CATEGORIES OF RESEARCH EXEMPT
FROM OHIO STATE IRB REVIEW
Category 1

Category 2

Category 2
tip sheet

Category 3

Category 3
tip sheet

Research conducted in established or commonly accepted educational settings, involving normal
educational practices, so long as the research is not likely to adversely impact students’ opportunity to learn
required educational content or the assessment of educators who provide instruction, such as:
•

Research on regular and special education instructional strategies

•

Research on the effectiveness of or the comparison among instructional techniques, curricula, or
classroom management methods.

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey
procedures, interview procedures or observation of public behavior (including visual or auditory
recording) uninfluenced by the investigator if at least one of the three criteria is met:
•

The information is recorded without direct or indirect identifiers;

•

Disclosure outside of the research would not reasonably place the subjects at risk of harm (e.g.,
legal, financial, reputational, employability); or

•

The information is recorded with either direct or indirect identifiers, and there are adequate
protections in place for protecting privacy and maintaining confidentiality (requires limited IRB
review).

Note: The exemption under category 2 does not apply when individuals under the age of 18 are subjects of the activity
except for research involving educational tests or observations of public behavior when the investigator(s) do not
participate in the activities being observed.

Research involving benign behavioral interventions (brief in duration, harmless, painless, not physically
invasive, not likely to have a significant adverse lasting impact, and the investigator has no reason to think that
the participants will find the interventions offensive or embarrassing) in conjunction with the collection of
information from an adult subject through verbal or written responses (including data entry) or audiovisual
recording if the subject prospectively agrees to the intervention and information collection and at least one of
the following is met:
•

The information is recorded without direct or indirect identifiers;

•

Disclosure outside of the research would not reasonably place the subjects at risk of harm (e.g.,
legal, financial, reputational, employability); or

•

The information is recorded with either direct or indirect identifiers, and there are adequate
protections in place for protecting privacy and maintaining confidentiality (requires limited IRB
review).

Note: If the research involves deceiving subjects regarding the nature or purposes of the research, this exemption is
not applicable unless the subject is informed in advance that he or she will be unaware of or misled regarding the nature
or purposes of the research.
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EXEMPT CATEGORIES, CONT’D
Category 4

Category 5

Secondary research uses of identifiable private information or identifiable biospecimens, if at least one
of the following criteria is met:
•

The identifiable private information or identifiable biospecimens are publicly available;

•

The information, which may include information about biospecimens, is recorded by the investigator
in such a way that the identity of the human subjects cannot readily be ascertained directly or
through identifiers linked to the subjects, and the investigator does not contact the subjects or try to
re-identify subjects;

•

The research involves only information collection and analysis involving the investigator's use of
identifiable health information when that use is regulated by the HIPAA Privacy Rule (Not available
at Ohio State); or

•

The research is conducted by, or on behalf of, a federal department or agency using governmentgenerated or government-collected information obtained for non-research activities, provided that the
original collection was subject to specific federal privacy protections and continues to be protected.

Research and demonstration projects which are conducted by or subject to the approval of federal
department or agency heads, and which are designed to study, evaluate, or otherwise examine public
benefit or service programs, procedures for obtaining benefits or services under those programs, possible
changes in or alternatives to those programs or procedures, possible changes in methods or levels of
payment for benefits or services under those programs.
Note: Projects eligible for exemption under this category will be posted on the applicable federal agency’s website.

Category 6

Category 7

Taste and food quality evaluation and consumer acceptance studies, if:
•

Wholesome foods without additives are consumed; or

•

A food is consumed that contains a food ingredient at or below the level and for a use found to be
safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by
the Food and Drug Administration or approved by the Environmental Protection Agency or the Food
Safety and Inspection Service of the U.S. Department of Agriculture.

Storage or maintenance of identifiable data and/or biospecimens obtained with “broad consent”
Not available at Ohio State.

Category 8

Use of identifiable data and/or biospecimens obtained with “broad consent”
Not available at Ohio State.

Additional Notes
•

These exemptions do not apply when the proposed activity(ies) might expose the human subjects to discomfort or harassment
beyond levels encountered in daily life.

•

These exemptions do not apply when individuals involuntarily confined or detained in penal institutions are subjects of the activity.

•

Exempt determinations are made by designated ORRP staff and/or IRB members; investigators are not permitted to make their own
determinations of exemption. Requests for exempt determinations should be submitted in Buck-IRB.

•

For more information, see HRPP policy Exempt Research.
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