TYPES OF IRB REVIEW

There are three levels of IRB review: Exempt, Expedited, and Full Board Review. Please read about all three before making a determination about your specific project. If you are still unsure about a specific project, contact the IRB Chair for assistance.

[bookmark: _GoBack]
EXEMPT OR INFORMATIONAL REVIEW
Research that is classified as exempt will not require any further review after the initial approval and only needs to be reviewed by the chair of the IRB.

Research involving study of public documents and anonymous surveys in which the research 1) does not interact with the subject and 2) does not know the identity of the subject is informational or exempt. 

Research Activities Eligible for Exempt or Informational Review
· Exemption for education. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods is exempted. (Individuals under the age of 18 constitute a protected class. Consequently, many projects involving minors will require full board review. However, some of these exemptions are applicable to research with minors, including this one.)

· Exemption for research involving educational tests. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) is exempted, unless (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. (This exemption applies to research using minors.)

· Exemption for survey or interview procedures. Research involving survey or interview procedures is exempted unless (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. (This exemption does not apply to research using minors.)

· Exemption for research involving observation of public behavior. Research involving observation is exempted unless (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. (This exemption applies to research with minors only when the investigator(s) does not participate in the activities observed.)

· Exemption for research involving elected or appointed public officials or candidates for public office. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempted under exemption #2, #3, and #4 above is exempted if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

· Exemption for collection or study of existing data. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens is exempted, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified directly or through identifiers linked to the subjects.

· Exemption for research and demonstration projects conducted by or subject to approval of federal departments or agencies. Research and demonstration projects which are conducted by or subject to the approval of department or agency heads are exempted if they are designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs, (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

· Exemption for taste and food quality evaluation and consumer acceptance studies. Taste and food quality evaluation and consumer acceptance studies are exempted if, (i) wholesome foods without additives are consumed; or (ii) 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 containment 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.


EXPEDITED REVIEW
Research that is classified as expedited only needs to be reviewed by the chair or by a qualified member of the IRB that has been designated by the chair. It is, however, subject to annual review.

In general, research may qualify for expedited review if it is judged to involve no more than minimal risk, does not include intentional deception, does not employ sensitive populations or topics, and includes appropriate informed consent procedures.

Any research involving special populations (children, prisoners, mentally disabled) cannot receive expedited review.

Additional guidance from the HHS Office for Human Research Protections (OHRP) on Expedited Review: http://www.hhs.gov/ohrp/policy/expedited98.html


FULL COMMITTEE REVIEW
The following categories of research require full IRB review. 

· Projects for which the level of risk is determined by the Human Subjects Committee to be greater than minimal. (Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tests.)  

· Projects which involve the intentional deception of subjects, such that misleading or untruthful information has been provided.

· Projects which involve sensitive or protected populations; e.g. minors, prisoners, fetuses, mentally retarded, mentally disabled, test subjects for new drugs or clinical devices, pregnant women, illegal behavior, or legally incompetent persons. Students or employees may be at risk when they are asked to participate in research by professors or supervisors.

