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A. Boundaries Between Practice and Research

It is important to distinguish between biomedical and behavioral research, on the one hand, and the practice of accepted therapy on the other, in order to
know what activities ought to undergo review for the protection of human subjects of research. The distinction between research and practice is blurred
partly because both often occur together (as in research designed to evaluate a therapy) and partly because notable departures from standard practice are
often called "experimental" when the terms "experimental" and "research" are not carefully defined.

For the most part, the term "practice" refers to interventions that are designed solely to enhance the well-being of an individual patient or client and that
have a reasonable expectation of success. The purpose of medical or behavioral practice is to provide diagnosis, preventive treatment or therapy to
particular individuals [2]. By contrast, the term "research' designates an activity designed to test an hypothesis, permit conclusions to be drawn, and thereby
to develop or contribute to generalizable knowledge (expressed, for example, in theories, principles, and statements of relationships). Research is usually
described in a formal protocol that sets forth an objective and a set of procedures designed to reach that objective.

When a clinician departs in a significant way from standard or accepted practice, the innovation does not, in and of itself, constitute research. The fact that a
procedure is "experimental," in the sense of new, untested or different, does not automatically place it in the category of research. Radically new procedures
of this description should, however, be made the object of formal research at an early stage in order to determine whether they are safe and effective. Thus,
it is the responsibility of medical practice committees, for example, to insist that a major innovation be incorporated into a formal research project
[3].Research and practice may be carried on together when research is designed to evaluate the safety and efficacy of a therapy. This need not cause any
confusion regarding whether or not the activity requires review; the general rule is that if there is any element of research in an activity, that activity should
undergo review for the protection of human subjects.
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A. Boundaries Between Practice and Research

It is important to distinguish between biomedical and behavioral research, on the one hand,
and the practice of accepted therapy on the other, in order to know what activities ought to
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