Human Subject Research

Rose-Hulman Institute of Technology Human Research Protection Policy follows
Federal Government standards for protection of human subjects in research. Known
as the Common Rule, Federal Regulations, Title 45 CFR Part 46 provides guidelines
and definitions. Initially, an investigator must determine whether the investigation is
or is not human subject research. The following two charts will assist in this

decision. If there is any question, the investigator should consult with Robert Throne,
RHIT’s Institutional Reviewer before undertaking the investigation.

1. Is it RESEARCH?

Is it a systematic investigation”

=

Is 1t designed to develop or conmbuze
te generalizable knowledge: ie., will
it be reportad o disseminated outside
of the umt where it 15 conducted?

l l For this };rc]ic'-; it is not
| Yfg | | No | research.

This is research.
Consult the following chart.

Note: Even if the investigation is not research as defined by the Human Research
Protection Policy, investigators are ethically required to follow practices that will not
place individuals at greater risk than their normal activities and to apply general
practices of informed consent.



2. Is it HUMAN SUBJECT research?

I5 there an intervention or an mteraction with a living persen that
would not be cccurring of would be oceurmring mn some other
fashion, but for this research?

Will identifiable private data or
information be obtained for this
r=search mn a form associable

with the mndividual?
¥ l T
Human Subjects are | Yes | | Ne
mvelved. You must subnut
the Application for Review | ¥

of Eesearch form to the [R.
o activity may begin prior
to receiving a determunation
of exemption or IRB

The policy does
not apply; vou do
not need to subnut
form to IE.

Additional charts that assist in answering questions about human subject research and
exempt research are available at:

http://www.hhs.gov/ohrp/humansubjects/quidance/decisioncharts.htm




