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Is research exempt?1,2
One or more the following categories must be met:
<Revised Rule> Category
<Original Rule> Category
Footnotes
1. 45 CFR §46.101(b) Pre-2018 and 45 CFR §46.104 2018
2. In this worksheet,"research" means < Research as Defined by HHS> involving <Human Subjects as Defined by HHS> and "subject" means <Human Subject as Defined by HHS>
3. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
4. Educational tests may be cognitive, diagnostic, aptitude, or achievement.
5. Such behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.
6. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.
7. Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal website or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects. 
8. Whole genome sequencing is sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen.
9. "Existing" means existing at the time the research is proposed.
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