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To include or to not include:


The Injury Paragraph


When conducting research involving human subjects, it is important that participants understand all aspects of the study before deciding to participate, including what happens if they get injured as a result of their participation in the study.
However, not all studies carry the risk of injury, like online surveys, or focus groups held via Zoom.

The SDSU IRB requires investigators to include the injury paragraph in the consent form ONLY for studies that are given a Greater than Minimal Risk determination, studies that qualify for Exempt review category 6, and Expedited review categories 1, 2, 3, or 4.

EXEMPT (6)	- Taste and food quality evaluation and consumer acceptance studies:
(i) If wholesome foods without additives are consumed, or
(ii) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe by the FDA or approved by the EPA.
EXPEDITED 1 - Clinical studies of drugs and medical devices. EXPEDITED 2 - Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture.
EXPEDITED 3 - Prospective collection of biological specimens for research purposes by noninvasive means.
EXPEDITED 4 - Collection of data through noninvasive procedures routinely employed in clinical practice.
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