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VUMC IRB Guidance on Pregnant Partner Authorization Forms

Purpose
This document provides guidance regarding the use and IRB review of pregnant partner authorization forms in research studies and clarifies when a pregnant partner is considered a research participant.
Regulatory Considerations
When the collection of pregnancy outcome information is limited to safety surveillance, neither the pregnant partner nor the infant is considered a human participant under FDA regulations.
Under 45 CFR 46, a pregnant partner or infant would be considered a human participant if protected health information (PHI) collected about them is used or disclosed for research purposes. Under 21 CFR 50, the pregnant partner or infant does not meet the definition of a human participant, and collection of this information does not constitute a clinical investigation as defined by those regulations.
Accordingly, when a pregnancy occurs in the partner of a research participant and information is collected solely for safety monitoring purposes, the VUMC IRB considers the pregnancy to be a safety event. In these circumstances, the pregnant partner is not considered a research participant, and the collection of such information does not meet the definition of research under 45 CFR 46.
IRB Review of Pregnant Partner Authorization Forms
Because the pregnant partner is not considered a research participant in the circumstances described above, the VUMC IRB does not review or stamp pregnant partner authorization forms as research informed consent documents. Specifically, the IRB is not making a determination that the form satisfies the informed consent requirements outlined in 45 CFR 46.116.
Although research informed consent is not required, authorization from the pregnant partner is required before collecting or obtaining PHI related to their pregnancy. Therefore, the authorization form may be submitted to the IRB for review and acknowledgement as a study material, rather than as a research informed consent document.
Pregnant partner authorization forms should incorporate the applicable VUMC HIPAA authorization language and should be used whenever a pregnant partner must authorize the release or disclosure of their protected health information.
When a Pregnant Partner Is a Research Participant
A pregnant partner is considered a research participant when any of the following apply:
· Research procedures are performed on the pregnant partner; and/or
· Information collected from the pregnant partner is obtained for research purposes rather than solely for safety surveillance.
In these situations, the pregnant partner meets the definition of a research participant, and the VUMC IRB will review and approve the pregnant partner consent form as a research informed consent document.
The consent document must include all federally required elements of informed consent and any applicable institutional language required by VUMC for research consent documents.
