What type of IRB review should I request?

When you enter the IRBNet Carle Application form you will initially have to select the type of submission or review that you will be applying for. The purpose of this guidance is to help you make that determination.

Full committee.  Submissions that do not fall within any other category below should be submitted for review by the convened IRB (aka full committee).  This will include but is not limited to research that is FDA regulated and/or research that presents more than minimal risk to the research subjects. 

Expedited.  Studies that present minimal risk to research subjects and whose data collection procedures are limited to those in the list of expedited categories should be submitted for expedited review.  A helpful decision making chart is available, published by the federal Office for Human Research Protection.

Exempt.  Studies that present minimal risk to research subjects and whose data collection procedures are limited to those listed in 45 CFR 46.101(b) should be submitted for an exempt determination.  A helpful decision-making chart is available, published by the federal Office for Human Research Protection.  

Carle Tissue Repository.  Research whose information about subjects (specimens and/or data) will be obtained strictly from the Carle Tissue Repository should submit an Exempt request and also a Carle Tissue Repository Request.  If the Tissue Repository is not the only source of data, an Expedited or Full committee review will be required.
Not Human Subject Research.  Sometimes a project may appear to be regulated “human subject research”, but on a closer look is not regulated.  Projects that involve human subjects but fail to meet the federal definition of research (45 CFR 46.102(d)) should apply to the IRB for a “not human subject research” determination.  Likewise, research that involves data about or from humans but fails to meet the federal definitions of “human subject” (45 CFR 46.102(f)) should seek a “not human subject research” determination from the IRB.  Research should not be undertaken until the IRB determination is received.
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