transparency,
and trust that are fundamental to ethical
research involving human participants.
Whether obtaining ethical consent for
retrospective studies is mandatory can vary
depending on the specific regulations,
guidelines, and institutional policies in place.
However, in many cases, ethical consent is
mandatory, even for retrospective studies, due
to the ethical principles involved.
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Here are some reasons why ethical consent is
mandatory for retrospective studies:

1. **Respect for autonomy**: Respecting
individuals' autonomy is a fundamental
principle of research ethics. Obtaining
informed consent allows individuals to make
autonomous decisions about whether to
participate in a study or allow their data to be
use for research purposes, even if the study is
conducted retrospectively [29].

2. **Protection of participants**: Even though
retrospective studies involve pre-existing data
rather than  direct interactions  with
participants, there may still be risks associated
with the use of that data, such as breaches of
confidentiality or the potential for harm if
sensitive information is mishandled. Ethical
consent helps protect participants by ensuring
that they are aware of these risks and can
decide whether to participate [30].

3. **Legal and regulatory requirements**:
Many jurisdictions have legal and regulatory
requirements regarding informed consent for
research involving human participants. Failure
to obtain proper consent can lead to legal and
regulatory consequences for researchers and
institutions [31].

4. **|nstitutional policies and ethical
review**: Many research institutions have
policies requiring ethical review and approval
for all research involving human participants,
including retrospective studies. Ethical review
boards typically require proof of informed
consent as part of this process to ensure that
researchers have considered the ethical
implications of their study and have taken
steps to protect participants' rights and welfare
[28].

While there may be exceptions or specific
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circumstances where obtaining ethical consent
for retrospective studies is not required,
researchers are generally encouraged to
prioritize ethical considerations and obtain
consent whenever possible to uphold the
principles of respect, transparency, and trust in
research involving human participants.

In some specific situations, retrospective
studies may be conducted without obtaining
explicit ethical consent from participants.
However, such cases are subject to stringent
ethical considerations and guidelines [32].
Here are a few scenarios where retrospective
studies might proceed without explicit
consent:

1. **Waiver of consent**: Ethics review
boards may grant a waiver of consent if
obtaining consent is impractical or would
significantly compromise the integrity of the
study. This waiver is typically granted when
the research involves minimal risk to
participants, when it is not feasible to contact
participants due to the retrospective nature of
the study, or when the study relies on de-
identified data [33].

2. **Secondary data analysis**: If the study
uses existing datasets where the data are de-
identified and cannot be linked back to
individual participants, obtaining consent may
not be necessary. However, researchers are
still expecting to adhere to strict data
protection and privacy protocols [34].

3. **Public interest or archival research**: In

CONCLUSIONS

1. When conducting research, it should
ensure that the research will benefit
humanity; the research should not
compromise the dignity and integrity of
the human being in any way; the research
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some cases, research may be conducted on
historical records or publicly available data
without obtaining consent, especially if the
research is deemed to serve a significant public
interest, contributes to historical or archival
knowledge, and poses minimal risk to
individuals' privacy or autonomy [35].

4. **Emergency research**: In situations
where obtaining informed consent is not
feasible due to the urgency of the research,
such as during public health emergencies or
critical clinical situations, researchers may be
allowed to proceed without consent under
specific regulatory frameworks. However,
alternative measures to protect participants'
rights and welfare should be implemented, and
consent should be sought as soon as
practicable [36].

Regardless of whether explicit consent is
obtained, researchers are still ethically
obligated to  uphold  principles  of
confidentiality, data protection, and respect for
participants' autonomy. They must also ensure
that the research is conducted in compliance
with  relevant laws, regulations, and
institutional policies, and that any potential
risks to participants are minimized. Ethical
review boards play a crucial role in assessing
the ethical implications of research studies and
may grant waivers or exemptions from consent
requirements based on careful consideration of
these factors.

should not result in harm to the human
subject; each subject of the research is
fully aware of the procedure and
consequences of the research; each subject
of the research provides informed consent;
asubject is not coerced or blackmailed into
participating in the research; the ignorance
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or mental incompetence of a subject is not

exploited; the research does not offend 2. . Adhering to informed consent will guide
societal norms and morals, even if there the researcher in addressing ethical
are willing subjects. dilemmas.
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