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Can non-exempt research conducted in California be approved?1,2
The following General Criteria and all criteria for applicable categories must be met:
Footnotes
1. “Medical Experiment” as defined by California means human research that involves:
(a)  The severance or penetration or damaging of tissues of a human subject or the use of a drug or device, as defined in Section 109920 or 109925, electromagnetic radiation, heat or cold, or a biological substance or organism, in or upon a human subject in the practice or research of medicine in a manner not reasonably related to maintaining or improving the health of the subject or otherwise directly benefiting the subject.
(b)  The investigational use of a drug or device.
(c)  Withholding medical treatment from a human subject for any purpose other than maintenance or improvement of the health of the subject.
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