Human Subject Research: IRB Review Pathways

Exempt

- Must meet specific Exemption category
from Common Rule

Minimal Risk (MR) If fEdera"Y funded or - Determination made by IRB Staff

- Must adhere to IRB policies & procedures FDA, classify further - Continuing Review not required
and Belmont principles
Must adhere to Common

- Reviewed/approved by IRB Staff with IRB Rule** and/or FDA, IRB

consultation as needed policies & procedures, and Expedited
Continuing Revi I t ired Belmont principles
sSIEIEIEEESe S Ra IO - Must meet specific Expedited category

- Reviewed/approved by IRB member(s)

- Continuing Review required at discretion of
the IRB

Greater than Minimal Risk
Protocol (GMR)

S If federally funded or
Submission .
- Must adhere to IRB policies & procedures FDA, classify further Full Board

i and Belmont principles
Determine PR Must adhere to Common - Reviewed & approved by Full Board IRB

Classification - Reviewed/approved by IRB via Rule** and/or FDA, IRB : . .
- Requires Continuing Review

consultation, member review, or Full Board policies & procedures, and
Belmont principles

- Requirement and method for Continuing
Review at discretion of the IRB

Reliance***
| - Abbreviated submission process for
documentation purposes

- Must adhere to IRB of Record's policies &
procedures and Belmont principles

* Minimal Risk (MR) means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

** DHHS 45 CFR 46, Protection of Human Subjects

ik Faculty, staff, and students that conduct or collaborate on human subject research that is reviewed by another IRB (where UTA will not be the IRB of Record)
must submit documentation of that IRB approval at UTA for the purposes of documenting UTA’s “reliance” on the other IRB’s review and approval.
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