“Seven Requirements to determine whether the Clinical Trial is Ethical”

Requirement

Social or scientific value

Scientific validity

Fair subject selection

Favorable risk-benefit ratio

Independent review

Informed consent

Respect for potential and
enrolled subjects

Explanation

Evaluation of a treatment, intervention, or theory that
will improve health and well-being or increase
knowledge

Use of accepted scientific principles and methods,
including statistical techniques, to produce reliable and
valid data

Selection of subject so that stigmatized and vulnerable
individuals are not targeted for risky research and the
rich and socially powerful not favored for potentially
beneficial research

Minimization of risk; enhancement of potential
benefits; risks to the subject are proportionate to the
benefits to the subject and society

Review of the design of the research trial, its proposed
subject population, and risk-benefit ratio by individuals
unaffiliated with the research

Provision of information to subjects about purpose of
the research, its procedures, potential risks, benefits,
and alternatives, so that the individual understands this
information and can make a voluntary decision whether
to enroll and continue to participate

Respect for subjects by

1. Permitting withdrawal from the research;

2. Protecting privacy through confidentiality;

3. Informing subject of newly discovered risks or
benefits;

4. Informing subjects of results of clinical research;

5. Maintaining welfare of subjects

Justifying Ethical
Values

Scarce resources and non-
exploitation

Scarce resources and non-
exploitation

Justice

Nonmaleficence,
beneficence, and non-
exploitation

Public accountability;
minimizing influence of
potential conflicts of
interest

Respect for subject
autonomy

Respect for subject
autonomy and welfare

Expertise for Evaluation

Scientific knowledge; citizen’s
understanding of social priorities

Scientific and statistical knowledge;
knowledge of condition and
population to assess feasibility

Scientific knowledge; ethical and
legal knowledge

Scientific knowledge; citizen’s
understanding of social values

Intellectual, financial, and otherwise
independent researchers; scientific
and ethical knowledge

Scientific knowledge; ethical and
legal knowledge

Scientific knowledge; ethical and
legal knowledge; knowledge of
particular subject population



