
view requirement at the Department of Health, Education, and Welfare (DHEW). This pol-
icy was extended to all investigations funded by the Public Health Service that involved
human participants, including those in the social and behavioral sciences. By 1973, the
DHEW regulations governing human research required a review by an IRB for all research
receiving Public Health Service funds. This meant that virtually all institutions of higher
education had to establish an IRB and file an assurance policy with the Office for Protection
from Research Risks of the Department of Health and Human Services. This assurance pol-
icy articulates the responsibilities and purview of the IRB within that institution. Although
the Public Health Service mandated only that federally funded projects be reviewed by the
IRB, most institutions extended the scope of the IRB to include all research involving
human participants, even those falling into the exempt category. Once this institutional as-
surance policy is approved, it becomes a legal document with which the institution and re-
searchers must comply. If your institution has such an assurance policy, you as an
educational researcher must submit a proposal to the IRB to determine whether your study
is exempt from ethical oversight. In this proposal, you should state whether you believe that
it falls into the exempt category. A member of the IRB makes the decision as to whether the
study is exempt and therefore can proceed as proposed or must be reviewed by the full IRB.
In short, this means that exempt studies refers to being exempt from certain requirements
and full committee review, not exempt from IRB oversight altogether.

In reviewing the research proposals, members of the IRB are required to make judg-
ments regarding the ethical appropriateness of the proposed research by ensuring that re-
search protocols are explained to the research participants and that the risks of harm are
reasonable in relation to the hoped-for benefits. To make this judgment, the IRB members
must have sufficient information about the specifics of the research protocol. This means
that the investigator must submit a research protocol that the IRB can review. Table 4.2
identifies the information that must be included in this protocol. A sample protocol exclud-
ing the consent form appears in Exhibit 4.6.
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� Exempt studies
Studies involving no
risk to participants and
not requiring full IRB
review

� T A B L E  4 . 2 Information to Be Included in a Research Protocol

Information about the purpose and rationale of the research

Information about the research participants to be used in the study

The location of the research

The tasks or variables and procedures to be used

Whether the procedures are experimental

The research design used to answer the research question

The potential benefits to the research participants or general knowledge acquired from the study

Any risks or hazards from participation in the research

Precautions taken to reduce the risks and hazards

A description of how confidentiality will be ensured

A consent form for participation
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