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A “human subject” is a living individual about whom an
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investigator (whether professional or student) conduct-
ing research obtains: (1) data through intervention or
interaction with the individual or (2) identifiable private
information. [§46.102(f)]
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PREAMBLE: “In the present context “research”
includes both medical and behavioural studies
pertaining to human health. Usually “research” is
modified by the adjective “biomedical” to indicate its
relation to health.”

Research involving human subjects includes:
- studies of a physiological, biochemical or
pathological process, or of the response to
a specific intervention—whether physical,
chemical or psychological — in healthy sub-
jects or patients;

- controlled ftrials of diagnostic, preventive or
therapeutic measures in larger groups of
persons, designed to demonstrate a specific
generalizable response to these measures
against a background of individual biological
variation;

- studies designed to determine the conse-
quences for individuals and communities of
specific preventive or therapeutic measures;
and

- studies concerning human health-related
behaviour in a variety of circumstances and
environments.

The research may be concerned with the so-
cial environment, manipulating environmental fac-
tors in a way that could affect incidentally-exposed
individuals. It is defined in broad terms in order to
embrace field studies of pathogenic organisms and
toxic chemicals under investigation for health-relat-
ed purposes.
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