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SOP 6.04 — Informed Consent: Emergency Research

under FDA 50.24

1. Objective

In accordance with FDA regulation 21 CFR 50.24, this SOP is intended to discuss the exceptions
from informed consent requirements for emergency research.

2.  General Description

This SOP reiterates FDA Regulation 21 CFR 5UTt#4 regulation deribes the allowable
conditions for research on life-threatening conditions for which available treatments are unproven or
unsatisfactory and in situations where obtaining informed consent is not possible.

There are two situations for allowing a waivefahned consent in emergency research under this
regulation: #1 the research involves an invéstighintervention thatlfa under FDA jurisdiction  d will alwa

4. Procedures

fully convened IRB. When one of the two situations discussed in sectio
best practice dictates the use of 21 CFR 50g2iance, the process discu:
to make the necessary determinations prior to approval of emergency re

Researchers are advised to work closely with the IRB during the review
additional requirements for approval of emergency research for e/hése#
require guidance and direction from the IRB in order to fulfill..

The necessary determination discussed belde didtumented appropriately during the Full

Board Review process:

(a)The IRB responsible for the review, approval, and continuing review of the clinical investigation
described in this section may approve that investigation without requiring that informed consent of
all research subjects be obtained if the IRB (with the concurrence of a licensed physician who is a
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