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Chart 1:  Proposed Process for Research Using Human Biological Materials

1. Is the research subject to human subjects regulations and IRB review? (See Charts 2 and 3)

2. Is consent required? (See Chart 2)

No

4a. Samples may legally be used without obtaining
(additional) consent. (subject to applicable state
law, if any.)

Yes

3a. Do previous consent documents exist?

Yes
No

3b. Is the proposed use of the sample consistent
with the subject’s likely understanding of how it
would be used?

Yes
No

5. Obtain consent or
consider appropriateness of
retaining identifiers.

Key to Guidance in the Report

1) Activities that are subject to IRB review
• “Activities that Constitute Research” (p. 173)
• “Current Criteria for Exemption from the Federal Policy for Protection of Human Subjects” (p. 174)
• “Identifiability of Samples” (p. 179)

2) Requirements for informed consent
• “Issues Regarding Minimal Risk and Rights and Welfare” (p. 186)
• “Consent Requirements” (p. 192) (Note recommended use of opt out)
• Note recommended changes in requirements

3) How to consider existing consent documents
• “Consent Requirements – Informed Consent Requirements for the Use of Existing Samples” (p. 198)

4) a) and b) Use of existing samples where consent is not legally required
• “Consideration of Potential Harms to Others” (p. 210)

5) Obtaining Consent

No

4b. Samples may legally be used
without informed consent and IRB
review.

Yes


