
history and ethics of human subjects
research
history and ethics of human subjects research has evolved significantly over
the past century, shaping the landscape of medical and psychological
research. This evolution is marked by a series of historical events that have
highlighted the importance of ethical standards when conducting research
involving human subjects. This article will explore the historical milestones
that have influenced the ethics of human subjects research, including key
regulations and ethical guidelines that have emerged. It will further delve
into the essential principles of ethical research, the role of Institutional
Review Boards (IRBs), and the ongoing challenges faced in today's research
environment. By understanding the intricate relationship between history and
ethics, researchers can better navigate the complexities of human subjects
research.
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Historical Background of Human Subjects
Research

The history of human subjects research can be traced back to ancient
civilizations, where early forms of experimentation were conducted, often
without any ethical considerations. However, it wasn't until the 20th century
that significant ethical concerns began to emerge, particularly in response
to various unethical practices.



Early Experiments

In the early days of medicine, experimentation on humans was often
rudimentary and unregulated. Notable examples include:

The use of live animals and humans for testing the efficacy of surgical
techniques.

Uncontrolled trials of new medications, often without consent or
understanding from participants.

Observation of patients without formal ethical oversight.

These practices laid the groundwork for the later development of more
structured approaches to research ethics.

World War II and the Nuremberg Code

The atrocities committed during World War II, particularly by Nazi
physicians, led to a profound reevaluation of research ethics. The Nuremberg
Code, established in 1947, set forth ten principles aimed at ensuring
voluntary consent and the welfare of participants. Key principles included:

Voluntary consent is essential.

Research should yield fruitful results for the good of society.

Risks should never exceed the benefits.

This code became a foundational document for ethical standards in research
involving human subjects.

The Declaration of Helsinki

In 1964, the World Medical Association adopted the Declaration of Helsinki,
which further refined ethical guidelines for medical research. This
declaration emphasized the importance of informed consent, the necessity of
scientific validity, and the need for ethical review. It has undergone
several revisions to adapt to the evolving research landscape.



Key Ethical Principles in Human Subjects
Research

Ethical principles are fundamental to protecting the rights and welfare of
research participants. Several core principles guide researchers in
conducting ethical studies.

Respect for Persons

This principle emphasizes the autonomy of individuals to make informed
decisions about their participation. It requires obtaining informed consent,
ensuring that participants are fully aware of the nature of the research,
potential risks, and benefits.

Beneficence

Beneficence refers to the obligation to minimize harm and maximize benefits
to participants. Researchers must design studies that prioritize the well-
being of participants, ensuring that the potential benefits outweigh any
risks.

Justice

The principle of justice pertains to the fair distribution of the benefits
and burdens of research. It requires that certain groups are not unfairly
burdened by research participation while others disproportionately benefit.

Regulatory Framework Governing Human Subjects
Research

Various regulations and guidelines govern human subjects research to ensure
ethical compliance and participant protection.

The Common Rule

The Common Rule is a federal policy that outlines the basic ethical
principles and requirements for research involving human subjects.



Established in 1991 and updated in 2018, it mandates:

Informed consent procedures.

IRB review and oversight.

Protection of vulnerable populations.

Good Clinical Practice (GCP)

Good Clinical Practice is an international quality standard that ensures the
integrity of clinical trials. GCP guidelines focus on the design, conduct,
performance, monitoring, auditing, recording, analyses, and reporting of
clinical trials. Compliance with GCP is crucial for safeguarding the rights
of participants and ensuring the reliability of data.

The Role of Institutional Review Boards (IRBs)

Institutional Review Boards play a vital role in overseeing research
involving human subjects. They are responsible for reviewing research
proposals to ensure ethical standards are met.

Functions of IRBs

IRBs perform several critical functions, including:

Reviewing research protocols for ethical compliance.

Ensuring informed consent processes are adequate.

Monitoring ongoing research for participant safety.

By serving as a safeguard, IRBs help uphold public trust in the research
process and protect vulnerable populations.



Contemporary Challenges in Human Subjects
Research


